COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 27.02.2025 N2 5411

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA “P0 1)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA

Buopaxc, 200 Mr, TabieTku

2. KAUYECTBEHHbBIN 1 KOJIMUECTBEHHBIN COCTAB

JelicTBytol11Iee BEUIECTBO: AIIUKIOBHP.

Kaxxnas tabnerka comepxut 200 Mr aliuKIOBHpA.

BCHOMOI‘&TGHBHBIG BCIICCTBA, HAJIMYUC KOTOpBIX Haao0 y‘II/ITBIBaTI: B COCTaBEC JIeKapCTBCHHOFO
npenapara: jakros3a (cM. pasaen 4.3 u 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAY ®OPMA
TalOmeTku.
Kpyrible miocKomMInHAPUIECKHE TOy00ro 1nBera TabJIeTKH CO CKOIICHHBIMU KPassMH C 00CHX

CTOPOH ¥ PUCKOM Ha OJJHOM CTOPOHE.

4. KJIMHUYECKUE JTAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO

[Ipenapat BuBopakc nokasan Kk NpUMEHEHUIO y B3pPOCIIBIX U AETel cTapuie 3 JeT.

e Jleuenue MHGEKIMI KOKU U CIM3UCTHIX 000JI0UEK, BEI3BAHHBIX BUPYCOM MPOCTOTO repreca,
BKJIFOYasi IIEPBUYHBIN U PELUAUBUPYIOIINM N'€HUTAIbHBIN TepIIec;

e JlpodunakThka peunIMBOB HH(EKINA, BI3BAHHBIX BUPYCOM IIPOCTOrO reprieca, y MaueHToB
C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

e Jlpodunaktika HH(EKIMH, BBI3BAHHBIX BUPYCOM IIPOCTOTO TIeprieca, y TMalueHTOB C
UMMYHOJIC(UIIUTOM;

e JleyeHue BETPSHOW OCIHBI M OMNOSICHIBAIOIIETO Iepreca (paHHEe JICYEHUE OIOSICHIBAIOILErO
repreca anuKIOBUPOM OKa3bIBaeT aHaJIbre3upyroumii 3p(eKT U MOXKET CHU3UTh YacTOTY

BO3HHUKHOBEHHUS MOCTTEPIIETUYECKON HEBPAIITUN).

4.2.  Pesxxum 103MpoOBaHuUs H cIOCO0 NPHMMEHEHHA

PexxuM 103upoBaHus

Bspocnvie
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. 10 B A HOCTS 00011
Jleuenue unchexyull kodcu u causucmolx 000a04eK, 6b136w%lx-£%;tglﬂ/l'J;EMIZO'ZEDII’F(%CCI:I !

BKIIOYAS NEPBUHHBLU U peuudueupwomuﬁ 2CHUMAIbLHBILL 2epnec

Jns nedeHus: uWHQEKUUH, BBI3BAHHBIX BHPYCOM MPOCTOTO Tepreca, peKOMEHIyemas 1032
npenapara BuBopakc coctasisier 200 Mr BHYTpB S pa3 B CyTKH (KaK/ble 4 yaca, 3a UCKITIOYECHUEM
nepuoaa HoyHoro cHa). Kypc neuenust coctaBisieT 5 THeH, HO MOXKET ObITh TPOJUIEH MPH TAKEIbIX
NEPBUYHBIX UHPEKIHIX.

B ciyyae BepakeHHOr0 UMMYyHOIePUIIUTA (HATIpUMEp, TTOCTIE TPAHCIUIAHTAIIH KOCTHOTO MO3Ta)
WIM TIPY HapyIIEHWW BCAChIBaHMS M3 KUIIEUHHKA J03a Mpemnapara Busopakc, TabaeTKu MOKeET
ObITh yBenmdeHa 110 400 Mr. B xadecTBe aJlbTepHATUBBI MOXKET OBITh PACCMOTPEHA BO3MOXKHOCTD
NPUMEHEHHS AIMKIOBUpA B JIGKAPCTBEHHOU (hopMe nnoduiau3aT Uist IPUrOTOBICHHUS pacTBOPa
JUT UHQPY3HH.

Jleuenne HEOOXOAMMO HAaYMHATH KaK MOKHO pPaHbIIE MOCIE€ BO3HUKHOBEHHS HMHQEKIUU; MPU
peuuanBax mpernapar peKOMEHAyeTCsl Ha3HadaTh YK€ B IPOAPOMAIbHOM IMEpUOoJe WIH IMPHU
MOSABJICHUU MCPBLIX 3JICMCHTOB CLIITH.

Hpod)wzakmuka peuuousos qu)eKuuL?, BbI36AHHbBIX 6UPYCOM NPOCNOcO 2epneca, Y nayueHmoes ¢

HOPMAJIbHbIM UMMYHHbIM CmAanycom

Jns npodunakTUKU peuuauBOB HWH(MEKIMH, BBI3BAaHHBIX BHPYCOM IIPOCTOrO Tepreca, Y
NAIMEHTOB ¢ HOPMaJIbHBIM MMMYHHBIM CTaTycOM PEKOMEHJyeMmas Jo03a mpernapara Busopakc
cocraiseT 200 Mr BHYTpb 4 pa3a B CyTKHU (Kaxble 6 4acoB).

MHorum marueHTaM moaxoauT Oosee ynooHas cxema tepanuu 400 Mr BHYTph 2 pa3a B CyTKH
(xaxnapie 12 gacoB).

B psne cmyuaeB okasbiBaioTcsi 3¢ (eKTUBHBIMU 0Oojiee HU3KHE 03Bl Ipernapara BuBopakc:
200 mr BHYTpSH 3 paza B cyTkH (kaxbie 8 gacoB) wiu 200 Mr BHYTph 2 pa3a B CyTKH (Kaxsie 12
YacoB).

Y HEKOTOpHIX MaIMEHTOB MOXXET MPOHM30UTH 000CTpeHrne MH(MEKIUU MpU IpPHEME CyMMapHOM
cyTouHO# 10361 800 MT.

Jleuenne npenapatoM BuBopakc cienyer mepuoanyecku IpepeiBath Ha 6 - 12 mecsueB ans
BBISIBJICHUSI BO3MOXHBIX H3MEHEHUI TeueHHs 3a001eBaHMsL.

Upod)uﬂakmum qu)eKquZ, BbI36AHHbBIX BUPYCOM NpOCmoeco zcepnecd, Yy nduyueHmoe ¢

uMMVHOOeqbuuumOM

Jns npoduinakTuku WHQEKIUH, BBI3BaHHBIX BHPYCOM IPOCTOrO TIepreca, y MAIUeHTOB C
UMMYHOAC(PHUIIMTOM peKOMEHayeMasi J03a npemnapata BuBopakc cocraBmsier 200 mr BHYTph 4
pasa B CyTKH (Kaxaple 6 4acoB).

B ciyyae BepakeHHOT0 UMMYHOIePUIIUTA (HATIpUMED, TTOCTIE TPAHCIUIAHTAIIH KOCTHOTO MO3Ta)

WJIN IIPU HAPYIICHHWU BCACBIBAHUS U3 KHUIICYHUKA N03a Ipelapara MOXKCET OBITh YBCIMYCHA OO
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400 mr BHYTpB. B KadyecTBe abTepHATHBBI MOXKET OBITh b%@ﬁ&%@ﬁ&%sgmgﬂs -FIEI/IJIVI(IE'II—;]CIHI/ISI

AIMKJIOBUPA B JIEKAPCTBEHHOU (hopMe JTHODMIN3AT AJIS IPUTOTOBJICHUS PacTBOPA Uil HH(PY3UH.
[IpomomKuTenbHOCT NMPO(UIAKTUYECKOTO Kypca TEepamuH ONpeAessieTCs AIUTEIbHOCTHIO
NepUoJIa, B TEYEHUE KOTOPOIO CYIIECTBYET PUCK HH(PUIIMPOBAHUS.

Jleuenue sempAnOU 0Cnbl U ONOACHIBAIOULC20 2ephnecd

Jlig nedeHuss BETpSHOM OCIHBI U OIOSICBIBAIOIIErO Teplieca peKoOMEHAyeMas /103a Ipernapara
Busopakc cocraisier 800 Mr BHYTph 5 pa3 B CyTKH (Kakzaple 4 yaca, 32 UCKIIOUEHUEM TIeproa
HOYHOTO cHa). Kypc neuenus coctapisieT 7 qHEH.

JleueHne ONOSACHIBAIOLIETO repreca ciaelyeT HAYMHATh KaK MOYKHO paHbllle OT MOMEHTA MEPBBIX
nposiBICHUH 3a00/IeBaHMsI, TaK KaK B 3TOM CiIydae JiedeHue Oynet 0onee 3(h(heKTUBHBIM.
JleyeHnue BETPSHOM OCHBI Y MAllMEHTOB C HOPMaJIbHBIM UMMYHHBIM CTaTyCOM CJEIYET HadyaTh B
Te4eHHE 24 4acOB C MOMEHTA IOSBJICHUS BBICHIIIAHU.

VY DanMeHTOB ¢ TSKEIbIM UMMYHOIE(PHUIMTOM (HampuMmep, MOCie TPAHCIUIAHTALlMM KOCTHOTO
MO3ra) WIN NpU HApyIIEHUU BCACBIBAHUS M3 KUIIEYHHUKA CIEAYET PacCMOTPETh BO3MOXHOCTH
Ha3HAYEHUS AIMKJIOBUPA B JIEKapCTBEHHOU (popme mroduiam3ar JUisi IpUrOTOBJICHUS pacTBOpa
TSt HTHQY3HIA.

Oco0rIe I'pynIbl TanMEHTOB

Tlayuenmul nodcunozo eospacma

Heo6x0a1Mo yunThIBaTh BEPOSITHOCTh HAIMYMS OYEYHON HEIOCTaTOYHOCTH Y MAIlUCHTOB
MOKUJIOTO BO3PACTa, J03bl JOJKHBI ObITh CKOPPEKTHPOBAHBI B COOTBETCTBUU CO CTEIEHBIO
MOYEYHON HEAOCTATOYHOCTH (CM. MYHKT «IlarueHTs! ¢ HapymeHneM QyHKIMH TOYEK» ).
HeobxonuMo obecrieunTs MoaAepKaHUe aJJeKBaTHOTO BOIHOTO OanaHca.

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

HeoOxomumo coOmtoaTh OCTOPOKHOCTh MPH Ha3HAYEHUH Ipemnapara BuBopakc manueHTam c
HapylieHneM (QyHKIHUU OYeK.

HeobxonuMo obecrieunTs NoaAepKaHUe aJJeKBaTHOTO BOIHOTO OanaHca.

VY NanueHToB ¢ MOYEYHOH HEAOCTATOYHOCTBHIO NMPHUEM AIMKIOBHpPA BHYTPb B PEKOMEHIYEMbIX
J103ax C IEJIbI0 JIeueHus: U TpoUIaKTUKU UH(EKINI, BEI3BaHHBIX BUPYCOM IPOCTOTO reprieca, He
OPUBOIUT K KYMYJALMM Tpernapara A0 KOHIIEHTpAlHi, NpPEeBHIIIAOMINX YCTaHOBJICHHbBIE
6e3omnacHble ypoBHU. OIHAKO y MALMEHTOB C KIUPEHCOM KpeaTHMHHHA MeHee 10 Mi/MHH 1103y
npenapara BuBopakc pekoMmenayercsi cHuxkaTh 10 200 Mr BHYTpb 2 pa3a B CyTKH (Kaxabie 12
4acoB).

[Tpu nedyeHHH BETPSHOW OCHBI U OMOSCBHIBAIOIIETO reprieca peKOMEHIyeMble 103bl Mpernapara
BuBopakc, TabneTKu COCTaBIISIOT:

- npu kiupence kpeatunruHa MeHee 10 mi/mua — 800 mMr BHYTph 2 pa3a B CyTKHU (KaxkIble
3



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 27.02 2025 N2 5411

(NOCNEQCBATENEHOCTE 0001)

12 gacos);

- npu kinupeHce kpearnHuHa 10-25 mu/mua— 800 mr BHYTpb 3 pa3a B CyTKHU (Kakable 8
4acoB).
eTu
Hertu B BO3pacte OT 3 JIET U CTaple.
Jleuenne uHQEKIMH, BBI3BAHHBIX BUPYCOM IIPOCTOrO reprieca; NpogHIaKTUKa HHGEKUInH,
BBI3BaHHBIX BUPYCOM IPOCTOTO repreca, y HallMeHTOB ¢ UMMYHOIE(PHUIIUTOM
B BO3pacTe OT 3 JIET U cTapllle — TAKHE e J103bl, KaK JJIsl B3POCIIbIX.
Jleuenue sempsanou ocnol
- B Bo3pacte oT 6 jet u crapiue — 800 Mr BHYTph 4 pa3a B CyTKH;
- B Bo3pacte ot 3 10 6 net — 400 Mr BHYTpb 4 pa3a B CyTKHU.
Bosnee TouHO 103y MOKHO ompeneauTs u3 pacuera 20 Mr/kr mMacchel Tena (Ho He 6osiee 800 mr)
BHYTpb 4 paza B cyTku. Kypc jieueHns coctaBisger 5 qHeu.
Ipogpunaxmuxa peyuoueos ungexyuil, bI36AHHBIX BUPYCOM NPOCMO20 2epnecd, y NAYUEHMO8 C
HOPMATbHLIM UMMYHHBIM CIANYCOM, JIeYeHUE ONOACHIBAIOue20 2epneca
JlanHble 0 pekrMe J03UPOBAHUS OTCYTCTBYIOT.

Croco0 ImpuMeHeHus

BnyTps.
[Ipenapar BuBopakc Ta0ieTku MOKHO MPUHUMATh BO BPEMS €1bl, TOCKOJIBKY MPHEM HUIIU HE
HapyllaeT B 3HAYUTENIbHOW cTeneHu ero abcopOuuio. TabneTku cieayeT 3anuBaTh IMOJIHBIM

CTaKaHOM BO/HI.

4.3. TlporuBomoxkasaHus

- 'unepuyBCTBUTENBHOCTh K AlIMKIOBUPY, BATALUKIOBUPY WIIH JIFOOOMY M3 BCIIOMOTraTENbHBIX
BEILIECTB, IEPEUUCIICHHBIX B paznene 6.1;

- Penxo BcTpeuwarorneiicsi Hacle[CTBEHHAs HEMEPEHOCHMOCTh TallaKTO3bl, JAC(PHUINT JIaKTa3bl
JIoTIapeil Wik TII0K030-TaJaKTO3Has MaJIbaOCopOIus;

- Jlerckuii Bo3pact 110 3 JieT.

4.4. OcoOble yka3aHus 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

C 0CTOPOKHOCTBLIO

bepemenHocTs, mepuoa  IPYAHOTO  BCKapMJIMBaHHUS, MOXHWION  BO3pacT, MOYeyHas
HEJ0CTaTOYHOCTh, JIE€THApaTaltsl, OJTHOBPEMEHHOE MPUMEHEHHE C IPYTUMH HE(PPOTOKCUYHBIMU

npenapaTami.
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Oco0snle yKazaHus

JIOCTYymHBIX JTaHHBIX, TMONYYEHHBIX B PE3yJIbTaTe MPOBEICHHBIX KIMHUYECKUX HCCIICIOBAHUM,
HEIOCTaTOYHO, YTOOBI CJlIeNaTh BBIBOJ O TOM, YTO NPUMEHEHHUE AIMKIOBUPA CHHUYKACT PUCK
3a00JIeBaHuUs BETPSIHON OCIION Y MAI[MEHTOB ¢ HOPMAJIbHBIM HIMMYHHBIM CTaTyCOM.

Puck pa3BuTHS MOYeYHOM HEAOCTATOYHOCTH YBEIMYMUBAETCS MPU OJHOBPEMEHHOM IMPUMEHEHUHU
C IpyrMMHU HEPPOTOKCUUYECKUMHU MpernapaTaMu.

Cocmosinue euopamayuu

[TarueHTsl, MpUHUMAIOIIKME BBICOKHE 03Bl Mpenapata BuBopakc BHYTPb, JOJKHBI MOJIy4aTh
JIOCTaTOYHOE KOJTMYECTBO JKUIKOCTH.

Tayuenmoi nodcunozo 6o3pacma u nAyueHmyl ¢ HapyueHuem QyHKYuu nodex

[TockonbKy anUKIOBUP BBIBOJUTCS MOYKAMH, O3Bl JOJDKHBI OBITh YMEHBIICHBI MAIUEHTAM C
MOYEYHON HEIOCTATOYHOCTHIO (CM. paszen 4.2). YV MalnueHTOB MOKHIOTO BO3pacTa BO3MOXKHO
CHI)KEHHME (YHKIUU TOYEK, CJIEeIO0BATENIbHO, JUISl JAHHOW TpyMIbl MAlMEHTOB TAaKXE MOXKET
noTpe0oBaThCsl CHIDKEHHE 103bl. Kak Mmouible MalMeHThl, TaK M MAalMEHTHhl ¢ HapylleHHUEeM
(YHKIMN TOYEK HAXOJATCS B TPYIIE MOBHIIIEHHOTO PHCKa pa3BUTHUS MOOOYHBIX 3((HEKTOB CO
CTOPOHBI HEPBHOM CHCTEMBI (OOBIYHO TaKHE PEAKIIMU OOpaTUMBI B OTBET HAa OTMEHY Ipernapara)
U, COOTBETCTBEHHO, JIOJKHBI HAXOAUTHCS MO MPUCTATILHBIM MEIUIIMHCKUM HAOIIOJCHUEM.
Tayuenmoi ¢ 8bIpaAsCEHHBIM UMMYHOOeDUYUMOM

JlnirenpHBIE WM TIOBTOPHBIE KYpPCHI JICUEHUS AIMKIOBHUPOM Yy TAIMEHTOB C BBIPAKEHHBIM
UMMYHOJE(PUIIMTOM MOTYT TMPUBECTH K TMOSBICHUIO IITAMMOB BHUpYCa C TOHUKEHHON
YYBCTBUTEJIHHOCTBbIO K AaIlMKJIOBHPY, KOTOpbIE HE OTBETSAT Ha MPOJOHKEHHE Teparnuu
AIIMKJIOBUPOM.

Ilepedaua ungexyuu

Bcem manuenTtam, ocoO€HHO NMpU HAIWYUM KIMHUYECKUX MPOSBICHHM, cieayeT coOonaTh
OCTOPOXKHOCTh BO M30€XaHHE MOTEHIMAIbHON BO3MOXHOCTH IE€peAaud BHUpyca, a Takke
NaIMEeHTOB HE00X0AUMO HH(POPMHUPOBATH O CIIy4asix OECCUMITOMHOTO BUPYCOHOCHUTENIbCTBA.

BcrnoMorarensHEBIE BEIECTBA

Jlakmosa

[Ipenapar cogepkut 150 Mr JIakTO3bI MOHOTH/IpATa Ha TaOJIETKY.

[TaurenTam C peako BCTpeyarolEHCs HACIEICTBEHHOW HENEPEHOCUMOCThIO TalaKTO3bl,
NeUIUTOM JIaKTa3bl JIOMAPEH WM TIIOKO30-TATAKTO3HOW MabaOcopOIueil He clieayer

NpUHUMATH IpenapaT BuBopakc.
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4.5. B3aumojgeiicTBHe C IPYTHMH JIEKAPCTBEHHbBIM 'Eﬂgi}ﬂ%@'ﬁ i TENBHOCTS 0001)

Hukakux KIMHUYECKH 3HAYUMBIX B3aUMOJCUCTBUN TMpU NPUMEHEHUH alUUKIOBHpAa HE
OTMEYAJIOCh.

AIMKIIOBUP BBIBOJUTCS B HEU3MEHEHHOM BHUJIE C MOYOM MMyTEM aKTUBHOM KaHAJIBIIEBOW CEKPEIUH.
Bce mpemaparsl ¢ aHaJOrMYHBIM IyTeM BBIBEJACHHS MOTYT IIOBBIIIATh IUIa3MEHHYIO
KOHIIGHTPALMIO allMKJIOBHPA. AUMKIOBUP MOBBIMIAET IJIOMIAAb MOJ KPUBOM «KOHILEHTpALUs —
Bpemsi» (AUC) teodpmmmuna npubnuzutenbHo Ha 50 % mpu 0JHOBPEMEHHOM IPHEME, TTOITOMY
peKOMEHAyeTCsl M3MEpSTh IUIa3MEHHbIE KOHILIEHTPAlMU TEeOPIIINHA TPU OJHOBPEMEHHOM
Ha3HA4YCHWM anukiIoBupa. [IpoOeHenmmn W TWMMETHIWH yBenuumBaioT Tmokazatenb AUC
AIMKJIOBHPA M CHUXKAIOT €ro MoYeuHbli kimpeHc. OTMmeuanocs yBenuueHue nokaszarens AUC B
IUIa3Me KpPOBHM JUISI alMKIOBMpa M HEAKTUBHOrO MeTabonuTta MHKO(peHojara Moderuia,
UMMYHOJIETIpECCaHTa, IMPUMEHSIONIErocss B  TPAHCIUIAHTOJIOTMHM, TPU  OJHOBPEMEHHOM
npUMEeHEeHUH 000uX mpenapaToB. OJHAKO KOPPEKIUU 103bI HE TpeOyeTCs BCIEACTBUE IIMPOKOTO

TCPANICBTUYCCKOI'0O NHACKCA allUKJIOBUPA.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

B nocrperucrpaunoHHOM peectpe OepeMeHHOCTEH MU JIEYSeHUH alluKIOBUPOM COOpaHbI JaHHbIE
00 ncxogax OepeMEHHOCTH Y KEHIIMH, MPUHUMABIIMX AlMKIOBHP B Pa3HBIX JICKAPCTBEHHBIX
dbopmax.

Ilpn aHanu3e AAaHHBIX peecTpa HE ObUIO OTMEYEHO YBEIMYEHUS KOJIMYECTBA BPOXKICHHBIX
Ne(eKTOB Y HOBOPOXKIEHHBIX, MATEPU KOTOPBIX MPUHIUMAJIH allUKJIOBHP BO BpeMs OepeMEeHHOCTH,
[0 CpaBHEHMIO ¢ 00mieil momynsauueil. BolsiBieHHBIE BpOXXIACHHBIE A€()EKThI HE OTINYAIHCH
€IMHO00pa3ueM WIN 3aKOHOMEPHOCTHIO, MO3BOJISIIOIIUMH MPEANOIOKUTh OOIIYI0 MPUYUHY UX
BO3HUKHOBEHUSI.

OpnHako cienyer co00JaTh OCTOPOKHOCTH MPH HA3HAUYEHUH ITperapara BuBopakc keHIuHaM B
nepuo]i 0epeMEeHHOCTH U OLICHHWBATh MPEIIOoIaraeMyo Mojib3y A MaTepud U BO3MOXKHBIM PUCK
JUIA TUIOAAA.

Jlakranus

[Tocne nmpuema anukiioBupa BHYTph B 103€ 200 Mr 5 pa3 B CyTKM alMKIOBHP OINpPEAEISICS B
IPyAHOM MOJIOKE B KOHIIEHTpanuu, coctasisomei ot 60 1o 410 % nia3MeHHON KOHLIEHTPAIUH.
[Tpy Takux KOHIEHTPALMAX B TPy THOM MOJIOKE, IETH, HaXOASIIMECsS Ha TPy THOM BCKaApMIIMBAaHUH,
MOTYT TMOJy4aTh auMKIOBHp B no3e o 0,3 Mr/Kr/cyT. YuuTeiBas 3TO, CleqyeT cOOI0IaTh

OCTOPOXXHOCTB IIPY HAa3HAYEHMH IpenapaTa BuBopakc KOpMSAIIMM KEHIIUHAM.
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DepTUILHOCTE

Her maHHBIX 0 BIMSHUY aIlUKJIOBHPA HA KEHCKYIO (ePTUIHLHOCTb.

B wuccnenoBanun ¢ yuactuem 20 HaUEHTOB MYKCKOTO I0JIa ¢ HOPMAJIbHBIM KOJUYECTBOM
CIEpPMaTO30110B ObLIO YCTAHOBJIEHO, YTO IPUMEHEHHUE allMKJIOBUPA BHYTPH B J103€ 10 1 T B CyTKH
B Te4eHHe 6 MecsleB He UMEJO0 KIIMHUYECKH 3HAYUMOTO BIUSIHUS HA KOJTMYECTBO, TIOJBUKHOCTD

I MOPQOIIOTHIO CIIEPMATO30UI0B.

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATHL TPAHCHOPTHHIMHU CPeACTBAMHU M padoTaTth €
MeXaHHU3MaMH

HccnenoBanuii BIUSHUS alUMKIOBHpa HAa CHOCOOHOCTh K YHPABJICHUIO TPAHCHOPTHBIMH
cpeacTBaMu HJIM MCXaHU3MAMU HE IMMPOBOAUIIOCH. CHpOI‘HOSI/IpOBaTb HCTaTUBHOC BOBHeﬁCTBHC
alMKJIOBHpAa HA OTH BHUJABI JEATEIbHOCTH Ha OCHOBAaHUHU (HapMaKOJOTHYECKUX CBOWCTB
JEICTBYIOILETO BEIIECTBA HE MPEICTABISIETCS BO3MOKHBIM, HO HEOOXOMMO YUUTHIBATh MPOPHIIH

000YHBIX 3P (PEKTOB AUKIOBUPA.

4.8. HexenareabHble peakuuu

Pe3roMe HexxenaTenbHbIX PEAKIINN

[IpuBeneHHbIE HUKE KATETOPUU YaCTOThI HEKETIATENbHBIX PEAKIIUHN SBIISIOTCS OLEHOYHBIMHU. {7151
OOJBIIMHCTBA HEXKEIATENbHBIX peakuuid HEoOXOAMMBIE NaHHBIC IJS OMPEIEICHHUS YacTOTHI
BCTPEYAEMOCTH OTCYTCTBYIOT. KpoMe TOro, yacrora BCTped4aeMOCTH HEXKENIATEIbHBIX PEaKIUn
MOKET BapbUPOBATH B 32aBUCUMOCTH OT IIOKA3aHMUSI.

HexenarensHble peakiiuu MPUBEIACHBI B COOTBETCTBUU C KIacCH(PUKAIMEH OPraHOB U CHCTEM
MedDRA. Yacrora pa3BUTHS HEXKENATENBbHBIX PEAKIMM ONpPENessieTcs] B COOTBETCTBHH C
rpamamueit Bcemupnoit Opranmzanyu 3ApaBOOXpaHEHUs CISAYIOIAM 00pa30oM: OY€Hb YacTo
(>1/10); gacro (=1/100, vo <1/10); mHewacto (= 1/1000, o <1/100); penxo (= 1/10000, HO
<1/1000); ouenp peako (<1/10000); gacToTa Hen3BecTHA (HA OCHOBAaHUH HMEIOIIUXCS TAHHBIX
OIICHUTh HEBO3MOYKHO).

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

OueHb penKo - aHeMus, JICHKOMIEHUS, TPOMOOITUTOTICHUSI.

Hapywenus co cmoponvl uMMyHHOU cucmembl

Penko - anadunakcus.

Hapywenus co cmoponvl HepsHOU cucmembvl U NCUXu4yecKue HapyuieHus

Yacro - ronoBHas 00JIb, TOJIOBOKPYKEHHE;

OdeHp peako - BO30YXKACHHE, CIIYTAaHHOCTh CO3HAHUS, TPEMOp, AaTaKCHs, IU3APTPUS,

raJimroquHanu, NCUXOTHYCCKUC CUMIITOMBI, Cy10POru, COHJIIMBOCTD, BHHe(baJIOHaTI/IH, KOoMa.



COOTBETCTRYET IKCTIEFTHOMY QTUETY

OO06bruHO ATH TTOOOYHBIE 3P hEKTH HAOTIOJATNCE Y HaI_[I/EI;TE)‘I;] %4{ Eeql_l%lg”i{lé C’;l_a'.T ikt

WIH TIPYU HAJTMYUH JAPYTUX TPOBOIUPYIOMIHX (PAKTOPOB U OBLTH, B OCHOBHOM, OOpAaTUMBIMHU (CM.
paznen 4.4).

Hapywenus co cmoponsl ObixamenbHOU cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeO0CmeHUs
Penxo - oxpIka.

Kenyoouno-kuuieunvie HapyuleHus

Yacro - TomHoOTa, pBOTA, AUApEs, 0OIb B KHUBOTE.

Hapywenus co cmoponbl neuenu u s#cenuedbleo0auux nymeti

OdeHb peKo - TenaTUT, KENTyXa.

Hapywenus co cmopoHvl Kodtcu 4 NOOKOICHBIX MKAHE

Yacro - 3y, ChIllb, B TOM YUCIIE (POTOCEHCUOMIN3AIINS,

HeuwacTo - kpanuBHuI1a, ObIcTpOe AU ()y3HOE BBINIAIEHNE BOJIOC.

[Tockonbky ObIcTpOe AU HY3HOE BHINAACHUE BOJIOC HAOTIOAASTCS TIPU PA3TMIHBIX 3a00JI€BaHUSIX
U TIpU TEparyd MHOTUMHU JIGKAPCTBEHHBIMU CPEJICTBAMH, CBSI3b €r0 C MPUEMOM allUKIOBUpPA HE
YCTaHOBJICHA.

Penko - aHTHOHEBPOTUYECKUH OTEK;

OdeHb peaKo - TOKCHYECKUH HMHUAEPMalIbHBIN HEKPOIH3, MYJIbTH(GOpPMHAs HKCCyNaTUBHAs
spUTEMA.

Hapywenus co cmopoHuvl nouex u mouesvbi8o0sauux nymetl

Penxo - noBbilIeHNEe KOHLIEHTPALUMKA MOUYEBHUHBI U KPEaTUHNHA B CHIBOPOTKE KPOBH.

OdeHb peKo - OcTpast Mo4YeyHasi HeIOCTATOYHOCTh, I0YeUHask KOJIHKa.

[TodeuyHast KOTMKAa MOKET OBITH CBSI3aHA C IOYEYHON HEOCTATOYHOCTHIO U KPUCTATLTYPHEH.
Obwue napywienus u peakyuu 6 mecme 68e0eHuUs.

Yacro - yToMIISIEMOCTb, TIUXOpaJIKa.

Jlabopamophvie u uncmpymenmanvbHvle OaHHble

Penxo - o6paTrMoe NOBbIIIEHHE KOHLIIEHTPAIIMH OMIMPYOHHA 1 TIEYCHOYHBIX (DEPMEHTOB B KPOBH.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo co001maTh 0 1Mo103peBaeMbIX HEXKEIATEIBHBIX PEaKIUIX TOCIIe PErHCTPAIlNH ITperapara ¢
Henpl0  00eCTieueHHsT HENPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS — «IIOJIb3a -  PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIyeTCsl COOOIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATETBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HaIlMOHATbHBIC
CHCTEMBI COOOIIEHHsI O HEXKEJIAaTelNbHBIX PEaKIHSIX TOCYIapcTB - WieHOB EBpa3suiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas @eoepayus

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
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Anpec: 109012, r. MockBa, CnaBstHcKast 1iomab, 1. 4, '(J’-IIIIJ_'béI-;IP?EJf: BATEMBHOCTE 0007)

Tenedon: +7 800 550-99-03
OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHON ceTH «HTepHeT»:

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnOTOMBI

AUMKIIOBUD JIMIIb YACTUYHO a0COpOUPYETCs B KEITYJOYHO-KUIIEYHOM TpakTe. Kak mpasuiio, mpu
CJIy4aifHOM OJHOKPAaTHOM IpHeMe arukioBupa B 1o3e A0 20 T Tokcuueckue 3hdekTsr He ObuH
3aperucTpupoBaHbl. [IpyM MOBTOPHBIX IMpHEMax BHYTPh B TEUCHHE HECKOJIBKHUX IHEH [103,
IPEBBIMIAIOIINX PEKOMEHJOBAHHbIE, OTMEYAJIMCh HApyIIEHUS CO CTOPOHBI JKEIyJ0YHO-
KHUIIIEYHOTO TpakTa (TOIIHOTA, PBOTA) W HEPBHOM CHCTEMBI (TOJOBHAs OOJb M CIyTAaHHOCTH
CO3HAHHUS).

Wnorpa moryT HabmOAaThesl Takue HEBPOJOrHMUYeckhe APQEeKThl, KaK CyJOPOKHBIC MPUIIAIKH,
KOMa.

Jleuenune

CumnromaTrueckoe. [TareHTsl HyKIal0TCs B TIIATEIHOM METUIIMHCKOM HaOJII0ACHUH C IENBIO
BBISIBJICHHS] BO3MOXKHBIX CHUMIITOMOB MHTOKCHKAIIMU. AIIMKIOBHP BBIBOJAWUTCS M3 OpraHu3Ma ¢
[IOMOIIIBI0 TeMOJAMANIN3a, IMO3TOMY TIE€MOJIUAIN3 MOXKET OBbITh HCIHOJb30BAH Ui JICUCHHS

NePEI03UPOBKH.

5. ®APMAKOJIOTHTYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass TPYIIa: TMPOTHBOBHPYCHBIE CPEICTBA CHCTEMHOTO JICHCTBUS;
IIPOTUBOBUPYCHBIE CPEACTBA IMPSAMOrO JEHCTBHs; HYKICO3UIBl M HYKICOTHIBI, KpOMeE
WHTUOMTOPOB 0OpPATHOM TPAHCKPUIITA3HI.

Koxg ATX: JOSABO1

Mexanusm neiicteus, dapMakoarnHaMuueckue 3 dheKThl

ATIMKJIOBUD — 3TO CHHTETHUECKUH aHAJIOT ITypHHOBOTO HYKJICO03U1a, KOTOPBINA o0agaer
CIOCOOHOCTHI0O MHTHOMPOBATH in Vitro U in vivo BUPYCHI TepIieca YeloBeKa, BKIIF0Yas BUPYC
npoctoro reprneca (BIII') 1-ro u 2-ro TUmoB, BUPYC BETPSIHOM OCIIBI U OTOSICHIBAIOIIETO Teprieca
(Bapunienna-3ocrep Bupyc, Varicella zoster virus (B3B)), Bupyc Dmmreitna - bapp (ObB) u
utomeranosupyc (LIMB). B kynbType KiIeTOK anukioBHp 00jafaeT Haubosee BhIpakeHHOU

MIPOTHUBOBUPYCHOM aKTHBHOCTHIO B oTHOIIeHNU BIII-1, nanee B mopske yObIBaHHsI aKTUBHOCTH
9
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crenytor: BIIT'-2, B3B, OBB 1 1IMB. (MOCHELOBATENBHOCTL 0001)

Wurubupyroiee aelicTBue aukioBupa Ha Bupycsl repreca (BIIT-1, BIII-2, B3B, 9bB, [IMB)
UMEET BBICOKOM30HMpaTEIbHBIN XapakTep. AIMKIOBHD HE sBJsIeTcs cyOcTpaTtoM i GepMeHTa
TUMUJUHKUHA3bl HEMH(OUIMPOBAHHBIX KJIETOK, MO3TOMY AI[MKJIOBHP MAJIOTOKCHUYEH JJISl KIETOK
miekonuTamux. OgHaKo TUMUIAMHKUHA3A KJIETOK, MHGuupoBaHHbiX Bupycamu BIIT, B3B,
OBB u LIMB, mnpeBpamaer anukiIoBUpa B alMKIOBHP MoHO(oOchAT — aHaJIOr HYKJIEO3uia,
KOTOPBII 3aTeM IOCenoBaTeabHO mpeBpamaerca B nudocdar u tpudocdar nmoa aencTueM
KJIETOYHBIX (hepMeHTOB. Brimouenue anmknoupa tpudocdara B nenouxky BupycHoi JJHK u
MOCJICTY IO OOPBIB IIENMU OJIOKHPYIOT JaTbHEHITYI0 perukanuio BupycHoit JJHK.

VY nanueHToB ¢ BEIPAXKEHHBIM UMMYHOIS(HUIIUTOM JITUTEIbHBIC U IIOBTOPHBIE KYPCHI Tepaiu
AIMKJIOBUPOM MOTYT NPHUBOJUTH K MOSBJICHUIO PE3UCTEHTHBIX IITAMMOB, TIOATOMY JajbHEUIIIEe
JICYCHHE AIlIMKIIOBUPOM MOXKET ObITh HeA(D(PEKTUBHBIM.

YV 607bIIMHCTBA BbIIEJICHHBIX IITAMMOB CO CH)KEHHOM YyBCTBUTENILHOCTBIO K AIl[UKIOBUPY
O0TMEYaJIOCh OTHOCUTEIBHO HU3KOE COJIepKaHNE BUPYCHONW TUMUIMHKHUHA3BL, @ TAK)KE HApyIICHHE
CTPYKTypbl BUpycHOW TumuauHkuHa3bl uian JIHK-nmonumepassl. Bo3aeiicTBue anukioBupa Ha
mTamMMbl BUpyca npoctoro repreca (BII) in vitro Takke MokeT IPHBOAUTH K 0Opa30BaHUIO
MEHEee UyBCTBUTEIbHBIX K HeMy IITaMMOB. He ycTaHoBieHa Koppemsuus MExXAy
YyBCTBUTEJIBHOCTHIO IITAMMOB BHpyca mnpocroro repneca (BIII') k auuknoBupy in vitro u
KJIMHUYECKOH 2P PEKTUBHOCTHIO Mpernapara.

5.2. ®apmakoKHHeTHYECKHE CBOIiCTBA

AbGcopbuus

ATIMKIIOBUD TOJBKO YaCTUYHO abcopOupyercs u3 kumeynuka. [Tocne mpuema 200 Mr anukioBupa
Kax/ple 4 yaca cpefHss MaKCUMallbHAasi PaBHOBECHAs KOHIEHTpauus B ria3mMe KpoBH (CsSmax)
coctaBmsuia 3,1 MxM (0,7 MKr/min), a cpemHssi paBHOBECHass MUHHUMAaJIbHAsl KOHIIGHTpAIlUs B
mazme KpoBH (Cssmin) 1,8 MKM (0,4 Mxr/mu). [Ipu mpueme 400 mr u 800 MT arukIIOBUpa Kaxaple
4 gaca CsSmax cocTaBisiia 5,3 MkM (1,2 mxr/min) u 8 MkM (1,8 Mkr/mit), cOOTBETCTBEHHO, 2 CSSmin—
2,7 MmxM (0,6 mxr/mi) u 4 MxkM (0,9 MKT/MIT), COOTBETCTBEHHO.

Pacnopenenenue

KoHueHTpanuss aunukioBUpa B CHMHHOMO3TOBOH JKHAKOCTH COCTaBJISIET MPUOIU3UTEIBHO
50 % OT ero KOHLEHTPALMH B IJIa3ME KPOBH.

C Oenkamu ma3Mbl KPOBU alIMKIIOBHP CBSI3BIBAETCS B HE3HAUUTENbHOI crenenu (9 — 33 %),
IIOTOMY JIEKapCTBEHHbIE B3aUMOJICHCTBUS BCIIEACTBUE BBHITECHEHHS U3 YYaCTKOB CBSI3bIBAHUS C
OenKaMM Ma3Mbl KPOBU MAJIOBEPOSTHBI.

DJIMMUHALHS

VY B3poCIBIX IIOCIIE IpHEMa alMKIOBHpPAa BHYTPb IEPHUOJ IIOJIYBBIBEACHUS W3 IIa3Mbl KPOBU
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COCTaBJIIET OKOJIO 3 4. bonbinas yacte npenapara BLIBOI'.LE%:CI;:HH%LJ EQEM‘&&E&'OM Q ﬁe.

[ToyeuHsblit KIMpPEHC aUMKIOBHpPA 3HAYUTEIBHO MPEBBIIMIAET KIUPEHC KpPEaTUHHHA, 4YTO
CBUJICTEIHCTBYET O BBIBEACHUH AITUKJIOBHPA MOCPEICTBOM HE TOJIBKO KITyOOUKOBOH (pribTpammu,
HO ¥ KAHAIBIIEBOM CEKperuu. 9-kapOOKCHMETOKCH-METHIITYaHUH SIBJIIETCSI OCHOBHBIM
METabOJIMTOM aIMKIOBUpPa U cocTaBisieT okono 10 — 15 % mo3s1, BeIBOAMMOM ¢ Mouoil. [Ipu
Ha3HAYCHUM aluKioBupa 4yepe3 | 1 mocie mpuema 1 r mpobOeHenuaa nepuos MoTyBbIBEICHUS
arukiosupa 1 AUC ysennuuBaiuch Ha 18 u 40 %, COOTBETCTBEHHO.

IToueunast He1OCTATOYHOCTD

Y nauMeHToB € XPOHUYECKOW IOYEYHOM HEIOCTATOYHOCTBIO TIEPUOJ  IOITYBBIBEICHUS
alMKJIOBHpA COCTaBJIsANA B cpeaHeM 19,5 u. Ilpu mpoBeaeHMM reMoauanusa CpeIHUN MEPUOJ
MOJIYBBIBEJICHUS allUKJIOBHpaA cocTaBisul 5,7 4. KoHIleHTpalus alMKIOBUpaA B IJIa3ME€ KPOBH BO
BpeMsl Ihajin3a CHIKajaach Npuoau3uTeabHo Ha 60 %.

JINIta MoKMUJIOro Bo3pacTa

VYV moXMIBIX MMalfuCHTOB OGIL[Hﬁ KIIMPCHC allUKJIOBHpPA C BO3pACTOM CHHIKACTCA MapauICIbHO CO
CHHUXXCHUCM KIIMPCHCA KPCATUHHHA, OAHAKO MCPUOI IOJYBBIBCIACHUA AIIUKIIOBHUPA U3MCHIACTCA
HCE3HAYHUTCIIBHO.

BUY-nuaduimmpoBadyble MaIHEHTE

[Tpu ogHOBpEMEHHOM BBEJICHUH AlTUKIOBUPA U 3u10ByAnHAa BUY-uHGUIIMPOBaHHBIM NAIIEHTaM,

(apMaKOKUHETUYECKHE XapaKTEPUCTUKHU 000UX MPerapaToB MPAKTUIECKN HE U3MEHSUIHCh.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

KpaxmaJ KyKypy3HbIH;

JIAKTO3bl MOHOTHAPAT;

MarHus creapar;

uHaurokapmut [E132]

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpoxk rogHocru (CpoK XpaHeHHU)

4 roja.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
IIpu Temnepatype He Bbiie 25 °C, B 3alIMIIEHHOM OT CBETa MECTE.
6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH
ITo 10 TabneTok B aJIOMHUHHUEBBIA CTPUII.

[To 1 nnm 2 cTpuna BMECTe ¢ UHCTPYKLMEN 110 MEAULIMHCKOMY ITPUMEHEHHUIO B KAPTOHHYIO MAYKYy.
11



COOTEBETC TEn ET SKCNEPTHOMY OTUETY
o T27.02.2025 N2 _‘:_411
6.6. Oco0ble Mepbl NPeTOCTOPOKHOCT npu (I 'vm}gr—ll)m%mﬂgﬂtlﬂnmﬁ3 10ro

JICKapCTBEHHOI'0 Npenapara Wil 0TX0J0B, NOJY4YeHHBIX MOcJIe NPUMEHEeHHUs npenapara u
Apyrue MaHUMYJIALUH € IPenapaToM

Het oco0bix TpeboBaHMiA.

7. JAEPXKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHU S

Nunna

Kaguna ®apmacerotukan3 Jlumuren, Muaus

Kamuna Kopnopetit Kamnyc, Capkemxk-/Ixonka Poya, bxar, Axmenaban — 382210, I'ymkapat
7.1. IllpeacraBuTe/ib Aep:KaTesisi PeruCTPAIIMOHHOIO YA10CTOBEPEHUs

IIperen3uun norpedbuTeeil cueayer HaupaBJsITh [0 aJIPECY:

Poccuiickas ®@eneparus

[IpencTtaBUTENHLCTBO KOMIIAHUM C OIPAaHUYEHHON OTBETCTBEHHOCThIO «KamunadapmacroTukais
Jlumuren» (Uunus), r. Mocksa

117198, r. Mocksa, Jlenunckwuii npocmekt, 113/1, odpuc 705C.

Ten.: (495) 937-57-36,

daxc: (499) 749-72-50

DIEeKTpOHHAs MoUTa: secretar@cplrus.ru

8. HOMEP PETHCTPAIMOHHOI'O YTOCTOBEPEHUA

9. JIATA IEPBUYHOM PETUCTPAIIMU (ITOJATBEPKIEHUS PETUCTPAIIUH,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mast XxapakTeprCTHUKa JIEKapCTBEHHOTO Ipernapara BuBopakce qoctynHa Ha HTHPOPMALMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAITMOHHO-KOMMYHHUKAIIHOHHON CETH

«uTeprer» https://eec.eacunion.org.
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