OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

['ponpunocun, 500 Mr, TabneTKH

2. KAYECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB
JeiicTBylol1ee BEIIECTBO: MHO3UH MPAaHOOEKC.
Kaxnas Tabnerka cogepxut 500 Mr nHO3MHA IpaHOOEKCa.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TaoOmeTku.
benbie wau moutu Oenble MPOAOJITOBATHIC IBOSKOBBIMYKIIbIC TAOJCTKH C PUCKOH Ha OJHOM

CTOpPOHEC.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

I'ponpuHOCHH ITOKa3aH K MIPUMEHEHHUIO Y B3POCIBIX, I€TEN U IOAPOCTKOB B BO3pPACTE OT 3 JIET.

- I'punm u ocTpble pecnupaTOpHbIE BUPYCHbIE HH(PEKIHH.

- HWudexnun, BeI3BaHHBIE BUPYCOM IpocToro repmeca 1, 2, 3 u 4 TUIOB: TEHUTAIBHBIA U
NaOuaNbHBIA Tepriec, TepreTHYSCKU KepaTUT, OMOSICHIBAIONINI JUIail, BETpsiHas oOcCra,
MH(EKIMOHHBIH MOHOHYKIIE03, BBI3BaHHBIN BUpycoM DnuTeiiHa-bapp.

- IlutomeranoBupycHas UHPEKIHSL.

- Kopsb TspKEI0T0 TEUEHUS.

- [lanmumiomaBupycHas MHQEKIUs: NANMIJIOMbl TOPTaHU M TOJIOCOBBIX CBA30K ((huOpo3HOrO
TUIA), TEHUTAJIbHBIE MAMIJIOMAaBUPYCHbIE HHPEKIIUN Y MY>KUMH U KEHIIMH, OOPOJIaBKH.

- IlomocTpslii ckiepo3upyromuii MaHsHIEe(aTHT.

- KOHTarmosHseIil MOJUTIOCK.

4.2. PesxuMm 103MpOBaHNs U c1IOCO0 IPUMMEHEeHHUs

Pexxum go3upoBaHus

Ot 6 10 8 TabneTok B CYTKH, pa3lielleHHbIX Ha 3—4 mpuema. MakcumallbHasi CyToYHast J103a y
B3POCIBIX COCTABIISIET 3—4 I' B CYTKH.
[Tpu TsKeNbIX MHPEKIIMOHHBIX 3a00J1€BaHMIX /1032 MOXKET ObITh YBEIMUE€HA UHIUBUIYAIbHO /10

100 mMr/Kr Macchl Tella B CyTKH, pa3iefIeHHbIX Ha 4—6 MpHeMOB.



Ilpu ocmpwix 3abonesanusx. nedeHUe OOBIYHO Tpomospkaercs or 5 ao 14 mueid. Ilocie

HCYC3HOBCHUS CHUMIITOMOB JICUCHUC CICAYCT MPOAOJIKUTH B TCUCHUC 1-2 ,Z[Heﬁ NI 60.]166, B
3aBUCUMOCTH OT IIOKa3aHHIl. HpI/I HGO6XOHI/IMOCTI/I JJIIMTCIBHOCTD JICUCHUA MOXCET OBITH
YBCIWYCHA MHAUBUAYAJIbHO IO KOHTPOJIEM Bpaya.

Ipu  xponuueckux peuu()ueupwomux 3ab01e6aHUsAX . JEYCHUE IPOBOJUTCA  KypCcaMH

IPOJODKUTENBHOCTBI0 5—10 nHel ¢ uHTepBasiaMu 8 aHEl. J[IUTENbHOCTh MOIEPKUBAIOLIETO
JICYCHUS] MOXKET CcOCTaBUTh 10 30 aHEH, mpu 3TOM 1032 MOXET ObITh cHMkeHa a0 500-1000
MT/CYT.

L'epnemuueckue ungexyuu:. nedeHrue npojoipkaeTcsa B TeueHue 5—10 mHEH 10 MCYE3HOBEHHS

CUMNTOMOB. [l yMEHBIICHUS 4YHCIAa PEHUAWBOB B OECCHMITOMHBIA IEPUON Iperapar
Ha3zHayatoT 1o 500 mr 2 pasa B ieHb Ha npoTsbkeHuu 30 nHen.

llanunnomasupycuvie MqueKl/ll/ll/l: B Ka4CCTBC MOHOTCpAIIMU IIPCIIapaT HA3HAYACTCsA Ha

npotsbkennu 14-28 nueit B 1o3e 1000 mr 3 pasza B CyTKH.

Peuudueupwomue OCMPOKOHEUYHble KOHOUJIOMbL. B KQ4eCTBE MOHOTCpPAIIMKU UJIN B KOM6I/IHaLII/II/I C

XUPYPrU4ecKUM JieueHueM npenapar HazHavaercs B 1o3e 1000 mr 3 pasa B cytku. [IpoBonsr 3
Kypca no 14-28 nHeli ¢ unTEepBaioM 1 mecs.

Hucnnazus weliku Mamxuy, accoyuuuposannas ¢ Nanuiomasupycom yeaogeka: 2—3 xkypca no 1000

Mmr 3 pa3a B cyTku B Teuenue 10 queit ¢ uatepBaiom 10—14 nuei.

Oco0ble IPVIIILI TAIUEHTOB

Tlayuenmur nosicunoco eo3pacma
HeoOxonumMocT B KOPPEKIIMU J03bl HET, MpemapaT MPUMEHSETCS TakK ke, KaK y MalleHTOB
cpennero Bospacta. Creayer y4YuThIBaTh, YTO Yy TOXKHIIBIX TAI[MEHTOB Yalle MPOUCXOIUT
MOBBIIICHHE KOHIIEHTPAIMA MOYEBOM KHCJIOTHI B CHIBOPOTKE KPOBU M B MOYE, Ye€M Yy MAI[UEHTOB
CpeIHero Bo3pacra.
Tayuenmsi ¢ HapyweHnuem QyuKyuy noyex u neyeHu
Ha ¢one neuenust npenapatom ['ponpuHOCHH ClieyeT Kaxkable 2 HEJENH MPOBOJAUTH KOHTPOJIb
COJIEpKaHUsI MOYEBOM KHCIOTHI B CBIBOPOTKE KpoBH M B Moue. KOHTpoib aKkTUBHOCTH
MEYCHOYHBIX (DEPMEHTOB PEKOMEH TyeTCs MTPOBOAUTH KaXK/ble 4 HEJENU IPU JIIUTEIbHBIX Kypcax
JICYEHUS TIPETapaToM.

eTH
be3onacHocTh u 3¢ dekTUBHOCTE y nerel B Bo3pacTte oT 0 10 3 neT He ycTaHOBIEeHHI. JlaHHbIe
OTCYTCTBYIOT.
Hemu om 3 nem u cmapwe (macca mena ceviue 15—20 k)

50 mr/kr Macchl Tena (1o Y2 TabmeTK Ha S5 KT MacChl Tena) B CYTKH, pa3/ieJIeHHbIX Ha 3—4 mpueMa.



MakcumanbHasi CyTodHas J103a y JACTel B BO3pacTe OT 3 JIeT W cTapie coctaBiseT 50 Mr/kr B
CYTKH.

Ilpu ocmpuix 3abonesanusx: nedeHUue OOBIYHO Tpojobkaercs oT 5 mo 14 nueit. Ilocne

HCYC3HOBCHUSA CHUMIITOMOB JICUCHHUEC CICAYCT IMPOAOJIKUTH B TCUCHUC 1-2 ,I[Heﬁ NI 60.]'[66, B
3aBUCUMOCTH OT IIOKa3aHHIl. HpI/I H606XOI[I/IMOCTI/I JJIMTCIIBHOCTh JICUCHUSA MOXET OBITE

YBCIMYCHA MHAUBUAYAJIBHO O KOHTPOJIEM Bpaya.

Ilpu  xponuueckux peyudusupyrowux 3a0oneéanusax. JE€YEHUE TMPOBOJUTCI Kypcamu
MPOAOJKUTENIBHOCTBIO 5—10 nHe#l ¢ uHTepBasiamMu 8 AHEH. J[JIUTENIbHOCTh MOJIEPKUBAIOIIETO
JICYCHHUST MOXKET COCTaBUTH N0 30 JHEH, Mpu 3TOM J03a MOXET ObITh CHMkeHa a0 500—-1000
MT/CYT.

I'epnemuyeckue ungexyuu: neueHne MpoJoKaeTcs B TeueHue 5—10 nHeidl 10 ncye3HOBEHUS

cuMnToMOB. Jlyis yMEHBbIIEHHS 4YHCIa PEHUIUBOB B OECCUMITOMHBIA TMEpUOJ Mpernapar
HazHayatoT 1o 500 mr 2 pa3a B AeHb Ha NpoTskeHuu 30 THEi.

Hanuniomasupycrvie qu)eKuuu: B Ka4YC€CTBC MOHOTCpalvu IperapaTrT Ha3Ha4vacTCsd Ha

npotsokennn 14-28 nueit B 1o3e 250 mr (72 TabneTku) Ha 5 KT Maccel Tena 3—4 pasza B CyTKH.

Peyuousupyiowue ocmpokoneunvie KoHOUIOMbL. B KQ4€CTBE MOHOTEPAIIUU WM B KOMOMHAIIMH C

XHPYPTUUECKUM JICUCHHEM Ipernapat HazHavaercs B jgo3e 250 mr (Y2 TabneTkn) Ha 5 K Macchl
tena B 3—4 npueMa. [IpoBoadar 3 kypca no 14-28 nuelt ¢ unrepBasiom 1 mecs.

Cnoco0 nnpuMeHeHus

Ta0neTku NpUHUMAIOT BHYTpPb, IIOCIE €/Ibl, 3alIMBasi HEOOIBLINM KOJUYECTBOM BoAbI. [Ipenapar

NPUHUMAIOT Yepe3 paBHbIE IPOMEXKYTKH BpeMeHH (8 uiu 6 yacoB) 3—4 pasa B CyTKH.

4.3. IIlpoTuBONOKA3aHUS

- T'unepuyBCTBUTENBHOCTh K HMHO3MHY MIPAaHOOEKCY MJM K JHOOOMY W3 BCHOMOIaTEIbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3aene 6.1.

- Ilomarpa.

- MouekameHHas 00JIE3Hb.

- XpoHHuecKkas ouyeyHasi HeIOCTATOYHOCTb.

- Aputmun.

- bepeMeHHOCTH 1 IEPUOA IPYAHOTO BCKAPMIIMBAHMSL.

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

Cnenyer coOirofaTb OCTOPOXHOCTh IPH OJHOBPEMEHHOM HA3HAYeHUH C WHIHOUTOpaMu

KCaHTUHOKCHUa3bl, AMYPETUKAMH, 3UJI0BYJUHOM, IIPH OCTPOil IEYEHOYHOU HEAOCTATOYHOCTH.

WNHo3uH mpaHoOekc, Kak U Jpyrue MpOTUBOBUPYCHBIE cpencTBa, Hanbosee 3¢ ¢eKTuBeH mnpu

OCTPBIX BUPYCHBIX MH(EKIHAX, €CIU JIEYeHHEe HayaTo Ha paHHeW cTaauu Oojie3Hu (JIydile c

MEPBBIX CYTOK).



[Tocne nByX Henenb NPHUMEHEHUS IIpernapara CICAyeT NPOBECTH KOHTPOJb KOHICHTPALUU
MOUEBOI KUCIIOTHI B CBIBOPOTKE KPOBU U MOYE.

[Tpu amuTensHOM npueMe (II0cie YeThIpeX HeAeb MPUMEHEHUS ) LeJIeCO00pa3HO KAkl MecsI
IPOBOJIUTh KOHTPOJIb (YHKIMM @EYEHM M T04YeK (aKTMBHOCTh TpaHCaMUHAa3, YPOBEHb
KpEeaTHHUHA, MOYEBOM KUCIIOTHI B CBIBOPOTKE KPOBH).

ITanMeHTHI CO 3HAYUTENBHO NOBBIIICHHON KOHIEHTPALXEN MOYEBOM KUCIIOTHI B OPraHU3ME MOT'YT
OJTHOBPEMEHHO NPUHHUMATh MpenapaThl, NOHMKAIONINE e KOHIeHTpauuio. Ha ¢one nedyenus
HE00X0MMO KOHTPOJIMPOBATh KOHIIEHTPALMIO MOYEBOM KHUCIOTHI B CHIBOPOTKE KpPOBH IIpU
Ha3HAYCHUM IIpernapara OJHOBPEMEHHO C IIpernapaTaMy, yBEINYMBAIOIIUMMHU KOHLIEHTPALUIO
MOYEBOW KUCJIOTHI MJIH MperapaTaMy, HapyIIAIOMUMU QYHKIIHIO ITOYEK.

WMHO31H npaHOOEKC CIeAYyeT C OCTOPOKHOCTHIO MPUMEHSAThH Y MAlUEHTOB C OCTPOI NEeUeHOYHOH
HEI0CTaTOYHOCTBIO, TOCKOJIbKY IpenapaT 1oaBepraercst MeTabosin3My B [IEUYEHHU.

4.5. B3amMmopeiicTBHMe ¢ JPYIMMH JICKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3aMMOJEHCTBHSA

HMMMyHOIenpeccanThl 0caa0IsIFOT UMMYHOCTUMYITHPYIONHi 3¢ (hekT HHO3MHA TpaHoOeKca.
WNHOo3uH mpaHoOeKC cieayeT HPUMEHSATb C OCTOPOXKHOCTBIO MAalMEHTaM, HPUHUMAIOIIUM
OJTHOBPEMEHHO MHIMOUTOpPHI KCAHTUHOKCHA3bl (AJUIOMYPUHOJ) WM Ipernaparsl, CIOCOOHbIE
0JIOKHPOBATh KAaHAJIBLIEBYIO CEKPELMI0O MOYEBOM KHCIOTHI, HAIPUMED, IIE€TIEBBIE» AUYPETUKU
(bypocemun, Topacemu, STAKPUHOBAsI KUCIIOTA), TAK KaK 3TO MOKET MPUBOJIUTH K MOBBIIICHUIO
KOHLEHTPALlUX MOYEBOU KUCIIOTBI B CBIBOPOTKE KPOBH.

CoBMecTHOE NPUMEHEHHE WHO3MHA IMpaHoOeKca ¢ 3UA0BYJMHOM MPHUBOAMT K YBEIUYEHMHIO
KOHIEHTPAllUU 3UJIOBYJIMHA B IJIJa3M€ KPOBU U YIJUHSET €ro Nepuoj MoiayBbiBeAeHUs. Takum
o0pa3oM, IpH COBMECTHOM IPUMEHEHMHM HWHO3MHA MpaHoOeKca C 3UJOBYAMHOM MOKET
noTpeOOBaTHCS KOPPEKIHUS A03bI 3UJI0BYANHA.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALHA

[Ipumenenue mnpenapata ['ponpuHOCMH BO BpeMsi OEpeMEHHOCTM M B MEpPUOJ TPYIHOTO
BCKapMJIMBaHUsI POTUBOIIOKA3aHO, TaK KaK 0€30MacCHOCTb MPUMEHEHUSI HE YCTaHOBJICHA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CPeICTBAMH M padorarh ¢
MeXaHHU3MaMH

BnusHue wHO3uMHA mpaHoOekca Ha IICHUXOMOTOpPHBIE (YHKIMHM OpraHM3Ma U CIHOCOOHOCTh
YIPaBJISATh TPAHCTIOPTHBIMU CPECTBAMH U JIBMKYLTUMUCS MEXaHU3MaMH He uccliefjoBaiock. [lpu
IIPUMEHEHUN Tpernapara cleAyeT YUUThIBaTh BO3MOXXHOCTh BO3SHUKHOBEHHS OJIOBOKPY)KEHUS U
COHJIMBOCTH.

4.8. HexxenaTesbHbIC peaKIUN

TabnnuHoe pE3IOME HEXKENATCIILHBIX PEaKIMH




HesxenarensHbIe pCaKknuu KJ'IaCCI/I(i)I/IHI/IPOBaJ'II/I 10 CUCTECMHO-OpPraHHbBIM KJjIacCaM M YaCTOTE C

UCTIOJI30BaHUEM CJICIYIOIIUX Kareropuid: oueHb uacto (>1/10), wacto (>1/100, mo <1/10),

Heyacto (>1/1000, Ho <1/100), peako (>1/10000, Ho <1/1000), ouens peaxo (<1/10000), yacrora

HCHU3BCCTHA (Ha OCHOBAaHHUH UMCHOIINXCA JAaHHBIX OUCHUTH HGBOBMO)KHO).

pC€aKknu B MECTC BBCICHHUA

CucreMHO-OpraHHbIi Yacrora HexenatenbHble peakuiun
kJace coriiacio MedDRA
Hapymennss co  CTOpOHBI Heuacro AHTMOHEBPOTUUYECKUHN OTEK, KpallMBHULIA
MMMYHHOH CHUCTEMBI Yacrora Peaxnuu TUIIEPYYBCTBUTEIBHOCTH,
HEU3BECTHA | aHA()UIAKTUYECKHE peaxkuuu,
aHa(hUIAKTUYECKUM 10K
Hapymennss co  CTOpOHBI Yacro I'onoBHas 00I1b, TOJIOBOKPYKECHHUE,
HEPBHOW CUCTEMBI YTOMJISIEMOCTb,  IUIOXO€  CaMOYyBCTBHE,
cnabocTh

Heuacro HepBo3HOCTH, COHIIMBOCTh, OECCOHHUIIA
XKenynouHo-kuieuHbIe Yacro CHmKeHue anmneTuTa, TOIHOTa, pBOTa, 00JIb B
HapylLICHUs AIUTaCTPUU

Heuacto Jwnapes, 3amnop
Hapymenuss co  cTopoHBI Yacro Bpemennoe MOBBIIIEHUE AKTUBHOCTH
IIEYECHU M IKEITYEBBIBOJAIINX TpaHCaMMHa3 M wieqoyHol (¢ocdarazpl B
nyTen I1a3Me KpOBU
Hapymenuss co  cTOpOHBI Yacro 3y, ChIIb
KOK! Y ITOJIKO’KHBIX TKaHEH Heuacto MakynonanyJse3Has ChIIlb

Yacrora Opurema

HEN3BECTHA

Hapymenuss co  cTOpOHBI Heuacrto [Tomnypus
IIOYeK M MOYEBBIBOJAILINX
yTei
Ob6mue HapyLICHUS u Yacrto bonb B cycTaBax, o0ocTpeHue nojarpsl

JIaGopatopHsble u

HHCTPYMCHTAJILHBIC JTAHHBIC

QueHp 4acTo

IloBeImICHHE KOHICHTpAallUKM MOYCBHUHBI B
[j1asMe€ KpOBH, IMOBBIIICHHUC KOHLICHTpAlHUU

MOYCBHUHBI B MOYEC

Yacto

IToBeImICHHE KOHICHTpAaUK a30Ta MOYCBUHBI

KpOBH




COO6H_ICHI/IG 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOM03PEeBAEMBIX HEXKENATENbHBIX PEAKIHUAX IOCIIe PETUCTPAIlluU
JICKapCTBEHHOTO TIperapara ¢ 1eiblo 00eCnedeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«I0Jb3a — PHUCK» JICKAPCTBEHHOTO Mpemnapara. MeauIuMHCKUM pabOTHUKAM DPEKOMEHIYeTCs
coo0IaTh O JIIOOBIX MOJI03PEBACMbIX HEXKENATENIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
4YCpe3 HAIMOHAJIIBHBIC CUCTCMBIL COO6H_ICHI/ISI 0 HCKCJIATCIIbHBIX PCAKIUAX IOCyAapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas @enepanus

109012 r. MockBa, CnaBstHCKas II0IIa b, 1. 4, cTp. 1

OdenepasibHas Ciryx0a 1Mo HaB3OPY B chepe 3ApaBOOXPAHCHUS

Tenedon: +7 800 550-99-03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

IIpu nepeno3upoBKe MOKa3aHO IPOMBIBAHHE JKEIYyIKa U CHMIITOMATHYECKAs TEPAIIHSL.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMuyecKHe CBOiCTBA

dapmakoTepaneBTUUYECKass TPYyIa: MNPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOTO JICUCTBUS,
MIPOTUBOBUPYCHBIE CPEJCTBA MPSAMOTO ACUCTBUS; IPYTHe IPOTUBOBUPYCHBIE CPENICTBA.

Kox ATX: JO5AX05.

Mexaumnsm nerictBus U dpapMakoarnHaMudecKne YD PexTol

MHOo3uH npaHOOEKC — CHHTETUYECKOE MPOU3BOJHOE IypUHA, MPEJICTABISAET COO0I KOMILIEKC,
cogepxaumii MHO3uH M N,N-AMMETWIaMUHO-2-TIPOMAaHOJI B MOJIAPHOM COOTHOIIEHHH 1:3.
OO6nanaeT MMMYHOCTUMYJIHMPYIOIEH aKTUBHOCTBIO M HeCHelM(PUUECKHMM HPOTHBOBUPYCHBIM
neiictBueM. D¢ (EKTUBHOCTh KOMIUIEKCA ONpEeNeNsieTcss TNPUCYTCTBUEM HWHO3MHA, BTOPOMU
KOMIIOHEHT MOBBILIAET €r0 JOCTYIHOCTh 7S JIUM(OIUTOB.

BoccranaBnmuBaer (QyHKUMM JHMQOLMTOB B YCIOBUSX MMMYHOJENPECCHH, IOBBIIIAET
6yacToreHes3 B MOMYJISLUU MOHOLIUTOB, CTUMYJIUPYET SKCIIPECCUI0 MEMOPaHHBIX PELIENTOPOB Ha
MOBEPXHOCTU T-XenmnepoB, Mpeaynpex1aeT CHUKEHNE aKTUBHOCTH JIMM(OLUTOB MO/ BIUSIHUEM
[IIIOKOKOPTUKOCTEPOHUI0B, HOPMAJM3YyeT BKIIIOYEHHWE B HUX TUMUAUHA. MHO3MH mnpaHOOekc
CTUMYJIUPYET aKTUBHOCTH T-TMM(OIMTOB M €CTECTBEHHBIX KMIUIEPOB, GYHKIMU T-CynpeccopoB
u T-xenmepoB, nosblmaer npoayknuio ummyHornoOynuHa G (Ig G), unTepdepona-ramma,
untepaeiikunoB UJI-1 u NJI-2, cumkaet oOpa3zoBaHue NPOTHBOBOCHAIUTEIbHBIX TUTOKMHOB —

NJI-4 u NJI-10, noTeHIMpyeT XeMOTaKCUC HEUTPOUIOB, MOHOLIUTOB U MaKpo(aros.



[TpenapaTt mposiBIseT MPOTUBOBUPYCHYIO AKTUBHOCTh 1N VIVO B OTHOLIEHHWU BHpYCa MPOCTOrO
repreca, IUTOMErajJoBUpyca, BUpyca Kopu, Bupyca T-kierounoit mumdomsl yenoseka (tun I1I),
nonuoBupycoB, BupycoB rpunna A u B, ECHO-Bupyca (SHTEpOLMTONATOI€HHOTO BHUpYCa
YeJoBEeKa), BHUPYCOB  HHIE(ATOMHOKApAWTa U  KOHCKOro sHuedanura. MexaHU3M
IPOTUBOBUPYCHOT'O JIEMCTBUS MHO3MHA ITpaHOOeKca CBA3aH ¢ MHruoupoBanueM BupycHoit PHK u
JUTHAPONTEPOATCUHTETA3bl, YYaCTBYIOIIEW B PEIUIMKALMU HEKOTOPBIX BUPYCOB, YCHUJIMBAET
nojasieHHbI Bupycamu cuHTe3 MPHK mmMdomnuroB, 4ro compoBOXIaeTcss yMEHbIICHHEM
cunre3a BupycHoit PHK u Tpancisiiuy BUpyCHBIX O€JIKOB, HOBBIIIAET MPOLYKIHIO JIUM(POLUTAMH,
o0lajaroIux MPOTUBOBUPYCHBIMU CBOWCTBaMM, aibpa M ramma uHTeppepoHos. Ilpu
KOMOMHUPOBAaHHOM Ha3HAUYEHUHM YCWJIMBAeT ACWCTBUE HUHTEepdepoHa-anb(a, anuKIoOBUpa H
3UJ0BYJMHA.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopbuus

Ilocne mpuema BHYTPh IIpenapaTr XOpPOLIO BCACBIBAETCSA M3 JKEIYJIOYHO-KHUIIEYHOI'O TPAKTA.
MakcuManbHas KOHLIEHTpalMsl MHIPEIUEHTOB B IJIa3Me KPOBH onpejensercs yepes 1-2 u.

Pacupenenenue

He O6Hapy)KCHO KyMyJIsllyuu 1perapara B OpraHu3Me.

Buorpancdhopmarims

beictpo monBepraercss MeTaboNM3My W BBICTSETCS dYepe3 IMOYKH. MeTaboiau3upyeTcs
AQHAJIOTMYHO SHAOTCHHBIM IIYPHUHOBBIM HYKJIEOTHAM ¢ 00pa3oBaHUEM MOYEBOM KUCIOTHI. N,N-
TUMETHIIAMUHO-2-TIPOTIaHoN MeTabonusupyercs A0 N-okcuaa, a 4-areramuno0eH3oaT — 10 0-
ALUITIIIOKYPOHUIA.

DJIMMUHAIIHS

[Tepuoxn nonyssiBenenus (T12) cocraBnset 3,5 1 st N, N-numetunamuno-2-nponanona u 50 MuH
st 4-anieramuo0en3oara. [Ipemapar u ero MeTaboNUTHI U3 OPraHU3Ma BBIBOJISATCS MOYKAMU B

TeueHue 2448 .

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIIECTB
Kpaxman xaprodenbHbiit

IToBugon K 25

Marnus creapat

6.2. HecoBmecTumocTh

He npumenumo.



6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu Temmneparype He Boiie 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

[To 10 tabmerox B Omucrepe u3 [IBX/TID/TIBAX — amomunueBoit ¢onbru. Ilo 2, 3 wm 5
0JIMCTEPOB B KAPTOHHYIO IAUKy BMECTE C JINCTKOM-BKJIa/IbIIIIEM.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX [OcCJde HpPUMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara, u Jpyrue MaHUNyJIsiMU ¢ penapaTomM

Het oco0bix TpeGoBaHU K YTHIU3AIIH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
I'eneon Puxtep Pymbinus A.O.,

540306, Teipry-Mypem, yi1. Ky3za Bogs 99-105, Pymbiaus

7.1. IlpeacraBuTe/ib JepaaTeisi perHCTPALMOHHOIO YI0CTOBEPEHHUS
[Tperens3un norpeduTenell ciaenyer HaNpaBJIATh O apecy:

Poccniickas @enepanus

[TpencraButenbetBo OAO «I'eneon Puxrtep» (Benrpus) r. Mocksa
119049 r. MockBa, 4-i JIoOpbIHUHCKHI TIEp., 10M 8

Tenedon: +7 495 987-15-55

Onekrponnas moura: drugsafety@g-richter.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHMSI
JITI-Ne(000277)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMU (MOATBEPKJIEHUSI PETUCTPALINY,
INEPEPETUCTPAIIN)

[ara nepsoii peructpaunu: 16 urons 2021

10. JATA IEPECMOTPA TEKCTA

14 mapra 2023

OOmast  XapakTepuCTHKa JIGKAPCTBEHHOro  Tpemnapata ['pONpHHOCHMH  JOCTyNHa  Ha
WHPOPMAIIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-

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