COOTBETCTBYET 2K( PTH
ot 19.04. 2023 N= ‘

MUHHCTEPCTBO 3JIPABOOXPAHEHVSI POCCTACKON ®F AEPALIIU

HHCTPYKIMA
O MEJJUITMHCKOMY ITPUMEHEHUMIO JIEKAPCTBEHHOI'O ITPETTIAPATA

Herupm3un-TeBa

Pechpaunomlmﬁ HOMep:

Toproroe nanmenosanme: [etupusun-Tesa

Me:KIyHAPOIHOE HeNATEHTOBAHHOE HJIH IPYHIHPOBOYHOE HANMEHOBAHHE: [ETHPH3UH
JlexapcereenHasi gopma: TabeTKy, OKPHITHIE ITIEHOYHOU 000104KOiH

Cocrasg:

B 1 TabneTke cogepxutcs:

Heiicmeyrowee eewyecmso: LHETHPU3UHA .  JUTHAPOXIOPHI 10,00 MT;
6CNOMO2amenbHble 6euecmsd; TaKTO3bI Monbrn;(paT 117,00 Mr, nemmono3a MAKpOKPACTAIIIAYE-
ckas (M102) 39,26 mr, kpocriouos 1,70 Mr, KpeMHUs IMOKCH/I KOJUIOHIHBIH 6€3B0IHbIIH 0,34 mr,
Marnus creapat 1,70 mr; obonouxa: rumpomertosa (E464) 1,08-2,17 mr, makporona creapar
(mommoxcun  8-creapar) 0,20-0,41 wr, nemmono3a Muxkpokpucrammyeckas 0,82-1,63 M,
nponunenraukons 0,69-1,38 mr, Tutana nuoxeux (E171) 0,60-1,21 mr.

Onucanne

OBaJIBHHé JBOSIKOBBIITYKJIbIE TaOJNETKH, MOKPHITHIE TNIEHOYHOH 000I0YK0MH 6e10ro Wi o4ty oe-
snoro useta. Ha ofHo# M3 cTOpoH paszmenuTensHas pucka. Ha momepeusom paspese sipo Genoro
WM I0YTH OeJIoro 1nBeTa.

®apmakoTepaneBTHYEeCKAad IPYNHA: TIPOTHBOALIEPIHYECKOE CPEICTBO - H|-TMCTAMHUHOBBIX
penentopoB 6okaTop

Koa ATX: RO6AE07

dapmakogornyecKue cBojicTRa

Dapmaroounamuxka

Mexanusm deticmsus ‘

[leTMpu3HH - aKTHBHOE BemecTBo Hpenapara Lletupusun-Tepa - sBIseTCS METAGOIHTOM THAPOK-
CH3UHa, 00JIaIacT aHTHTHCTAMUHHEBIM 3 (EKTOM ¢ IPOTHBOALIEPrHYecKuM AeicTBrHeM. LleTnpu-
3WH OTHOCHTCS K IPYIIIIE KOHKYPEHTHBIX aHTarOHUCTOB F'HCTaMHHa H OJiokupyeT Hi-rucTaMiUHOBEIE
PeLENnTOph! ¢ HeOOIBIINM BO3JEHCTBHEM Ha APYTHe PELUENTOPEI ¥ IPAKTHYECKH HE OKA3HIBACT aH-

THXOJIHMHEPTHICCKOT0'H aHTUCEPOTOHHHOBOTO JICHUCTBUA.
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'p—ba?{nnﬁ HeMeJI-

JIEHHOTO JCHCTBHSA, A TAKOKE YMEHBIIAET MUTPAIMIO 303UHOGIIOB H OIpaHUYMBAET BEICBOOOKE-
HUE MEIUATOPOB [P AUIEPTHIECKAX PEaKIUsIX 3aMEINEHHOr0 THITA, [IpaKTHYeCKH He HPOXOMHUT
yepe3 reMarosHnehatndecKuii 6aprep H, CIe0BaTeIBHO, IOYTH HE CHOCOOCH AOCTUYb IICHTPANTb-
HBIX perientopos Hi.

tl)ap_' MaKOJMHAMUYECKHE CBOMCTBA

B wuccnemoBaHMSAX BIMSAHHS TIHCTaMHHA Ha KOXY JeHCTBHE NeTHpu3WHA B Jgo3e 10 Mr
HauMHAJIOCh dYepe3 1 wac, mocTurano MakcmMyma co 2-ro mo 12-f gac ® Bce emme
HaOMOfaJIoch Ha CTAaTUCTHYECKM 3HAYMMBIX YpOBHSAX depe3 24 waca. B pomonHeHme
K aHTUTHCTaMUHHOMY 3¢ (HeKTy NEeTHPH3HH TaloKe 00J1afaeT MPOTHBOBOCIATUTEHHEIM (¢ eKToM
M TEM CaMBbIM OKa3bIBaeT BIMSHHE Ha NO3/HIO a3y aJuIepravecKoil peakIuu:

- npu go3e 10 Mr omuH mim ABa pa3a B J€Hb HMHTHOMpYyeT NHO3IHIOI (asy arperamuu
303MHO(HUIIOB B KOXKE;

- mpu go3e 30 Mr B OeHb HHTHOMpYeT BHIBEICHHE S03HHOQHIOB B OpPOHXHATHHYIO
AJIBEOJISIPHYIO JKHAKOCTB II0CIE BBI3BAHHOTO AJNIEPreHOM OPOHXHAIBHOTO CYXKEHHUS;

- HHTHOUPYET BBI3BAHHYIO KAJUTHKPEHHOM IT03/THIOI0 BOCIATHTENBHYIO PEAKIHIO;

- ITOJIaBJISE€T SKCHPECCHIO MapKepoB BocnaneHus, Takux kak ICAM-1 wmu VCAM-1;

- HHrHOMpYyeT JeHCTBHE THCTAMHHOINOEePaTopoB, Takux kKak PAF umu cyOcranius P.
DapmakoKkunemuxa

Bcacwvisanue

ITocne mpuema BHYTphH IpemaparT OBICTPO aGcopOHpyeTcs U3 KEIyHOYHO-KHINEYHOIO TPaKTa.
@DapMaKOKUHETHYECKUE ITapaMeTPhl [CTHPH3MHA IIPH €ro NMPUMEHEHHMH B JI03aX OT 5 70 60 mr
HU3MEHAIOTCS TMHEHHO. PaBHOBECHAS KOHLIEHTpALUS OCTHIAETCS depes 3 JIHSL.
dapMakoKHHETHYECKHH TpodHib eTHPU3NHA aHAIOTHYEH Y Bépocnbrx U JeTeit.

Y perei mocne npuéMa NETHPH3NHA B 103€ 5 MT' KOHIIGHTPAIWs aKTUBHOM CyOCTaHIINH B opraHmMe
TaKas Je, KaK U y B3pOCIBIX Iociie nprueMa 10 Mr. V B3pocibIX nocie mprueMa IeTHPH3NHA B 103€
10 mMr makcuManbHas KOHIEHTPanus (Cmax) B IIa3Me KPOBH JOCTHIaeTCs yepes 1-2 Jaca ¥ COCTaB-
nsger 350 ur/mi. YV getelt mocne mpueMa NETHPH3HHA B 03¢ 5 MI' MAKCHMAIbHAS KOHIEHTPAIHS
(Cmax) B ITa3Me KpOBH JOCTHraeTcs depes 1 gac u cocTapser 275 B/

ITpu npueme neTUpU3HHA B popMe Kalens MaKCHMANBHbIE KOHIIEHTPAHH B IUIa3Me KPOBH JOCTH-
rarorcs ¢ 6oiee BEICOKO#H CKOPOCTHIO.

Pacnpeoenenue

Pacripenenenne nocne npuema 10 Mr cocTaBisieT 35 IMTPOB Y B3POCIBIX, 4 CBA3BIBAHKE C OEIKaMU

IU1a3MbI KpoBK — 93 %. ¥V neteif 06beM pacnpesieieHus ocie MprueMa 5 MI' COCTaBIISET IPHMEPHO
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HesnaunTtensHOE KOMMIECTBO LIETUPH3UHA BEIIEISIETCS B IPYAHOE MOJIOKO.
Memabonusm
¥ B3pocnsix 60% 0361 BEIBOJUTCS U3 OPraHH3Ma B HEH3MEHEHHOM BHJIC IIOYKAMH.
Buigeoenue
Iocne npuema 10 Mr y B3pocHbIX o0l KIHpeHC IeTHpu3uHa cocTaBiuger 0,60 MI/MHUH/KT,
nepuoj nonyebiBenaenus (T1/2) cocraBmser npumepHo 10 gacos.
[Ipném HeCKOMBKHX 103 HE U3MEHAeT papMaKoKHHeTHYeckue napameTpsl. [Ipn npuemMe npenapara
B cyTo4HOI m03€e 10 mMr B TeueHue 10 aHEH KyMyJISIuU NETHPA3HHA HE HaOIIONaI0Ch.
TTocie OKOHHAHHS JIeHeHHS YPOBEHb IIETUPU3UHA B IIa3Me KPOBH OBICTPO NaacT HIDKE ONpeNelL-
eMBIX IpezeioB. [IoBTOpHEbIe aIeproIorn4eckue TeCThl MOJKHO BO30OHOBUTH 9epe3 3 JHs.
Omoenvubvie 2pynnel NAYUEeHMOs
Hoorcunvre nayuernmut:
V 16 MoXUIBX DAIMERTOB IIPH OJHOKPATHOM IpHeMe npenapara B go3e 10 mr Ty 6511 BoIne Ha
50 %, a cKOpoCTh BbIBeAEHHS ObUTa HIDKE Ha 40 % IO CPaBHEHMIO ¢ KOHTPOILHOMN rﬁynnoﬁ.
CHiKeHHe KIMpeHca HEeTUPU3UHA Y MOXKHUJIBIX IAIMEHTOB BEPOSTHO CBA3aHO C YMEHBIICHHEM
(GYHKIUH IOYEK Y STOH KaTErOpHHy IalUeHTOB.
Jlemu:
V nereit ot 6 1o 12 net 70 % mossl BLIBozmTéx W3 OpraHu3Ma B HEH3MEHEHHOM BHJIE IIOYKAMH.
ITocne mprema 5 Mr y gereil 001U KIMpeHC neTupu3una coctapnsaet 0,93 Mi/Mus/Kr.
Tiny meteit ot 6 1o 12 net cocrapngeT 6 4acos, oT 2 /10 6 JeT - 5 4acos.
Ilayuenmul ¢ noueynoti HeOOCMAMOYHOCMbBIO! |
V nanueHToB ¢ MOYEYHOH HEJOCTATOYHOCTBHIO JIETKOW CTEIEHH TSDKECTH (KIMPEHC KpeaTMHUHA
(KK) > 50 mn/mMuH) hapMakoKHHETHIECKHE TapaMeTPhI aHAJIOTHIHEI TAKOBBIM Y 3J0POBBIX 100pO-
BOJIBIIEB C HOPMAJIBHOM (DYHKIMEH ITOYeK.
VY nanueHToB ¢ NOYEYHOH HENOCTATOYHOCTHIO épenﬁeﬁ crenenu Tsokectd (KK 30-49 mn/mun) Tiz
YIUIHHSETCA B 3 pasa, a o0luii Kiiupenc camkaercs Ha 70 % OTHOCHTEIIHHO 3JI0OPOBBIX JOOPOBOJIB-
IIEB ¢ HOPMaJIbHOM (PyHKIHEH nOdeK. '
Y nauueHToB, Haxosmuxcs Ha remopuaiuse (KK < 7 miu/mun), npu npueMe npenapara BHYTpb B
no3e 10 Mr oOmuil KIMpeHC CHUKaeTcs Mpubau3uTensHo Ha 70 % OTHOCHTENBHO 3/I0POBBIX J100-
POBOJBIIEB C HOpMANBHOH GyHKIHEH MToUeK, a T1» ymmHseTcs B 3 pasa.

Meee 10 % LETHPU3UHA yIAIIETCS B X0/I€ CTAaHAAPTHOM MPOIeAyphl TEMOANANIN3A.
Hauue;{mbl C NeYeHOUHOU HeOOCMAMOYHOCHbIO!

V manueHToB ¢ XPOHUYECKUMHU 3a00IeBaHUSMH ICYCHHA (I‘CIIRTOIICJIJIIOIIHPHBIM, XO0JIECTAaTHYCCKUM
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¥ GHIIMapHBIM LEPPO30M) TIPH OJHOKPATHOM HpHeMe Tpenapataiiose 10Me s 20 mr T1y yBe-

nuuuBaeTcd npuMmepHo Ha 50 %, a wmpeHc cHmxkaercd Ha 40 % 1o CpaBHEHMIO CO 3JJ0pPOBBIMH
cyOBeKTamMH.
Koppexkuus no3sl HEOBGXO/MMA TOJIBKO B CIIyYae, ECIH y MalMeHTa ¢ eYeHOYHOH HEJ0CTaTOYHO-
CTBIO HMEeTCs TAKKe COIyTCTBYIONAs OYeuHas HeJOCTATOYHOCTS.
IToxaszanusi K NPHMEHEHUIO
[IprmeneHre Ipenapara I0Ka3aHo y B3pOCIBIX U JIeTel ¢ 6 JeT st 00/eryeHus:
- HA3aJIBHBIX U [JIA3HBIX CHMIITOMOB KPYTIIOTOJMYHOTO (IIEPCHCTUPYIOIIETO) H CE30HHOTO (MHTEp-
MHUTTHPYIOLIETO) AJUIEPrHIeCKOr0 PUHNUTA U alJIEpruIecKoro KOHbIOHKTUBHUTA: 3y/ia, YAXaHHs, 3a-
JI0)KEHHOCTH HOCa, pHHOPEH, CIIE30TCYCHUS, rnnépemnn KOHBIOHKTHBEI;
- CHMIITOMOB XPOHHYECKOH HAMONATHYECKOH KpaluBHHUIIEL.
IIpoTuBOnOKa3aHNs
- TIOBBIIIEHHAs] YyBCTBUTENBHOCTD K LETHPH3UHY, THAPOKCH3UHY MM JPYTHM IIPOU3BOAHBEIM ITH-
nepas3uHa, a TakxKe JII0OOMy ApyroMy KOMIIOHEHTY Iiperapara;
- TepMUHANbHAA cTaxus noueuHoit HenocratouHocTd (KK < 10 mi/mMuR);
- IETCKHi BO3pacT JI0 6 JeT ([t JaHHOH JIeKapCTBEHHOR (opMbl);
- HETIEPEHOCHUMOCTb JIAKTO3bI, IeUIUT JTaKTa3kl, TIIOK030-raJakTo3Hast MatbabcopOIus.
C 0cTOpOKHOCTHIO -
- XpoHHYecKas moyeynas Hegocratogaocts (mpu KK > 10 mit B MEH TpeOyeTcst KOppeKIHs peKuMa
JIO3UPOBAHUN);
- IAIMEHTHI TTOXKKUIIOro BO3pacTa (P BO3PAaCTHOM CHH)KEHHH KITyOOUKOBO# (PHIBTpaIyn);
- SMHUNEIICHS ¥ NAIMEHTHI C OBBIIEHHOM CYIOpOKHON TOTOBHOCTEIO;
- IAIEEHTHI ¢ TIpepacioararonmmMy GakropaMu K 3agepxke Moud (cM. pasaen «Ocobble ykasza-
HUA»); ‘
- IIpH o,uHOBpeMeHﬁOM ynoTpebiieEnu ¢ ankoroneM (cM. paszgen «B3aumoneiicTeue ¢ npyrumu ne-
KapCTBEHHBIMH CPEICTBAMEY); '
- IEPHOJ, TPYAHOT0 BCKapMIIMBaHHUS;
- 6epeMEeHHOCTb.
IIpnmeHeHne npyn 6epeMEeHHOCTH H B IIEPHOJ IPYAHOr0 BCKAPMIIMBAHUS
bepemennocmeo
JlaHHbIe o IIPUMEHEHUIO [IETHpPH3HHA BO BpeMs 6epemennoctd orpanmdersl (300-1000 ucxomon
GepemennocTH). OHAKO HE BBIABIEHO CydacB (OPMHPOBAHHMS IIOPOKOB Pa3BUTHS, SMOPHOHAIE-

HOH ¥ HEOHATATBbHONU TOKCHYHOCTH C Y€TKON HPUYMHHO-CIIEC/ICTBEHHON CBA3BIO.
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DKCTIEpUMEHTATBHEIE HCCIE0BAHMS Ha XUBOTHBIX He BHUIBIHIH RakHK b0 phbid Wikt kocseH-

HBIX HeGNArOIPHUATHEIX SQ(EKTOB eTHPHU3NHA Ha Pa3BHBAIOIMACS IO/ (B TOM YHCIIE B IOCTHA-
TABHOM IIEPUOJE), TeveHHe 6epeMEeHHOCTH H POJIOB.

IIpu GepeMEHHOCTH Ha3HAYEHHE NETHPH3MHA BO3MOXKHO IIOCIIE KOHCYIBTAIlH C BpAYOoM, B cnyqae
ecIH IIpeToaraeMas IIoJIb3a VI MAaTepH IPEBINAET NOTEHIHAIBHBIA PUCK LA IIOJA.

Ilepuoo 2pyoro20 6CKapMAUBAHUS

He crnefyeT IpUMEHSTH HETHPHU3HH BO BPEMS IPYIAHOIO BCKApMIIMBAaHMA, T.K. IETHPU3HUH SKCKpe-
THpYETCS ¢ TPY/IHBIM MOJIOKOM. L{eTHpH3KH BEIIEISETCS B TPYIHOE MOJIOKO B KonmdecTse 25-90 %
OT KOHIIEHTPAIMHK B TUIa3Me KPOBH, B 3aBUCHMOCTH OT BpEMEHH 0TGOpa Ipob mocie mprHeMa mpe-
napara. HexenarelbHble PEakiyy, CBI3aHHBIE C NETUPU3HHOM, MOTYT HaONIOAATECS Y TPYIHBIX
neTeH.

B 1eproj rpyAHOro BCKapMIMBAHHUS IIPEMEHSIOT HIOC/IE KOHCYIBTAY ¢ BpaJoM, €CIIH IPEAroa-
raemas [oJIb3a JUIs MaTepH IPEBbIAcT MOTEHIUAIBHEIH PUCK I peOeHKa.

DepmunvHocms

JIoCTyIIHEBIE IaHHbIE O BIMSHAM HA HEPTHIBHOCTH YeTOBEKa OTpaHHIEHbL, OJIHAKO OTPUIATEIBHOTO
BJIMSIHUS HA QEePTHILHOCTD B HCCICIOBAHMUAX HA XXUBOTHEIX HE BHISBJICHO.

Ilepen npﬁMeHeHneM npenapara, eciii Bel GepeMeHHB], WK Iperonaraere, 910 Bl Moriu 6EL
ObITH GEpeMEHHOM, W IUTaHUpyeTe OepeMEeHHOCTh, HE0OX0AUMO IIPOKOHCYIETHPOBATHCS C Bpa-
YOM.

Cnocod npuMeHeHHS H 103b1

BHyTpB.

[IpuHUMATE Ipenapar CleayeT BEYepoM, T.K. CHMITOMBI CTaHOBATCS Oojiee BBIPAKECHHBIMU
BEYEPOM.

Ipenapar Lletmpusun-TeBa ciexyeT NPUMEHATh HE pPa3KEBBIBAd, PEKOMEHJYETCS 3aluBaTh
BOJIOH.

Ipenapat Iletnpu3un-TeBa MOXKHO IPHHAMATH HE3ABUCUMO OT IPHEMA MTUIIH.

Tabnetka MoXeT OBITH pa3jieNieHa Ha J[BE paBHEIE AO3BI II0 PHUCKE.

B3pocavim

10 mr (1 TabneTka) OMH pa3 B ACHb.

Hemu

Llemu om 6 00 12 nem: 10 mr (1 Tabnerka) 1 pa3 B A€HE.

ITpoaomKHUTENBHOCTD JIEYeHH He JOIDKHA [IPEBHIATh 4 HEZIEINb.

AJIETEpHATHBHO, 1032 MOXKET ObITH pas/eNieHa Ha JBa puemMa (1o %2 TabIeTKH YTPOM H BEHEPOM).

Lemu cmapwe 12 nem: 10 mr (1 Tabnerka) 1 pa3s B neHs.
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COOTBETCTBYET 3KI(

o1 19.04 .20
WHorna HavanbHOH 1036l 5 Mr (1/2 TabneTkd) MoxeT ObITH Joeratodno,

JOCTHYH YJIOBJIETBOPHTENBHOIO KOHTPOJIS CUMIITOMOB.

JleTsM ¢ TIOYeYHOM HEIOCTaTOYHOCTEIO 103y KOppeKTHPYIoT ¢ ydeToM KK 1 Macchl Tena.
Omoenvhole zpynnol nai(ueumoe

Iayuenmur nosicunozo 6ospacma

W3-32 BO3MOXHOIO CHIDKCHHS (YHKIMHM IIOYEK PpEXHM MIO3UPOBAaHHA IIpemapara Clenayer
KOPPEKTHPOBATh (CM. mojpasaen «[[auieHTs! ¢ HoYeYHO He0CTaTOYHOCTRION paszena «Crnocod
IPHMEHEHUS U T03bI»).

Iayuenmol ¢ noveunol HeOOCMAMOYHOCHbIO

ITockoneky mpemnapat LleTapu3un-TeBa BHIBOAUTCS U3 OpraHM3Ma B OCHOBHOM IIOYKaMH (CM. TOJ-
paznen «PapMaKOKHHETHKAY), IIPH HEBO3MOYKHOCTH aIBTEPHATHBHOIO JIEYEHH S, AHEHTaM C I10-
YEeYHOM HEMOCTATOYHOCTHIO PEXHUM JIO3HPOBAHHMS IIpemnapara clelyeT KOPPEKTHPOBaTh B 3aBHCH-
MoctH 0T pyHKIIH ovyek (BenmuuHsl KK).

Kmupenc kpearuauna (KK) mis My»X4uH MOXHO paccydTaTh, HCXOAS U3 KOHIEHTpALUMH CHIBOPO-

TOYHOTO KpeaTHHHHA, 110 cleayoomel dopmyie:

[140 - Bo3pact (roasr)] X Macca Tena (Kr)

72 x KKcgisopor (Mr/mn)

KK (Mn/Mun) =

KK 115 s)XeHIMH MOXKHO PacCYMTaTh, YMHOXKHUB ITOJydeHHOE 3HaUYeHHE Ha KodgumueHT 0,85.

,Zlo3upoeauue Y 63pOCablX nayueHmoe ¢ NOYeyHOU HedOCMAMOYHOCMbIO

IoyeuHasi HeZOCTATOYHOCTD KK Pexxnm 1o3upos
’ H (MJ1/MunH) AOIMPOBAHHT

Hopwma >80 10 mr/cyt
Jlerkas 50-79 10 mr/cyT

Cpenusst 30-49 , 5 mr/cyT

Tsoxenas 10-30 : 5 Mr depe3 AeHb

TepuAHATLHAR CTAH (TANHERTE, <10 IIpHEM Ipernapara IpOTHUBONIOKAa3aH
HaXOAIUEC HA TUAIA3E)

Tayuenmot ¢ HapywieHuem QyHKYyUU neyenu

Y manueHToB ¢ HApyIIEHHEM TOJBKO QYHKIMH II€9CHH KOPPEKIMH PEXUMa JO3APOBAHUS HE Tpe-
Oyercs. YV MAHEHTOB ¢ HapyIIeHHEM B QYHKIMH I€YeHH B QYHKIHH OYEK PEKOMEHAYETCS KOp-
peKnus J03upoBaHus (cM. TabIumy BLIIIIC).‘

Ecmm nocne nedyenus YIy4IIEHUS HE HACTYNacT WU MOSIBIAIOTCSI HOBBIE CUMIITOMEI, HCO6XOJ.II/IMO



COOTBETCTBYET 3KI(

ot 19.04
TMPOKOHCYJIETHPOBATECS C BPAuOM. (Bxopswwmi M3 N

b 1e')

TIpuMensitTe npenapar TOJIBKO COTTacHO TOMy CIIOCO0Y IPAMEHEHHS U B TEX J103aX, KOTOPBIC YKa-
3aHBI B HHCTPYKIHH.

Ilo6onoe neiicTBHE

Jlauuvie, nonyuenHsle 8 KIUHUYECKUX UCCTIeO08AHUSIX

Ob63op

Pe3ynpTaThl KIMHAYECKUX HCCIEIOBaHHM IPOJAEMOHCTPUPOBAIIH, YTO IIpMMEHEHHE [IETHPA3KHA B
PEKOMEHJOBAHHBIX /I03aX [PHBOJUT K PA3BUTHIO HE3HAYMTENBHBIX HEXENATCNbHBIX PeaKiui Ha
[[HC, BKmoYas COHIHBOCTh, YTOMISIEMOCTb, IOJOBOKPYXXEHHE M  TOJIOBHYIO 60D
B HEKOTOpHIX clydasx 6bUia 3aperuCTpUpOBaHa napanokcansaas cruMyJsinest [IHC.

HecMoTps Ha TO, YTO LETHPU3MH SBISETCS CENEKTHBHBIM OJOKaTOpOM Iepr(peprIecKux
Hj-penenTopoB ¥ NPaKTHYECKH HE OKa3hIBACT AHTHXOJMHEPIHYECKOTO JEHCTBHS, COOOIIANOCH
0 eIMHAYHBIX CIIy4asdX 3aTpyIHEHHS MOYEHCILYCKAHHUsI, HApYIICHHAX aKKOMOJAIUK U CyXOCTH BO
" pTYy.

Coo0manocs 0 HapyImeHusx HYHKIHMKM HEYEHH, CONPOBOXKAAIOIMXCS MOBBIIICHAEM aKTHBHOCTH
HEYEeHOYHBIX QepMEHTOB 1 OunupyOouHa. B GoNBIIMHCTBE CIydacB HEXeENATEbHBIC ABICHUS pa3-
pelaiych IMociie NpeKpaleHus IpueMa NETUPU3UHA.

Ilepeuens HescenamenvHovlx peaxyui

HMeroTcs TaHHEBIE, IOJIYyYEHHBIE B XO/IE JBOMHBIX CIIENBIX KOHTPOIUPYEMBIX KIMHHYECKUX HCCIIe-
© IOBaHMi, HApABJIEHHbIX HAa CpPaBHEHME LIETUPH3MHA U ILIAne00 MM APYIHX aHTHIMCTAMHHHBIX
penaparoB, IPAMEHSEMEIX B PEKOMEHIOBaHHEIX 103aX (10 MI OJMH pa3 B CYTKH [Is IETHPH3MHA),
6Gonee gem y 3200 marmeHTOB, Ha OCHOBAHUA KOTOPBIX MOXXHO IPOBECTH JOCTOBEPHbIH AHAIA3 J1aH-
HBIX 110 6€301aCHOCTH.

CornacHo pe3yibTaTaM OOBEIMHEHHOTO aHANW3a, B IIIANe00-KOHTPOIUPYEMBIX HMCCIIETOBAHUSIX
TIpU IPEMEHEHHHM IIETUPH3KHA B 7I03¢ 10 Mr OBUTH BBISBIICHEI CEAYIOIYE HEXeENaTeIbHbIE PEaKIuK

¢ yactortoii 1,0 % uinn BeIIIC:

HeskenareanHble peakuun (Tepmunosiorus BO3) HeTl(l: 232201)0 a (I,;Iia;(fgf)
Obwue Hapyuienus u Hapyuenus 8 Mecme 66e0eHUs
VTOMIIIEMOCTE 1,63 % 0,95 %
Hapywenus co cmoponul nepeHoti cucmemul
I 0710BOKpYKEHHE . B 1,10 % 0,98 %
I"'omoBuas 60116 7,42 % 8,07 %
Hapywenus co cmoponsl Jceny004HO-KUMEIHO20
mpaxma
Bone B xuBOTE 0,98 % 1,08 %
CyxocTh B POTOBOM ITOJIOCTH 2,09 % 0,82 %
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Hapywenusa ncuxuxu -
CoHIHBOCTH 9,63 % 5,00 %
Hapywenus co cmopoHbt ObiXamenbHOU CUCMEMbL, Op-

2aH08 2pyOHOT KIEMKU U CPeOOCHMEHUS.
®apuHTUT 1,29 % 1,34 %

XOTS 9aCTOTA CIlyYaeB COHIMBOCTH B TpyILIe IETHPH3KHA GBLIA BRI, YeM TaKoBasi B IPYIIIe Ia-
1e60, B GOIBITMHCTBE CITY9a€EB ITO HEXENATCIBHOE SBICHHE OBLIO JICTKOH HITH yMEPEHHOH CTENICHH
TskecTH. [Ipn 0OBeKTHBHON OIEHKE, IPOBOJUMOHR B paMKax APYTHX MCCIENOBAHMH, GBUTO MO-
TBEPXKIEHO, YTO MIPUMEHEHHE IIETUPU3HHA B PEKOMEHIOBaHHOM CYTOYHOM J103€ Y 3OPOBBIX MOJIO-
JIBIX JOOPOBOJIBIIEB HE BIUACT HA MX MOBCEIHEBHYIO aKTHBHOCTE.

Lemu

B mnane60o-KkoHTpONIHpPyEMBIX MCCIEOBAHUAX Yy JETEH B BO3pacTe oT 6 Mecsies 10 12 ner Grum

BBIABJICHBI CIICAYIOUHAC HEXEIATEIIBHBIC PCAKIIHHU C yactoToi 1 % u BBIIIE:

HexenateapHbie peaknuu (TepmuHoorus BO3) I(I:T:[l)ggzl)u (I;Jfln;;ﬁf)
Hapywenus co cmoponul jiceny0o4Ho-Kuue Ho20 mpakma
Aunapes v 1,0 % 0,6 %
Hapywenusa ncuxuxu
COHIMBOCTD 1,8 % 1,4 %
Hapywenus co cmopoHut ObixamenvHOU cucmemyl, 0p2aHo8
2PYOHOT KemKU U Cpe0oCmeHUs.
Punur 1.4 % 1,1 %
Obwue napyuienus U HapyuleHus 8 Mecme 66e0eHUs
YTOMIIIEMOCTD : ' 1,0 % 0,3 %

Onvim nocmpezucmpayuoHHo20 NPUMEHeHUs

IToMuMO HeXXeNaTeNbHBIX SBICHHIH, BEIIBICHHBIX B X0/€ KIMHUYECKUX MCCIIEIOBaHUM U ONUCaH-
HBIX BBIIIE, B PAMKAX HOCTPErHCTPAIMOHHOTO IIPHMEHEHHS IPENapaTa HaGIoJaIiCh CIELYIONIHE
HeXXeNaTebHbIe PeaKIIuy. |
HexenarenbHble SBIEHUS IPEACTaBIeHE]I HIDKE 0 KilaccaM cucteMbl opranoB MedDRA u yactote
pa3BUTHA, HA OCHOBAaHMH JaHHBIX MOCTPETUCTPAIIMOHHOTO IPUMEHEHH IpeTiapara.

YactoTa pa3BUTHS HEXXENATENbHBIX SBICHUH ONMpenessiach CICAYIOIUM 00pa3oM: OYeHb Yacmo
(>1/10); uacmo (>1/100, <1/10); neyacmo (=1/1000, <1/100); peoxo (>1/10000, <1/1000); oyenw
peoxko (<1/10000); vacmoma neusgecmua (HEBO3MOMKHO ONPENECIATH, HCXOAS M3 JAOCTYIIHBIX J1aH-
HBIX).

Hapywenus co cmoponut kpou u numgpamuyeckoti cucmemul. 04eHb peoko - TPOMOOIIUTOIICHHS.

Hapywenus co cmoponsl uMMyHHOU cucmembl: pedKo - peaKllui TUIIEPUYBCTBUTEILHOCTH; OYeHb
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pedko - aHabUIAKTHYECKHH IIOK. (Bxopswmi M3 N=41

Hapymenue CO CMOpOHbL 06MeHa 8ewecme U NUMAHUA: HACMOMA Heuseecmua - TOBBIICHHS
amIeTuTa.

Hapywenus ncuxuxu: Heuacmo - Bo30yXJIEHHUE; peOKo - arpecChsl, CIIyTAHHOCTh CO3HAHM, eNpec-
CHSL, TAJUTFOLHHAIMH; 04eHb PeOKO - THK; Yacmoma Heu3secmua - CyNIUIIBHEIC MACH, HAPYIICHHSL
cHa (BKJIFOYAs KOIIMapHbIe CHOBHICHHMS).

Hapywienus co cmoponv. HepeHOl CUCHEMbL: HeYacmo - TIAPECTE3NH; peOKo - CYNOPOTH; O4eHb
peoxo - M3BpaIeHre BKyca, JUCKUHE3Hs, JUCTOHKS, 0OMOPOK, TPEMOp; Yacmoma Heuseecmua -
HapylIeHHe TaMATH, B TOM Y4CJIe aMHE3Hs, IIyX0Ta.

Hapywenus co cmopoHbl 0p2aHOo6 3peHus: 04eHb pedko - HapyIIeHHe aKKOMOJAIMH, HEYETKOCTh
3peHus, HUCTarMm; 4acmoma Heu36ecmua - BaCKyJIHT.

Hapywienust co cmoponvl 0p2anoé ciyxa u 1aOUpunmuble HOPYWEHUs. Yachoma Heuseecmua -
BEPTHUTO.

Hapywenus co cmopoHul cep0eyHo-cocyOUucmoi Cucmembl. peoKko - TaXUKapIus.

Hapywenus co cmoponbl Jceny004HO-KUUeYH020 MPaKma. Hevyacmo - TAapes.

Hapywenus co cmopoHul neYeny u J4cenyeblg00Auux npomoKos: peoko - ICYeHOYHasl HeloCTa-
TOYHOCTH C H3MEHEHHEM (YHKIHOHATHHBIX IEYEHOYHBIX IIpo0 (IOBBILUECHHE aKTHMBHOCTH
TpchaMHﬁas, meno4Hoit docdarassl, raMma-riyraMuiITpancdepassl 1 Ounmpybusa), vacmoma
Heu38eCmHa - TeNaTuT.

Hapyuienus co cmopombl KOXCU U ROOKOICHBIX IMKAHe: HeYacmo - ChIIIb, 3yJI; peOKO - KPaluBHUIIA;
ouenb pedko - AaHTHOHEBPOTHYECKUH OTEK, CTOHMKas JIeKapCTBEHHAs 3PHTEMA; YdACIMOmA Heus-
6eCcmHa - OCTPHIH TeHEPATH30BaHHBIN 3K3aHTEMATO3HBIA IIyCTYIE3.

Hapywenus co cmopoHbl no4ex U MO4e6blGOOAUWUX Nymeu: OYeHb peoKo - NU3YPHUsl, SHYpes;
yacmoma Heu3eecmHa - 3a1EPIKKa MOYH.

Hapywienus co CmopoHbL CKelemHO-MblUle Ol CUCTeMbl U COOUHUMENbHOU MKAHU: 4acmoma
HeusgecmHa - apTPaIrHs.

Obwue paccmpoiicmea: Hewacmo - aCTSHUS, HEIOMOTaHHUE; peoKo - NEpUPEPHIECKHUE OTEKH.
Brusanue na pezynomamul 1a60pamopHeIX U UHCMPYMEHMANTLHYIX UCCAE006AHUT: PEIKO - IOBBIIIIE-
HHE Macchl Tela.

Onucanue omoenbHuIX HeHceramenbHblX PeaKyui.

Tlocie mpeKpaleHns IPUMEHEHNS IIETAPA3HHA ObLIH OTMEYEHBI CILy4an 3y/1a (B TOM YKCIe HHTEH-
CHBHOT'O 3y/12) ¥/ KPAIlXBHHUIIBL.

Ecmu y Bac oTMedarorcst oG0uHbIe 3 (EeKTE, yka3aHHbIE B HHCTPYKUMH HIIM OHH YCYTyOIIIOTCS,

i Bel 3ameTin mo6wie apyrue moGounsie 3pGeKThl, He yKa3aHHBIe B HHCTPYKIUH, COOOIIHTE
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IlepenoznpoBka

Cumnmombol

CyMITOMBI, HaOIIOAaeMBIE IIOCIIE IBHOM MepeI03HPOBKY LIETHPU3HHOM, BIIHSIIA Ha IICHTPAIBHYIO
HEPBHYIO CHCTEMY MM OBUIM CBS3aHbI C BO3MOXHBIM aHTHXONMHEprudeckuM dddexrom. Cumir-
TOMBI, KOTOPHIE HaOJII0aTUCh NOCIe IpHeMa 10 MEHBIIIEH Mepe TSTHKPATHOTO KOMHMYECTBA PEKO-
MEH/IyeMO# CYTOYHOM J103bl, BKIIOYAIH CIEIYIONEE: CIyTAHHOCTh CO3HAHUS, AHapes, YTOMILIC-
MOCTB, TOJIOBHAs 60/1b, HEIOMOTaHHE, MUJIPHa3, 3y, GecrioKoiCTBO, cefaTHBHEIH 3¢ deKT, COHIH-
BOCTb, CTYIIOp, TaXHKAPIH, TPEMOD, 3aJEPKKa MOYH.

JIetteHue.

Croenuduyeckoro aHTUA0TA HET.

B ciydae mepeo3MpOBKH PEKOMEHAYETCS CHMITOMATHYECKOE MM IOJICPKUBAIOIIEE JICYCHHE.
[TpoMBIBaBME XEMY/Ka H/HIM IPUEM aKTHBUPOBAHHOTO YIS MOXKET OBITh 3 YEKTUBHEIM, €CIIH TIe-
Peno3upoOBKa IPOK30IILIA HeJaBHO. [{eTHpU3HH 4aCTHYHO BEIBOJUTCS IIPH JTHATIH3E.
B3aumopeiicTBHE € JPYrHMM JIEKAPCTBEHHBIMH CPeICTBAMHU

OIHOBpPEMEHHOE NPUMEHEHHE ¢ a3UTPOMHUIIMHOM, [IUMETHAMHOM, SPUTPOMUIIMHOM, KETOKOHA30-
JIOM HJIM IICEBI03(eAPHHOM He BIHSET Ha (papMakOKMHETHYECKUE NapaMeTphl HeTupu3una. dap-
MaKOKHHETHYECKHX B3aUMOJEHCTBUI He Habmonanocs. COrnacHo MCIBITAHUAM iR Vitro, UeTUPH-
3WH He BIUAeT Ha 3¢ QeKT cBs3bIBaHus BapdapiHa ¢ OelKaMK IIa3Mbl KPOBH.

OIHOBpEMEHHBIA IPUEM A3UTPOMHLMHA, SPUTPOMHUIINHA, KETOKOHA30M1a, TEO(QUIIMHA U IICEB-
Jo3¢eNpruHa He BBIIBH CYIIECTBEHHBIX H3MEHEHUH B KIIMHUYECKUX Ta00paTOPHBIX [I0Ka3aTeliX,
XU3HEHHO BaXHBIX PyHKmuax 1 IKI. B uccnenoBaHny ¢ OAHOBPEMEHHBIM IPHEMOM TEOPUIITHHA
(400 mr B meHp) M netupusuHa (20 Mr B JieHb) OBUI0 00HAPY)KEHO HE3HAYUTENHHOE, HO CTATHCTH-
YecKd AocToBepHOe moBsnueHne 24-gacoBoit AUC (mnomanu nox xpuBoit) Ha 19 % s netupu-
3uHa 1 Ha 11 % mia Teopmumnaa. Kpome Toro, MakcuManbsHble YPOBHH B ILTa3Me KpPOBU YBEIUYH-

michk 10 7,7 % u 6,4 % COOTBETCTBEHHO AJIS LIETHPU3KHA B TeodumnHa. OHOBPEMEHHO KIIUPEHC

IIETHpH3MHA YMEHBIIHICS Ha -16 %, a taxoke Ha -10 % B ciyyae TeopMUIHHA, KOTAA ETUPU3UH

IPUHIMATA NAIMEHTH, KOTOPBIE paHee MOyJalH JieueHne Teopuwumnaom. Tem He MeHee, IpesBa-
pHTENBHOE JISYEHHE IIETHPH3MHOM HE 0Ka3aJI0 CYIIECTBEHHOIO BIUSHUS Ha (hapMaKOKMHETHIECKHE
napameTpsl TeOQHILIHHA.

ITocte omHOKpaTHOTO NMpHeMa neTupu3nHa B 103¢ 10 mMr apdext ankorons (0,8 %o) 3HaUUTENBHO
HE YCHJIMBAJICS; CTATHCTHYECKH 3HAYMMOE B3aUMOJEHCTBHE ¢ 5 Mr nuasenama ObUIO JOKa3aHO B

OJHOM H3 16 IICUXOMETPUIECCKHUX TECTOB.
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_ ot 19.04.202.
OpuoBpeMeHHEIH TpreM 10 Mr neTHpU3MHA B JIEHB C DUNHEsIoM R PHBET K HESHASH TEIBHOMY

CHYKEHHUIO TIOKA3aTeNell TIOK035l. DTOT dhdEKT He MMeeT KIMHAYECKOro 3Ha4YeHus. Tem He Me-
| Hee, PEKOMEH/TYeTCs pas/ieIbHbIH IIPHEM - IHIH3H]] YTPOM H HETHPU3UH BEUCPOM.
CreneHs BcachIBAHMS IETHPH3MHA HE CHIXKACTCS NPH OJHOBPEMEHHOM IPHEME ITHIIH, XOTs BCa-
| chIBaHHe 3aMeseTcs Ha 1 uac. '
B mcciiejoBaHuy ¢ MHOTOKPATHBIM IIpHEMOM putoHaBupa (600 Mr a pasa B JIeHb) U IETHPHU3HHA
(10 Mr B [IeHb) CTENeHb SKCTIO3MIIMH NETHPH3UHA OBUIa yBEIMYCHA IPUMEPHO Ha 40 %, B TO BpeMs
KaK 9KCIIO3HMITHsS PHTOHABAPA HE3HAYUTENBHO M3MEHMIACh (-11 %) BCIENCTBAE COMYTCTBYIOMIETO
npueMa IeTUpU3UHA.
Eciu Bbl IpaMessieTe BEITENepedrCeHHbIe WK JPYTHe IEKapCTBEHHbIE IPenapark! (B TOM YHCITe
GespelenTypHEIE) Mepe IpEMEHeH eM penaparta I{eTupusun-Tesa MPOKOHCYIBTHPYHTECE C Bpa-

qOoM.

Oco0b1e ykazaHus

V HaIyeHToB ¢ MOBPEXIEHAEM CIIMHHOIO MO3Ta, THIEPIUIa3Her IIPEICTaTEBHOM JKeNe3bl, @ TAKKe
TIPH HAJMYHHK JPYTHX MpPeIpacroNaraoyx pakTopos K 3aJepikKe ModH, TpeOyeTcs CoOoeHHe
OCTOPOXXHOCTH, TaK KaK HETHPU3UH MOXXET YBEIIMYMBATh PUCK 3aAEPKKU MOIH.

V IaupeHToB ¢ I0YeYHOM HEIOCTATOYHOCTHIO PEXKIM H03UPOBAHHUS IPENapaTa CIeAyeT KOPPEKTH-
poBath (cM. paszen «Crnocod IpUMEHEHHUS | JA035D»). |

V3-3a BO3MOXHOTO CHIDKEHHS (DYHKIIHH II0YeK Y IANMEHTOB MOXUIOT0 BO3pacTa PEKHM JIO3HpO-
BaHHS IIpenapaTa ceyeT KOppeKTUpoBaTh (M. paznen «Crocod NpUMEHEHUS U JI0351»).
PexoMeH10BaHO COOIIOAATE OCTOPOKHOCTH IPH IIPUMEHEHUH LIETHPU3HHA OJHOBPEMEHHO C aJIKO-
rOJIEM, TaK KaK [ETHPH3HH MOXKET IIPUBECTH K ITOBLIIIEHHON COHIIMBOCTH.

OCTOpPOXHOCTH CIIEYeT COOMIONATh Y NALUEHTOB C JHIESICHEH U TOBEIIEHHOH CYZOpOXHOi To-
TOBHOCTBIO.

Ilepen HasHAYEHHEM AJUIEPTONOTHYECKHMX MPOO PEKOMEH/I0BAH TPEXIHEBHBIH KOTMBIBOYHBIN IT€-
PHOJ BBH/LY TOTO, 4TO G110KaTOps! Hi-rHCTaMIHOBEIX PENENTOPOB MHTHOHPYIOT Pa3sBUTHE KOXKHBIX
aNNEePruIecKNX peaKui.

Llerupusun B TablieTkax, MOKPHITHIX IIEHOYHOH 000I0YKOH, HE JOJDKEH Ha3HAYaThCs IallHeHTaM
C HAcJEICTBEHHON HEMEePEeHOCHMOCTHIO TajlaKTO3Bl, HEJOCTATKE JIAKTa3hl MIIH CHHAPOMOM TIIO-
K030-TaJIakKTO3HOM MasibabcopOuuu.

ITocne npexpameHus IpUMEHEHHS IETAPH3UHA MOXKET MOSBUTBCS 3y/ M/WIIM KPaNMBHUI, JAAXKE

€CJI 3TH CHMIITOMBI OTCYTCTBOBAJIM B HAYAJI€ JICUCHUS. B HEKOTOPBIX ClIydasiX CUMIITOMBI MOT'YT
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COOTBETCTBYET 2KCNEF
ot 19.04.2023 N=
6bITh MHTCHCHBHBIMU H TpeGOBATh BO30GHOBIEH}s IpreMa NEeTnpasuial CMirtoMbIiCesaloT py

BO300HOBJICHHH NpUEMa HETUPU3HHA.

Jlemu

IlerupusuH B TabIeTKaX, TOKPHITHIX INICHOTHOH 0060109K0ii, IPOTHBOIIOKA3aH JETAM J0 6 JieT, 1o-
CKOJIBKY JIaHHAs JeKapCTBeHHas (Jopma He NO3BOJISIET HCIIONB30BaTh IMOAXOAIIYIO NO3HPOBKY JULA
3TOH BO3PACTHOM TIpPYNNEL PeKOMEHIYETCS HCHONB30BaTh NEJUATPHIECKYIO JIEKapCTBEHHYIO
(bopMy (Kamy A7 prueMa BHYTDB).

BHHMaTeNbHO NPOYTATE HHCTPYKIHIO IEPE TEM, KaK HauyaTh PIMEHEHHE NIpeTnapaTa. Coxpanure
HHCTPYKIWIO, OHA MOXET MOHano6uThcs BHOBB. Eciy y Bac BOSHMKIM BOIIPOCHL obparutech K
Bpauy. JlekapcTBEHHOE CPENCTBO, KOTOPHIM Br1 neuntech npeaHa3HadeHo JTHYHO Bam, u ero xe
énenyeT IepeaBath APYyTUM JIMIAM, TTOCKOJIBKY OHO MOXKET IPHYHHUTD MM BPE)( NXKE IPH HaTH-

YHMHK TEX JKe CHMIITOMOB, 9TO U y Bac.

Bimsinue Ha cIOCOOHOCTH YHPaBJISATh TPAHCHOPTHLIMH CPEACTBAMM, MEXaHHU3MaMH
I_IempmnH MOXET ITPUBECTH K TIOBBIIIEHHON COHJIMBOCTH, CIIEAOBATENIHLHO, IIpEIapar I_[empnsmi-
TeBa MOXET OKa3bIBaTh BIMSHUAE Ha CIIOCOOHOCTH YIIPaBJISITh TPAHCIIOPTHBIMH CPEICTBAMH, MEXa-

HHU3MaMHU.

®opma BLIIYCKA

TabneTks, DOKPHITHIE IUICHOYHOH 060104KO0M, 10 M.

[To 10 Ta6nerox B 6muctepst u3 Aluw/Alu. ITo 1, 2, 3 unu 10 6aHcTEpOB BMECTE ¢ MHCTPYKLHEH 10
TIPEMEHEHHIO TIOMEIEHE] B KAPTOHHYIO Na4Ky, Ha KOTOPYIO JONOIHUTENHHO MOTYT ObITh HAHECCHEI

3AIUTHLIE HAKJIEHKH.

YcnoBus xpaHeHHs
ITpu Temneparype He Bbie 25 °C B OpUrHHATBHOR yNakoBke (GIHCTEp B Mayke).

XpaHHUTE B HEAOCTYITHOM JUIS JeTei MecTe!

Cpoxk rogaocTn
3 rona.

He IPHUMCHSATE I10 HCTCYCHUH CPOKA I'OTHOCTH.

YcnoBus oTmycka

OtmyckaroT 6e3 penenta.

Ilepma're.rlb PErucTPaAallHOHHOI0 YAOCTOBECPCHUS

Axrasuc I'pymn I[ITC exd., Ucnangus
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IIpousBoguTenn \ (Bxogswwmia M3 N24195358)

Tepa ®@apma, C.JLY., Kamne C, Ne 4, ITomron Uaaycrpuans Manenuka, Caparoca, 50016

Caparoca, Micnanus

Opraumsanus, NPUHAMAIIAA NPeTeH3UH NoTpeduTeeii:
00O «TeBa», 115054, Mocksa, yn. Banosas, 35,
TelL.: +7 (495) 644 22 34, dakc: +7 (495) 644 22 35

AJzpec B HHTEpHETE: WwWw.teva.ru
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Memnemxep 1o perucTpaluu Huxutenxo T.B.
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