COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 14.11.2025 Nz 28481

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA
JIOKUHAJI UHTUM

PerncrpanuoHHblii HOMep:

Toprosoe HanmeHoBaHue: JIokuHan UHTHUM

MexayHapoaHoe HeMATEeHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHUE: aMMOHUS
TIALMUPPU3UHAT

JlekapcTBenHasi gopma: cpeil 1jis1 MECTHOTO M HApPY>KHOTO TPUMEHEHUS

Cocras:

1 MJI COIEPIKUT:

leticmeyrowee seujecmso: aMMOHHMSI TAUIUPpU3UHAT (Tauimpam) - 1,0 mr.
Bcnomocamenvhvie sewgecmsa: s6nounas kucinora - 30,0 mr; dymapopas kucimota - 20,0 wmr;
ackopOuHOBas kuciota - 3,0 mr; donueas kucnora - 0,8 mr; nmponuneHruKonb - 500,0 mr;

TBUH-80 (momurcopbar-80) - 9,0 mr; Bona ountierHas - a0 1,0 mi.

Onucanme: TPO3payHBI PAacCTBOP OT CBETJIO-)KEJITOTO IO CBETJIO-KOPUYHEBOTO IIBETa, C

XapaKTEPHBIM 3aI1aXOM.

dapmakoTepaneBTHYecKasd TIPyNna: aHTUOMOTUKM U MPOTUBOMHUKPOOHBIE CpPENCTBA,
IPUMEHSIEMbIE B JI€PMATOJIOTMH; MPOTUBOMUKPOOHBIE CPEACTBA ISl HAPYKHOTO MPUMEHEHUS;

IIPOTUBOBUPYCHBIE CPEICTBA.

Koax ATX: D0O6BB

dapMakoJIorn4yecKne CBoiicTBa

Dapmakoounamuka

I[GI\/'ICTByIOH_[I/IM BCIICCTBOM IIpCIiapaTa ABJISICTCA aKTUBHUPOBAHHAA TIIMOUPPHU3UHOBASA KHUCJIOTA,
noJrydyaemMasi IyTeM IKCTPAKIUU U3 PACTUTEIBHOTO ChIPbs (KOPHS COJIOIKH).

AKTHBHUpPOBaHHAs TIUIUPPU3NHOBAS KUCIOTa 00JIaJaeT KOMILIEKCHBIM BO3/E€HCTBUEM, KOTOPOE
BKJIKOYACT HUMMYHOCTUMYJIUPYIOIICC, MMPOTUBOBUPYCHOC, MPOTUBOBOCHAINTCIIBHOC,
IPOTHBO3YIHOE U pPereHepupyloliee.

AKTHBUpOBaHHas TJIMIUPPU3UHOBASsT KHCIOTa HWHAYLUPYET BBIPAOOTKY COOCTBEHHBIX
UHTEpP(HEPOHOB.

NmmyHoctumynupytomuii  3¢(GeKkT nposiBiseTcs TMOBBIILIEHHEM 4YHCIa W aKTUBHOCTH T-
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KOHIICHTPALUU UMMYHOTTI00YTHHOB A 1 M.

AKTUBUpOBaHHAs TIUIMPPU3MHOBAs KHCIOTa 00JalaeT MPOTHBOBUPYCHBIM JIEHCTBHEM Ha
passsie Tunbl JIHK u PHK Bupycos in vitro u in vivo (Varicella Zoster; Bupyc mpocToro repreca
tuna | u 2; HUTOMEranoBUpYC, pa3jIHyuHble TUIBI BUpPYyca MAaNUUIOMbI YeJIOBeKa, B TOM YHCIIE
OHKOI€HHBbIE). AKTHUBUpPOBaHHAs INIMLMPPU3MHOBAS KUCJIOTA MPEPHIBAET PEIUIMKALMIO BUPYCOB
Ha paHHUX CTaAUAX, BBI3BIBACT BbLIXOJA BHPHOHA M3 KalCuaa, TCM CaMbIM, HC OOIYyCKasd Cro
IPOHUKHOBEHUE B KIETKU. AKTHUBUPOBAaHHAs TJIMIUPPU3UHOBAs KHCIOTa WHAKTUBUPYET
yKa3aHHbIE BHUPYChl B HETOKCHYHBIX Ui HOPMalIbHO (YHKIMOHHUPYIOIIUX  KJIETOK
KOHIICHTpaluaX. MyTaHTHbIE IITaMMbl BUPYCOB, PE3UCTEHTHBIE K allUKJIOBUPY U MOJOYpPUIUHY,
TAKIKC BBICOKOUYYBCTBUTCIIbHBI K I‘JIPII.[prHBPIHOBOﬁ KHCJIOTC, KaK U HC MYTAHTHLIC IITAMMBEBI.
[IpoTuBOBOCTIANTUTENIbHAS AKTUBHOCTh AKTUBUPOBAHHOM TIIUIIMPPU3NHOBON KUCIIOTHI COYETAETCS
CO CTUMYJHMPYIOIIMM BIMSHHEM Ha TyMOpalbHble W KJIETOYHble (AKTOpPhl HWMMYHHTETA.
AKTI/IBHpOBaHHa}I TIIMIUPPU3UHOBAsA KHCJIIOTA CYHICCTBCHHO TOPMO3UT BbIGpOC KHMHUHOB H
CHUHTE3 npocTariianHAInHOB KIJIETKaMu CoeﬂHHHTGHBHOﬁ TKaHU B 30HC BOCIIAJICHUA.
Perenepupytoiiee nefictBrue 00yCIOBIECHO YIyUIIEHUEM pernapaiui KOKU U CIU3UCTHIX.
DapmakoKkunemuxa

IIpy Hapy>kHOM ¥ MECTHOM IPUMEHEHUU AaKTUBUPOBAHHAS IJIMLIUPPU3UHOBAS KUCIOTA
JIETIOHUPYETCsl B ouarax nopaxenusi. Cucremuas abcopOuus mpoucxoaut meieHHo. [Ipemapar

0OHapy»XUBAEeTCs B KPOBU B CJIEIOBBIX KOJIMYECTBAX.

Iloxka3zaHus K NPUMEHEHHIO
® JICUCHHC BprCHOﬁ I/IH(i)eKI_[I/II/I, BBI3BaHHOM BUPYCOM ManuJIJIOMbI YCJIOBCKA, B TOM YHUCJIC
0eCCUMIITOMHOE BBIACIICHUC BHUPYCa MalIAUJUIOMBI YCJIOBCKA BHICOKOTO OHKOI'CHHOI'O pHUCKa B

COCTaBE KOMILJIEKCHOU TepaIruu;

e JIcUeHHWE BHUPYCHOW WH(EKIMH, BBI3BAaHHOW BUpycoMm mpoctoro repmeca I u Il TumoB B
COCTaBE KOMILJICKCHOU TepaIruu;

e JIcueHHWE BUPYCHOW HMH(EKIHNH, BBI3BAaHHOW BUpYycoM Varicella Zoster (omosichIBaromui
JUIIai) B COCTaBe KOMIUIEKCHOM Teparvu,

e JieYeHHE BUPYCHOM WMH(MEKIMH, BHI3BAHHOW IIUTOMETAJIOBUPYCOM B COCTAaBE KOMILIEKCHOMN
Tepanuu;

e npoduiIakTUKa PEIMANBOB BUPYCHBIX MH(PEKUINH, BI3BAHHBIX BUPYCOM IPOCTOro repmeca |
u Il  tunoB, Bupycom Varicella Zoster, BUpycOM MaNmWIIOMBI  YeJIOBEKa,
LIUTOMETAJIOBUPYCOM;

L4 HpO(bI/I.HaKTI/IKa U JICUCHUC OCTPOKOHCYHBIX KOHIAWJIOM U MAaTOJIOTUHN IICHKH MAaTKH,
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e npodwIaKTUKa U JICUCHHE COCTOSHHM, COMPOBOXKIAIOMIMXCS CHIKEHHMEM MECTHOTO
UMMYHUTETa, B TOM YHCJIE€ HECHEIU(PHUUECKOr0 BYJIbBOBATMHHUTA, KaHIUJO03HOTO
BYJIbBOBarMHUTA U OAKTEPUATBHOTO BarMHO3a, B COCTaBE KOMILJICKCHOM Teparuu;

® IIpU SBJICHUSAX IUCKOMQOpPTa B 00JACTH MOJOBBIX OPraHOB, COMPOBOXKIAIOUINXCA 3YA0M,
AOKEHUEM U CYXOCTBIO CIM3UCTHIX 000JI0YEK, B TOM YHCJIE MOCTIE MTOJIOBOTO aKTa;

® IIpU SBJICHUSAX IUCKOM(OpTa B 00JACTH MOJOBBIX OPraHOB, COMPOBOXKIAIOUINXCA 3YA0M,

KIKCHUCM U CYXOCTbIO CJIM3UCTBIX 000I104€EK IMpu HEAOCTATOYHOCTHU q)yHKI_[I/II/I SIMYHHUKOB.

IIpoTruBonokazanusi
I'unepuyBCTBUTENBHOCTD K aMMOHHMSI TIIMIUPPU3UHATY U/WIIH K JTF0OOMY M3 BCTIOMOTaTeIbHbIX

BCIICCTB.

IIpumeneHnne npu 0epeMEHHOCTH M B IIEPUOJ I'PYAHOI0 BCKAPMJIUBAHHA
[Ipumenenune mnpemnapara BO BpeMs OEPEMEHHOCTH M B IEPHOA TPYIHOTO BCKAPMIUBAHHS

BO3MOJKHO, €CJIM ITOJIb3a JJIs1 MaTCPpH NPCBBIIIACT HOTGHI_[I/Ia.HBHBII\/'I PHUCK IJId T104a U pGGGHKa.

Cnoco0d npuMeHeHHs U 103bI

Hapy»xHo, uHTpaBaruHajibHO U UHTPAYpPETPAIILHO.

[lepen npumeHeHueM OalllIOH BCTPSIXHYTh.

[Tpu npumeHeHnH OaIIOH Jep>KaTh B BEPTUKATIBHOM MOJIOKEHHH.

[Ipu HapyKHOM NPUMEHEHUHU NpenapaTr HAHOCUTCS Ha BCIO MOPAXKEHHYIO MMOBEPXHOCTh KOXKH C
paccrosinus 4-5 cM ImyTeM OJIHOKPATHOI'O Ha)KaTusl KJlallaHa, B TeueHue 2-3 cek.

JU1a MHTpaBarMHalbHOIO NPUMEHEHHUs IIpernapara Ipujaraercs CHelualbHas Hacajaka ¢
pacnbuiuTeneM. CHATH KiamaH ¢ OajyioHa MyJbBepU3aTopa U HaJleTh KJalaH Hacaaku. 3aTeM
HAacaJKy BBECTH BO BJArajuule M INPOU3BECTU BIPHICKMBAHUE ITyTEM OJHOKPATHOIO Ha)KaTuUs
HacaJKH, B TCUCHUE 2-3 CEK.

[Ipu wuHTpayperpadbHOM NPUMEHEHUU TMpenapaT BIPBICKUBACTCS B HAPYKHOE OTBEPCTUE
MOYEHCITYyCKaTEIbHOTO KaHajla OJHOKPATHBIM Ha)KaTMEM KJIAallaHA IyJbBEpU3aTOpa B TEUEHUE
2- 3 cek.

Ilpu eepnecsupycnoti ungexyuu I muna, onosicvisarouem auuiae TpPENapaT PEKOMEHIYETCS
OpPUMEHATh 6 pa3 B J€Hb Ha ouar NopaxeHus B TeueHue S5 aHel. Ilpu ynopHoM TeueHun
MH(EKIMOHHOTO TpOoIecca CPOK JICUSHHsI TPOJIEBAETCS 10 MOJIHOTO MCYE3HOBEHHUS! CHMIITOMOB
3a00JIeBaHU.

Ilpu zepneceupycnou ungexyuu II muna (ceHumanbHuli 2epnec), YUMOMe2anio08UpyCcHol
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WHTpaBaruHajabHO, MOCJIE KYIUPOBAHUS PELUIUBA - HAPY)KHO U UHTPABATMHAILHO 3 pa3a B J€Hb
B TeueHue 10 gueil.

C yenvlo npoghunaxmuxu peyuou8os8 2eHUManIbHO20 2epneca U YumomezaiosupycHou uHgexyuu
npenapar peKOMEHIyeTCs TNPUMEHSATh Hapy>KHO M MHTpaBaruHaibHO ¢ 18-20 nmHs
MEHCTPYaJIbHOTO LIMKJIA JI0 OKOHYAaHUSI MEHCTPyaluu 2 pa3a B IEHb YTPOM U BEUEPOM.

Ilpu nanunnomasupycHou ungexyuuy pernapaTr peKOMEHIyeTCsl IPUMEHSITh:

e 10 yAaJieHUs! KOHAUJIOM - 3 pa3a B CyTKU B TEUEHHE BCErO NEpHUOa STUOTPOITHON Tepanuu;

e Ha GoHE NECTPYKIIUH - 5 pa3 B CyTKH B TeueHue 10 qHel u OOJIbIIe 10 MOJHOTO 3aKUBIICHHUS;
e IS MPOQIIAKTHKY ONMIKaUIINX PeUIMBOB 3 pa3a B JICHb B TeUeHHe | mecsia.

Hna  npogunakmuxu npozpeccupoéanus NAnULIOMABUPYCHOU UHDeKyuu PEKOMEHIYeTCs
NPUMEHATh 10 W MOCJEe TMOJOBOTO aKTa, a TaK K€ IMpPU BO3HUKHOBEHUHU MPOBOLHUPYIOMINX
dakTopoB (cTpecc, NEpPEyTOMJICHHE, PECIUpATOpHbIE BUPYCHBIE WH(MEKIUU, HapyIIeHUE
MUKpPOQIIOpHI, TpHUEM aHTUOMOTUKOB, IUTOCTATUKOB) - 3 pa3a B JIeHb WHTpaBaruHajibHO U
HApYKHO B TEUYCHHE BCETO NMEPHUOA BO3ICHCTBHUS IPOBOIUPYIONIHNX (HaKTOPOB.

Ilpu 6axmepuanvHom 6azuHo3e, Hecneyuguueckom y1b6806aUHUMe, U KAHOUOOZHOM
8yIbBOBACUHUMe: TIPETIapaT PEeKOMEHAyeTCsl MPUMEHATh WHTpaBaruHaibHO 3-4 paza B JIeHb B
teueHue 7-10 nueit. Ilpm HeoOxomammocTH Kypce JiedeHus TOBTOpUTh udepe3 10 nmueit. [lpwm
BO3HUKHOBEHUHU MPOBOIUPYIONNX (PAKTOPOB (pECHUpPATOPHBIC BUPYCHBICE HH(EKINH, MpUEM
AHTUOMOTHKOB, IUTOCTATUKOB) - 3 pa3a B JIeHb HHTPABArMHAIILHO U HAPYKHO B TEUYCHUE BCETO
nepuoja Bo31eHCTBUS MPOBOLUPYIOLINX (HaKTOPOB.

Ilpu senenusix Ooucxompopma 6 001ACMU NOJOBLIX OPESAHOB, CONPOBONCOAWUXC 3VOOM,
JHCHCEHUEM U CYXOCMbBIO CIUBUCIBIX 0007104eK: 2 pa3a B IeHb (YTPOM U Be4epoM) B TeueHue 2-3
Henenb. C 1enplo TMPOMUIAKTUKA COCTOSHUN AWCKOMQOpPTa MPUMEHSTh PETYISIpPHO IMOCIe
MOJIOBOTO aKTa.

B kauecmee npogunraxmuueckoco npomueoeupycho2o cpedcmea, Tpenapar pPeKOMEHIyeTcs

MMPUMCHATH 40 U ITOCJIC ITOJIOBOI'O aKTaA.

ITo0ouyHOE neicTBHE

AJniepruyeckue peakiuu: KparnuBHULA, KOHTAaKTHBIN JepMaTHT.

Ilepeno3upoBka

CrnyuaeB nepejo3upOBKH HE BBISBICHO.
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B3auMopeiicTBHe ¢ IPYTrUMH JIEKAPCTBEHHbIMU cpeué’ﬂsam

He BbIABIIEHO B3aUMOACUCTBUS C OCHOBHBIMM TIPYNIAMHU JICKAPCTBEHHBIX IIPENapaTos,
MNPUMCHACMBIX IJIsI KOMIUICKCHOI'O JICHCHUA TIPHU YKa3aHHBIX BaGOHeBaHH}IX (aHTI/IGI/IOTI/IKI/I n
AHTHUCEIITUKH; TPOTUBOBOCIIATIUTEIbHBIC U 00€300JIMBAIOIITE CPEJICTBA).

OOHapyXeH CHHEPTH3M TPU OTHOBPEMEHHOM NMPHUMEHEHUH aKTHBUPOBAHHOW TIIMITUPPU3HHOBOU
KHUCJIOTBI U JPYTUX MPOTUBOBUPYCHBIX IPENApPATOB, B YaCTHOCTH, IPOU3BOAHBIX AllMKIOBUPA,

fonoypuauHa; THTEpPEPOHA U APYTUX HUMMYHOMOYJIATOPOB.

Oco0ble ykazanust

Hacanky npoMbIBarOT KHIISIYEHON BOJOM C MBUIOM M XPaHAT B IPUIAra€MOU MOJUITUICHOBOU
YIIaKOBKE.

KoHcTpykuns Hacagku MO3BOJIAET COXPAHUTh APPEKT paBHOMEPHOTO OPOILEHUS MIEHKUH MaTKU
Y CTCHOK BJIarAJIUINA.

Jns ucronb3oBaHUs B YCJIOBHMAX CTalMOHApa MHTPABAarMHAJIBHOE OPOLIEHUE IIPErnapaToM B
3epKajax MO>KHO IPOU3BOANUTH O€3 HACa/IKH.

Jna s¢pdexkTuBHOrO AeHCTBUS He TpeOyeTcs MNpeaBapUTENIbHOTO IPOMBIBAHMS Yy4acTKa
HAHECCHMUS.

B citydae nposiBiieHus IpU3HAKOB HEIIEPEHOCUMOCTH UCIIOIb30BAHKE IIperapaTa IpeKpPaTUTh.

BcrnoMorarenbHbBIE BEIIECTBA

[Ipenapar Jlokunan MHTUM CONEPKUT MPONMUIICHTIIMKOIIb, KOTOPBIA MOKET Pa3ApakaTh KOXKY.

Bunsinne Ha CIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU

He BrusieT Ha cOCOOHOCTH YIPABIIATh TPAHCHOPTHBIMU CPEJCTBAMU M MEXaHU3MAMHU.

®opMa BBINLYCKA

Crpeit 11 MecTHOTO U HapyskHOro npumeHenus 0,1 %.

I[Io 15, 60 Mn mpenapara BO ()IAKOHBI TOJHATUICHOBBIE C HABUHYMBAEMOW HACAIKOM-
pacHbUIUTENEM.

JlomyckaeTcsi BIOKEHHE B KaKIYIO MAdyKy OTIENBHO JIeKAIeH paclbUIMTEIbHOM HAacalKH IJis
MHTPABarMHAJIBHOIO IPUMEHEHMs, HABUHUMBAEMOM WJIM HAJEBAIOUICICS Ha  KaHIOJIO
pacHbLIUTENS, B TAKETE MOJIUITUIEHOBOM.

Ha ¢akoHbI HaKJIEUBAIOT 3TUKETKY U3 OyMaru WM CaMOKJIESAIYIOCS TUKETKY.

Kaxxapiii ¢1akoH BMecTe ¢ MHCTPYKLIMEH MO0 MEAUIIMHCKOMY MPUMEHEHHUIO TTOMENIAloT B MaYKy

13 KapTOHa.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
or 14.11.2025 N= 28481
(NOCNEOCBATENEHOCTE 0001)

YcaoBusi XxpaHeHust

[Ipu remneparype ot 15 no 30 °C.

XpaHUTb B HENOCTYITHOM JUIs IETEU MECTE.

Cpok rognoctu
4 roga.

He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus ornycka

Otnyckatot 0e3 peuenTa.

Jep:kaTeib perucTPAalHOHHOTO Y10CTOBEPEHHS
AO «Kuposckas papmarieBrraeckas hadprkay

Poccus, 610000, . Kupos, yin. MockoBckas, 1. 27 a

IIpousBoauTenn
AO «Kuposckas dapmarieBrraeckas hadpukay

Poccus, 610000, . Kupos, yin. MockoBckas, 1. 27 a

Opranusanus, NPUHAMAKOIIAS IPETEeH3UH MOTpeduTe el
AO «Kuposckas dapmarieBrraeckas hadpukar

Poccus, 610000, . Kupos, yin. MockoBckas, 1. 27 a
Ten./paxc (8332) 65-46-64, 65-35-10

E-mail: kachestvo-s@k-ff.ru



