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OBIIAS XAPAKTEPUCTHKAIEKAPCTBEHHOFO TIPEAAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Anwmkiosup, 200 Mr, TaOIETKH.

2. KAUECTBEHHBIN U KOJIMUECTBEHHBIA COCTAB

JelicTBytoliee BENIECTBO: AIUKIOBUP.
Kaxnas Tabnerka cogepxut 200 Mr ankioBupa.

BerecTBa, HaJlM4ne KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOIO MperapaTa: JaKkTo3a
(cMm. pasnen 4.3., 4.4.).

ITonHbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. IEKAPCTBEHHAS ®OPMA

Ta0OmeTku.

Kpyriibie miocKonuanHIprudecKie TabIeTKH OETI0T0 WIIH ITOYTH OEJI0T0 [[BETa ¢ acKoi U PUCKOIA.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO

. Jleuenne MHQEKIUI KOXH U CIU3UCTBIX O0OJIOYEK, BBI3BAHHBIX BHPYCOM IPOCTOIO
repreca, BKIK04asi IEPBUYHBIN U pELUIUBUPYIOIIUN T€HUTAIIBHBIN TepIIeC;

° HpO(l)I/IJIaKTI/IKa peananBOB I/IH(bCKI_[I/IP’I, BBI3BAHHBIX BHPYCOM IIpOCTOr'0 Trepreca, y
MNanuceHTOB C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

. npodunakTuka MHQEKIUH, BBI3BAHHBIX BHPYCOM IIPOCTOrO TIepreca, y MalMeHTOB C
UMMYHOJE(PHUIIUTOM;
. JIeueHHe BETPSTHON OCIIBI U OINOSICBHIBAIOLIETO reprieca (paHHee JIUeHUE OIOSICHIBAIOIIErO

reprieca anUKIOBHPOM OKAa3bIBACT aHAJIbre3upyroluil 3(Q(EeKT U MOXKET CHHU3UTh YacTOTY
BO3HHUKHOBEHUS IOCTTEPIIETUYECKON HEBPAIITUN).

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

Bspocnvie

Jleyenue qu)eKI/H/ll;l KOJMCU U CAU3UCHIbIX 060]10‘!87(‘, BbI36AHHbBIX 6UPYCOM NPOCmMO20 cepneca,
BKAIOYUAS NEPBUYHDBLI U peuudueupwowuﬁ 2CHUMANILHBLU 2epnec

Jns nedenuss uHQeEKUUi, BBI3BAaHHBIX BHPYCOM MPOCTOTO Tepreca, peKOMeHAyemas 1032
arukioBupa coctasisger 200 Mr BHYTpb 5 pa3 B CyTKH (Kaxable 4 yaca, 3a HCKJIIOUEHUEM ITeproaa
HOyHOro cHa). Kypc neueHus cocraBiseT 5 gHel, HO MOKET OBITh MPOJIEH MpPH TSHKENbIX
HNEPBUYHBIX UHPEKIMSIX.

B ciiyuae BbIpakeHHOT0 UMMYHOAehHIMTA (HAIIPUMEp, ITOCIE TPAHCIUIAHTAIIMN KOCTHOT'O MO3Ta)
WIM TpU HapyUIeHWH BCAChIBaHUA M3 KHILIEYHMKA J03a Mpernapara MOKeT ObITh yBEJTUYEHa 10
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AIMKJIOBUPA B JICKAPCTBEHHOH (opMe THo(UIN3aT Uit MPUTOTOBJICHUS pacTBOpa sl HHPY3UH.
Jleyenne HEOOXOOMMO HAYMHATH KaK MOXKHO PaHbBILE ITOCIEC BOSHUKHOBEHHUS MHQEKIHHU; TPH
peuuaMBax mpenapaT PeKOMEHAyeTCs Ha3HadaTh YK€ B MPOAPOMAIBLHOM MEpUOJIE WIIH TPH
HOSIBJICHUH NIEPBBIX HJIEMEHTOB CHIITH.

HDOGbI/UlaKmMKCZ peuudueoe qu)eKuuﬁ, BbI36AHHbIX 6UPYCOM NPOCHIO2O 2epnecd, Y nauuernos ¢
HOPMAJIbHbIM UMMYHHbIM CMAmycom

Jns npoduIakTHKH pPEeHUAMBOB WHQEKIUH, BBI3BAHHBIX BHUPYCOM IIPOCTOrO Tepreca, y
NAalMEHTOB ¢ HOPMAJIBHBIM UMMYHHBIM CTaTyCOM PEKOMEHIyeMas /103a IperapaTa COCTaBIIsCT
200 mr BHYTpB 4 pa3a B CyTKHU (Kaxable 6 4acoB).

MHorum narnueHTaM moaxoauT 6onee ynoOHas cxema tepanuu 400 Mr BHYTph 2 paza B CyTKH
(xaxzabie 12 yacoB).

B psine ciyuaeB okasbiBaroTcs 3 PekTUBHBIMU OoJiee HU3KKe 1036l penapata: 200 Mr BHYTpb 3
pa3za B cyTku (kaxable 8 yacoB) uiau 200 mr BHYTph 2 pas3a B CyTKU (Kaxiele 12 uvacoB). ¥V
HEKOTOPBIX MAllMEHTOB MOXET IMPOM30MTH o0ocTpeHue MH(EKUMH NpU IpUeMe CyMMapHOH
cyTouHO# 10361 800 MT.

Jleuenue AIMUKJIIOBUPOM CJICAYCT NCPUOAUYCCKU IIPEPLIBATHL HA 612 MCCALICB OJIs1 BBIABJIICHUA
BO3MOYKHBIX M3MEHCHUM TeUEeHMS 3a00J1eBaHus.

HDOd)LUZCleuKCl qu)eKl/ﬂ/llZ, 6bI36AHHbLIX BUPYCOM nNpOCmoco zcepneca, VY nauuermoes ¢
MMMVH00€d)HuHmOM

Jis npoduinakTuKM MHQEKIUH, BBI3BaHHBIX BHUPYCOM IIPOCTOrO TIepleca, y MalUeHTOB C
UMMYHOJEHUIINTOM peKOMEHAyeMas 103a mpenapata cocrasisier 200 Mr BHYTpb 4 pa3a B CyTKH
(kaxxzpie 6 4acoB).

B ciyuae BbIpaykeHHOr0 UMMYHOEPUIUTA (HapuMep, ociie TpaHCIIAHTallM KOCTHOTO MO3Ta)
WIN MIPU HapyIIEHUHW BCAChIBAaHMs M3 KUIIEYHMKA J03a Ipernapara MOXeT ObITh yBeIWYeHa 10
400 mr BHYTpb. B KauecTBe anbTepHAaTUBBI MOKET OBITh PACCMOTPEHA BO3MOYKHOCTb IPUMEHEHUS
aIMKJIOBUPA B JIEKapCTBEHHOH (popme nmuodunmsara A IPpUroTOBIEHUS pacTBOpPa A HHDY3HIA.

HpO}lOJ’DKI/ITeJ'II)HOCTB HpO(l)I/IJ'IaKTI/ILIeCKOFO KypCa TCEpanuu OnpeacidacTCsa AIUTCIbHOCTBIO
nepuoaa, B TCUHCHUC KOTOPOTI'0 CYIECTBYCT PUCK I/IH(l)I/II_II/IpOBaHI/IH.

Jleuenue sempAHOU 0CHbL U ONOACHIBAIOULE20 2epnecad

Jlns nedeHus: BETPSHON OCHBI U OMOSICHIBAIOIIETO Tepreca peKOMEHIyemasl 1o03a Ipemnapara
coctasisieT 800 Mr BHYTpb 5 pa3 B CyTKHU (Kaxabie 4 yaca, 3a HCKIIOUYEHUEM TIEPHoJia HOUHOTO
cHa). Kypc nedenus cocrapnsieT 7 AHEH.

Jleuenme OIOSACBIBAIOIICTO Irepricca CICAYCT HAYMHATh KaK MOXHO PAaHbBIIC OT MOMCHTA IICPBBIX
HpOHBJ’ICHI/Iﬁ 3a6OHCBaHI/Iﬂ, TaK KaK B 9TOM CJIy4ac JICUHCHUC 6y,ueT Ooiee B(I)(I)CKTI/IBHBIM. Jleyenue
BGTprHOI\/’I OCIIbl Y TADUECHTOB C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM CJIIECAYET HAUMHATDh B TCUCHUC
24 9acoB ¢ MOMEHTA ITOSIBIICHUS BHICHIITAHUHN.

VY manMeHToB ¢ TSHKEITBIM UMMYHOACPHIIMTOM (HAmpUMep, TMOCie TPaHCIUIAHTAUU KOCTHOTO
MO3ra) WM U HapyILIEHNH BCACBIBAaHUS U3 KUIIEYHUKA HEOOXOIUMO PacCCMOTPETh BO3MO>KHOCTh
Ha3HAUCHUS alMKJIOBUPA B JIEKAPCTBEHHOW (opMe Jropmim3ara Il MPUTOTOBICHUSI pacTBOPa
JUT UHPY3UH.

Oco0ble TPVIIILI TAIMEHTOB

ﬂuua NOJHCUI020 803pacma

HCO6XO,I[I/IMO YUUTBIBATE BCPOATHOCTH HATIUYMA MMOYCIHOM HEAOCTATOYHOCTH Yy IIAaIMCHTOB
MOXUJIOT0 BO3pacCTa, AO03bI JOJIKHBI OBITH CKOPPCKTHPOBAHLI B COOTBCTCTBUU CO CTCICHBIO
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MOYEYHON HEIOCTATOYHOCTH (CM. TMOApa3ael <HauHeHJr11:c; EMHIE@\Q%MEM "r[011'e1<»)

Heo6xoanmo obecnieunTs noaaepKaHue aiekBaTHOTO BOJHOTO OaaHca.
Tlayuenmoi ¢ noueunoii HeOOCMaMmMoOYHOCMbIO

Heob6xonmuMo co0Ir01aTh 0CTOPOKHOCTh TIPU HA3HAYCHHUH TMpeTnapaTa NalleHTaM ¢ HapyIeHueM
(GYHKIIUH TTOYCK.

Heo6xoanmo obecnieunTs noaaepKanue alekBaTHOTO BOJHOTO OanaHca.

VY ManueHToB ¢ MOYEYHON HENOCTaTOYHOCTHIO MPHUEM allMKIOBHpPAa BHYTPh B PEKOMEHIYEMBIX
J103aX C IENbIO JICUCHUs ¥ TPO(UITAKTUKY HH(EKIUH, BEI3BAHHBIX BUPYCOM IPOCTOTO reprieca, He
OPUBOIUT K KYMYJSILMU Tpenapara J0 KOHILEHTPALMid, MPEBHIAIONINX YCTaHOBJICHHbBIE
Oe3omacHbie ypoBHU. OHAKO Yy MAIMEHTOB C KIUPEHCOM KpeaTWHWHA MeHee 10 mu/MuH 103y
allMKJIOBHPA peKOMeHayeTcs cHKaTh 10 200 Mr BHYTpb 2 pas3a B cyTkH (Kakbie 12 gacon). [Ipu
JICYCHUU BETPSHOM OCHBI U OIOSCHIBAIOIICIO Tepreca pPEeKOMEHAyeMble T03bl TMperapara
COCTaBJISIIOT:

- pu KimpeHce kpearnHuHa menee 10 mu/mun — 800 Mr BHYTpb 2 pasza B CyTKH (Kaxkzapie 12
4acoB);

- ipu KMpeHce kpearnauHa 10-25 mi/muH — 800 MT BHYTpPb 3 pasa B CYTKH (KaXKIIbIe § 4acoB).
eTu
Hemu 6 6ospacme om 3 nem u cmapute

Jleuenue MHd)eKul/llZ, BbI36AHHbLIX BUPYCOM nNpocmoco zcepneca, npod)wzaKmuKa uH(;beKuuﬁ,
Bbl36AHHbBIX BUPYCOM NPOCMO20 cepneca, Yy nayuernios ¢ MMMVHOO@d)MMUWlOM

B BO3pacCTe OT 3neru CTapuie€ — TaAKHEC K€ A03bl, KaK I B3PpOCIIbIX.

Jleuenue sempanou ocnui

B Bo3pacte ot 6 siet u crapuie — 800 Mr BHYTpb 4 pa3a B CyTKH.
B Bo3pacte ot 3 o 6 net — 400 mr BHYTpH 4 paza B CyTKH.

bonee TouHO 103y MOXKHO ompenenuTh U3 pacuera 20 Mr/kr maccel Tena (Ho He 6onee 800 mr)
BHYTpPB 4 pa3a B cyTku. Kypc neuenus cocrapuseT 5 gHei.

HDOG[)LUZCZKWZHKCI peuudugoe uHabeKuuL?, 6bl36AHHbLIX BUPYCOM NpPOCmMoOco cepneca, y ndyuenmaos ¢
HODPMAJIbHbIM UMMYHHbIM CMAMYCOM, JIeYE€HUE ONOACbledrouleco cepneca

I[aHHBIe 0 PEKUME NO3UPOBAHUA OTCYTCTBYIOT.

Crrocob nmpruMeHeHus

Buytps. [Ipenapat MokHO MPUHUMATH BO BpEeMs €J1bl, MOCKOJIbKY MPHUEM MHIIY HE HapyIllaeT B
3HAUYUTEILHOM CTENIEHHU ero abcopOIuio. TabeTku clieyeT 3auBaTh MOJHBIM CTAKaHOM BOJIBI.

4.3. IlpoTuBONOKA3aHUS

L4 FI/IHep‘{}IBCTBI/ITeHBHOCTL K AllUKJIOBHUDPY, BaJIaTUKIIOBUDY niIn J'IIO60My nus3
BCIIOMOT'aTCJIBHBIX BCHICCTB, IEPCUUCIICHHBIX B Pa3acjic 6.1.

o Jlepuuut nakrasbl, HEIEPEHOCUMOCTD JIAKTO3bI, TJIIOKO30-TaJlakTO3Hasl ManbaOCoOpOIus.

. JleTckuii Bo3pact 10 3 Jer.
4.4. OcoOble yka3aHHus 1 MepPbl NMPeI0CTOPOKHOCTH PH MPUMeEHEHUH

C 0CTOPOKHOCTBLIO
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COOTBETCTBYET SKCTIEPTHOMY OTHETY

HEI0CTaTOYHOCTb, ACTHIPATAIMs, OJHOBPEMEHHOE IPUMEHEHHUE C IPYTUMHU HE(PPOTOKCHUHBIMU
npenaparamu.

Oco0ble yKa3auus

IIpogpunaxmuxa eempanoii ocnvl y NayUueHmos ¢ HOPMALbHLIM UMMYHHbIM CIAMYCcoM

JIOCTYIIHBIX JAaHHBIX, IIOJIYYEHHBIX B pE3yJbTaTe NPOBEACHHBIX KIMHUYECKUX HCCIIECIOBAHUM,
HEJI0CTaTOYHO, YTOOBI CliesIaTh BBIBOJ O TOM, YTO NPUMEHEHHE AlMKJIOBHpPA CHUXKAET PHUCK
3a00J1€BaHNs BETPSIHOM OCIIOHN y NAIMEHTOB ¢ HOPMAJIbHBIM UMMYHHBIM CTAaTyCOM.

Conymcemsyrowas mepanusi ¢ Opyeumu He@hpomoKCUUHbIMU Npenapamamu

Puck pa3BuTHs mMo4yeyHON HEIOCTATOYHOCTH YBEIMYUBACTCSA MIPU OJHOBPEMEHHOM MPUMEHEHUHU
C IpYTUMHU HEPPOTOKCHUECKUMU MperapaTamH.

Cocmosinue cuopamayuu

HaI_II/IeHTLI, IMPUHHUMAIOMUEC BBICOKUEC NO3bI ATUKIIOBHUPA BHYTPb, JOJIKHBI I10JIy9aTh JOCTATOYHOC
KOJIMYCCTBO XUJIKOCTH.

HatﬂleHn’lbl NnOJ#ICUI020 803pacma U nayueHnivl ¢ HApyueHuem qbyHKI/ﬂ/llxl no4iexk

[TockonpKy alMKIOBUP BBIBOJUTCS MOYKAaMH, J03bl JOJKHBI ObITh YMEHBIIEHBI MallMEHTaM C
MOYEYHON HEJOCTATOYHOCTHIO (cM. pazaen 4.2.). Y MalMeHTOB MOKUIOT0 BO3PacTa BO3MOXKHO
CHIDKEHHE (YHKIMU TIOYEK, CIIEJOBATEIbHO, JUIS AAHHOW TPYIIBI MAMEHTOB TAKKE MOXKET
noTpeboBaThCs CHUKEHHE J03bl. Kak MOXKWible MAlMeHThl, TaK U MalUeHThl C HApyIICHUEM
(GYHKIMU TIOYEK HAXOMATCS B TPYIIE MOBBIMICHHOTO PUCKA Pa3BUTHS MOOOYHBIX 3(h(HEKTOB co
CTOPOHBI HEPBHOW CHCTEMBbI (OOBIYHO TaKHE PEAKIIMH OOpPATUMBI B OTBET HA OTMEHY Ipernapara)
U, COOTBETCTBEHHO, JIOJKHBI HAXOJUTHCS MO MPUCTAIILHBIM METUIIUHCKUM HaOII0JCHUEM.

Tayuenmoi ¢ 8blpadtceHHbIM UMMYHOOeDUYUMOM

I[J'II/ITGJ'ILHI)IG WM TOBTOPHBIC KYPCHI JICUCHUA ALIMKIOBUPOM Yy IMALIMCHTOB C BLIPAKCHHBIM
I/IMMYHOI[C(I)I/II_[I/ITOM MOTYT NPHBECTH K IIOABJICHHUIO IITAMMOB BHpPYCa C MOHMKEHHOH
YYBCTBUTCIIbBHOCTBIO K AalWKIIOBHPY, KOTOPBIC HE OTBCTAT HaA IMPOAOJLKCHHUEC TCpalunu
AlMUKJIIOBUPOM.

Ilepeodaua unghexyuu

Bcem marnuenTam, ocoOE€HHO MpU HAIWYUM KIMHUYECKUX TMPOSBICHHM, ClelyeT coOIoaaTh
OCTOPO’KHOCTh BO H30€KaHWE TMOTEHIMAIBLHON BO3MOXXHOCTU TI€pelaud BUpYyca, a TaKkKe
MAIUEeHTOB HE00X0UMO HH(DOPMHUPOBATH O ClIydassx OECCUMITOMHOTO BUPYCOHOCUTENIBCTRA.

BcnoMorarensHble BEIECTBA

[Ipenmapat AUUMKIOBUDP COJAEPKUT JIaKTO3y. J[aHHBIN JE€KApCTBEHHBIN IpenapaT HE CIeAyeT
IPUHUMATh TMAalMeHTaM C pEeAKO BCTpPEYalollelcs HacleICTBEHHON HEeNepeHOCHMOCThIO
rajjakTo3bl, JaKTa3HOW HEJOCTATOYHOCTBIO MJIH TUIFOKO30-TalaKTO3HON MaiibabcopOumei.

4.5. BzaumojeiicTBue ¢ [JPYrHMH JeKAPCTBEHHbIMM TMpenapaTtaMd W JApyrue BH/bI
B3auUMOAeliCTBUSA

Hukakux KiIMHUYECKU 3HAYMMBIX BSaHMOJIeﬁCTBHﬁ IIpu MIPUMCHCHUH ITpC€IIapaTa HE OTMEYAJIOCh.
ALMKJIOBUP BBIBOJUTCS] B HEU3MEHEHHOM BHUI€ C MOYOM MMyTEM aKTUBHOM KaHAIBIEBON CEKPELIUH.
Bce npemnaparbel € AaHAaJOrMYHBIM NYTEM BBIBCACHHA MOTYT IIOBbIIIATH IMIJIA3MCHHYIO
KOHIIGHTpaLUIO anukiaoBupa. AnukioBup mnosbimaer AUC TeoduinnuHa npuOIU3UTENBHO Ha
50 % mnpu OOHOBPEMEHHOM IIpUEME, IIOITOMY PEKOMEHAYETCS H3MEpATh IUIa3MEHHBIE
KOHIIGHTpaluN Teo(pUUIMHA TPH OJHOBPEMEHHOM Ha3Ha4YeHHWHU anukioBupa. IIpobenenun u
MAMETUIIMH yBenuduBatoT nokaszarenb AUC (momaas 1mojJ KpUBOW «KOHIICHTPALIUAS-BPEMS»)

4
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IUIa3Me KpPOBH JUISI alMKIOBHpa M HEAKTUBHOrO MeTabonmuta MuKO(peHojara Moderuia,
UMMYHOJICIIPECCAHTa, IPUMEHSIOMIEroCs B  TPAHCIUIAHTOJIOTMH, UPU  OJHOBPEMECHHOM
NpUMEHEHHH 000uX mpenaparoB. OTHAKO KOPPEKIMH J03bl HE TPEOyeTCs BCICACTBUE IIHPOKOTO
TEpareBTUIECKOT0 UHJEKCA al[MKIOBUpA.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

DepTUILHOCTE

Her maHHBIX 0 BIMSHUY allMKIOBHPA HA KEHCKYIO (ePTUIHLHOCTb.

B uccnenoBanun c¢ yuactueM 20 NanMeHTOB MYXKCKOTO I0jla ¢ HOPMAJIbHBIM KOJMYECTBOM
CIepMaTO30HI0B OBLIO YCTAHOBIICHO, YTO MPUMEHEHHE alluKJIOBHPA BHYTPh B J103€ 710 1 I' B CyTKH
B T€UEHHUE 6 MECSIEB HE UMEIIO KIMHUYECKH 3HaYMMOTO BIMSHUS Ha KOJUYECTBO, NOJBUKHOCTD
I MOP(OJIOTHIO CIIEPMATO30H/IOB.

bepeMeHHOCTH

B nocrperucrpannonHom peectpe OepeMEeHHOCTEH PH JICYSHUH allUKIOBUPOM COOPaHbI JaHHBIC
00 ucxogax OepeMEHHOCTH Y JKEHIIMH, MPUHUMABIINX alMKJIOBUD B Pa3HbBIX JIEKAPCTBEHHBIX
¢opmax. [lpum anHamuze JHaHHBIX peecTpa HE OBUIO OTMEUEHO YBEIMYEHHUS KOJIMYECTBA
BPOXKJICHHBIX /1€()EKTOB Y HOBOPOXKAECHHBIX, MAaTEPH KOTOPBIX IPUHUMAIIN AL[UKIOBUD BO BpeMs
OepeMEeHHOCTH, 110 CPAaBHEHHIO C 0OmIel momyssiueil. BoisiBieHHbIE BPOXKICHHBIE Te(EKTHI HE
OTJIMYAINCH €IUHOOOPA3UEM WM 3aKOHOMEPHOCTHIO, MO3BOJIAIOLUIMMU MPEAINONIOKUTh OOLIYIO
MNPpUYIUHY UX BOSHUKHOBCHMU.

OpnHako cnenyeT co0o/1aTh OCTOPOXKHOCTD MPU HA3HAYEHUU Mpernapara KEeHIIMHAM B IepuoJ
OepeMEeHHOCTH U OLEHUBATh IPEAINONaraeMylo IOJb3Y JIi MaTepud U BO3MOXHBIA PUCK IS
1oza.

JlakTarms

[Tocne nmpuema anukioBupa BHYTph B 103¢ 200 Mr 5 pa3 B CyTKH allMKJIOBUD OIpEnesics B
TPY/ZHOM MOJIOKE B KOHIIEHTpaIuu, coctasistomei ot 60 10 410 % nina3zMeHHON KOHLIEHTpalLUH.
[Tpu TakMX KOHIIEHTPALUAX B IPYTHOM MOJIOKE JIETH, HaXOASIIUeCs Ha TPYJHOM BCKapMIIMBaHHH,
MOTYT MOJIy4aTh auuKIoBUp B Jo3e 10 0,3 Mr/kr/cyr. YuuTeiBass 3TO, cieayeT coO0JIr01aTh
OCTOPOKHOCTh MPH Ha3HAYEHUH Tpernapara KOpMSAIIUM KEHIIIMHAM.

4.7. BiusiHMe Ha CIHOCOOHOCTH YNPAaBJIATH TPAHCHOPTHBIMH CpeACTBAaMH W padoTarh ¢
MeXaHUu3MaMHu

HccnenoBanuii BIMSIHUS AalMKJIOBApPA HAa CIOCOOHOCTh K YIPABIEHUIO TPAHCHOPTHBIMHU
CpeICTBaMU WJIM MEXaHW3MaMH HE MPOBOJMIOCHh. CIpOrHO3UPOBATh HETAaTUBHOE BO3CHCTBUE
AIMKJIOBHpAa HA OTH BHJIBI JEATEIHPHOCTH HA OCHOBaHMHM (apMaKOJIOTHYECKHX CBOMCTB
JIEHCTBYIOIIETO BEIECTBA HE MPECTABISAETCS BOZMOXHBIM, HO HEOOXOIUMO YUYUTHIBATh TPOPIITH
M0OOYHOTO ICHWCTBUS AlTUKIOBHUPA.

4.8. HexkesaTeibHbIe peakuu

PesromMe HexenaTeabHbIX pPeaKIil

[IpuBeneHHbIE HIDKE KATETOPHH YaCTOTHI HEXKEIATEIbHBIX PEAKIIHH SIBIISIFOTCS OTICHOYHBIMU. J{71st
OOJBIIMHCTBA HEXKENATENbHBIX pEaKlIUid HEOOXOJUMBbIE MaHHBIE ISl OMPEICNICHUs YaCTOTHI
BCTPEUaEMOCTH OTCYTCTBYIOT. Kpome Toro, 4actora BCTpeuaeMOCTH HEKEIaTEeNbHBIX peakluit
MO>KET BapbHUPOBATH B 3aBUCUMOCTU OT TTOKA3aHMUSI.
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BCTPEUAEMOCTH, OMpPEIEIsIeMON CIEAYIOMUM 00pa3oM: oueHb dacto (>1/10), wacto (>1/100 u
<1/10), mewacto (>1/1000 u <1/100), penxo (>1/10 000 u <1/1000), ouens peako (<1/10 000).

Hapywenus co cmoponuvl Kpogu u iumg@amuyeckou cucmembl
OdeHb peako: aHeMus, JISHKOIIEHUs, TPOMOOIIUTOIICHUSI.
Hapywenus co cmoponvl uMMyHHOU cucmembl

Penxo: anadunakcus.

Hapywenus co cmoponvl HepeHoll cucmembl

Yacro: rosioBHasi 6011b, FOJIOBOKPYKEHHUE.

Ouenp penko: BO3OYXKICHHE, CIYTAaHHOCTh CO3HAHHs, TPEMOp, AaTaKCHs, IU3apTPHs,
raJUTIOLIMHAIMY, NCUXOTUYECKHE CUMIITOMBI, CYAOPOTH, COHJIMBOCTb, 3HIE(danonaTus, Koma.
OO6b19HO 3TN MOO0YHBIE (P (HEKTH HAOTIOJATUCH Y TMAMEHTOB C TOYEYHONW HEIOCTaTOYHOCTHIO
WIN TIPU HAJIMYUU JAPYTUX MPOBOLUPYIOLMX (AKTOPOB U OBLIM, B OCHOBHOM, OOPAaTUMBIMH (CM.
paznmen 4.4.).

Hapywenus co cmoponul Ovixamenvhotl cucmemslt, 0p2ano8 2pyOHOU KIemKU U cpedoCmeHUs.
Penko: oxpika.

Hapywenus co cmoponul diceny0ouno-kuueuno2o mpakma

Yacro: TomIHOTa, pBOTA, IUapesi, 00JIb B JKUBOTE.

Hapywenus co cmoponvl neuenu u dicenueulo0Auux nymei

Penko: oOpaTtrmMoe noBbllIeHUE KOHLIEHTPAMU OUITMPYOHHA U TIEUEHOUHBIX ()EPMEHTOB B KPOBH.
OdeHb peKo: renaTuT, KenTyxa.

Hapywenus co cmopoHbl Kodicu u NOOKONACHBIX MKAHEl

YacTo: 3y1, Chlllb, B TOM 4KciIe (POTOCEHCUOMITU3ALIMSL.

Heuacro: xpanuBHuIla, ObicTpoe nuddy3Hoe BbITaACHUE BOJIOC.

HOCKOHLKy 6BICTpOC I[PI(I)(I)}GHOC BBIITaAACHHEC BOJIOC Ha6J'IIOI[aeTC}I IIpU pa3JINIHBbIX 3a00JIeBaHUSX
" IpUu TCpali MHOTYUMHU JICKAPCTBECHHBIMU CPEACTBAMHU, CBA3b €ro C IMPpUEMOM allMKJIOBHUpA HE
YCTAaHOBJICHA.

Penko: aHrHOHEBPOTHUYECKHI OTEK.

OdeHb peaKo: TOKCHUYECKHH JMHIepPMalbHBIM HEKpPOIu3, MYyIbTU(OPMHAS OSKCCyTaTHBHAsS
spuUTeMa.

Hapywenus co cmopoHuvl nouex u Mouesvbi800auux nymet

Penko: moBpIIeHNE KOHIIEHTPAIIMH MOUYEBHHBI U KPEaTHHUHA B CHIBOPOTKE KPOBH.

OueHb penko: ocTpasi IoueyHasi HeJOCTATOYHOCTh, TOYEYHAas KOJIHUKA.

[Touyeunas koJMKa MOXKET OBITh CBSI3aHA C TMTOYEUHON HEAOCTATOYHOCTHIO M KPUCTAILTYpHEH.
Obwue Hapyuienus u peaxyuu 8 mecme 88e0eHUs

Yacro: yToMIsieMoCTb, TUX0PAIKa.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHO co00maTh 0 MO103pEeBaEMbIX HEKETATEIBHBIX PEAKIUIX ITOCIIe PETUCTPAIIH IIpernapaTa ¢
[EeNbI0  O0ECTleueHus:  HEMpPEephIBHOTO  MOHUTOPWUHTA  COOTHOIIEHUS  «IIOJIb3a-PUCK)
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIYETCsl cOoOmaTh O JTHOOBIX
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MOI03PEBACMBIX HEXKEIATCIbHBIX PEaKIUIX J'IeKaDCTBeHHO}E)'%BaTEE%IbEIS—};a-[IHOT{aUTBHBIe

CHUCTEMBbI COOOIICHUSI O HEXENATeNbHBIX PEAKIUAX TocyAapcTB — uieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccniickas ®@enepanus.

QenepalnibHas Cityx0a 1o Haa30py B cepe 3paBoOXpaHEHUsI.

Anpec: 109012, r. Mocksa, CnaBsiHCKas TUIOIIanb, a. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03.

OnekrponHas modra: pharm@roszdravnadzor.gov.ru uiau npr@roszdravnadzor.gov.ru
Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CUMOTOMBI

AUMKIIOBUD JIUIIB YACTHYHO abcopOupyeTcs B JKeIyJ0uHO-KUIIeyHOM TpakTe. Kak mpaBuio, npu
CIIy4aifHOM OJHOKPAaTHOM IpHeMe alukiaoBupa B q03e 10 20 T Tokcudeckue d3PGeKThl He ObuH
3aperucTpupoBanbl. [Ipy MOBTOPHBIX MpHEMax BHYTPh B TEYEHHE HECKOJIbKHUX JHEH [03,
MPEBBIIIAIOIINX PEKOMEHJAOBAHHBIC, OTMEUAJINCh HAPYIICHHS CO CTOPOHBI JKETyI0YHO-
KHILIEYHOTO TpakTa (TOIIHOTa, PBOTA) M HEPBHOW CUCTEMbl (ToJIOBHas OONb M CIIYTAHHOCTH
CO3HAHMUS).

HHuorna MOTYT Ha6J'IIOI[aTLC$I TaKHNC HCBPOJIOTHYCCKHEC 3(1)(1)CKTLI, KaK CYJOPOKHBIC IPUIIAOKH,
KoMa.

Jleuenue

HaHI/IeHTI)I HYXJIAIOTCA B THIATCIBHOM MCIAUIUHCKOM Ha6J'IIOI[€HI/II/I C INICIbIO BBIABJICHHUA
BO3MOXXHBIX CUMIITOMOB MHTOKCHUKAaIIUH.

AIII/IKJ'IOBI/Ip BBIBOAUTCA M3 OpraHv3sMa C IMOMOIIBIO reMoJinainia, IMo3ToOMy reMoJuainid MOXKET
OBITh UCIIOJIB30BaH IJIg JICUCHUS IIEPCAO3UPOBKU.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoIUHAMHYeCKHUe CBOIiCTBA

®apMakoTepaneBTUYECKass TpyIa: MNPOTUBOBUPYCHBIE CpPEJICTBA CHCTEMHOTO JEHCTBUS;
IIPOTUBOBUPYCHBIE CPEACTBA NPSIMOrO JEHCTBUS; HYKICO3UABl U HYKJICOTHUIBl, KpOMe
MHTHOUTOPOB 0OPAaTHOM TPAHCKPUIITA3HI.

Kox ATX: JOSAB01

dapmakoagnaammnueckne YO HeKTol

Mexanusm oeticmeus

AUUKIOBUP — 3TO CHUHTETHYECKMH aHaJOr IypUHOBOTO HYKJEO3HJAa, KOTOpBIA oOjanaer
CIIOCOOHOCTBIO MHTHOMPOBATH IN VItr0 u IN VIVO BUpYCHI reprieca YelioBeKa, BKIIOYAs BHUPYC
npoctoro repreca (BIII') 1-ro u 2-ro TunoB, BUpyC BETPSIHON OCIBI U OMOSICHIBAIOLIETO reprieca
(Bapuueta-3ocrep Bupyc, Varicella zoster virus (B3B)), Bupyc Ommreitna-bapp (3bB) u
nuromerasioBupyc (LIMB). B kynapType kieTok anmukioBup oOjagaeT HambOosee BhIpaKEHHON
MIPOTUBOBUPYCHOW aKTHUBHOCTHIO B oTHOIIeHUU BIIT'-1, nanee B mopsiike yObIBaHHSI aKTHBHOCTHU
cnenyrot BIII'-2, B3B, ObB u [IMB.
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NHrunbupytoiee AeiicTBUE allUKIOBHPA HA BUPYCHI repné@e‘t"(ﬂflﬁgf;: %H-EE{' %@B'gﬁBln'ﬁMB)

UMEET BBICOKOM30HMpaTEIbHBIN XapakTep. AIMKIOBHP HE SBIsIETCS cyOcTpaToM Juis (pepmenTa
TUMUJUHKUHA3bl HEMH(UIUPOBAHHBIX KJIETOK, OITOMY AIlMKIOBUP MAOTOKCUYEH JUISl KJIETOK
miekonutaonmx. OqHaKo THMHUIMHKHHA3a KJIETOK, WH(puIpoBaHHbXx Bupycamu BIIT', B3B,
ObB u IIMB, mpeBpaimiaer anukiIoBUp B alMKIOBHpa MoHOGOchaT — aHAJIOr HYKJICO3HWIa,
KOTOPBI 3aTeM IOCeNoBaTeIbHO IpeBpamaercs B audochar u tpudochaT mox neicTBrueM
KJIETOYHBIX (hepMeHTOB. Brimtouenue anuknoBupa Tpudocdara B nenouky BupycHor JJHK u
MOCIIEAYIONIUI OOPHIB IIeTH OJOKHPYIOT JATbHEHITYIO perutiukaiuio BupycHoit JJHK.

VY nanmeHToB ¢ BHIPAKEHHBIM UMMYHOIE(UIIUTOM JITUTENbHbBIE UM TOBTOPHBIE KYPChl TEpanuu
AUMKIJIOBUPOM MOTYT IIPUBOJIUTH K MOSIBJICHUIO PE3UCTEHTHBIX IITAMMOB, IO3TOMY JAJIbHENIIEE
JICYEHUE AlUKIOBUPOM MOXKET ObITh HEI(DPEKTUBHBIM. Y OOJBIIUHCTBA BBIJCICHHBIX IITAMMOB
CO CHWXECHHOW YYBCTBUTEIBHOCTBIO K aUMKIOBHUPY OTMEYAJIIOCh OTHOCUTEIIBHO HHU3KOE
COJICpKaHUE BHUPYCHOW THUMMJIMHKMHA3bl, a TaKXe€ HapyLIEHUE CTPYKTYpPbl BHUPYCHOM
tumuauHKuHa3el win  JIHK-monumepassl. Bo3npeiicTBue anukiIoBUpa Ha IITaMMBlI BUpPYca
npocroro repmeca (BIII) in Vitro Ttakke MOXeT NPUBOAWTL K OOpa30BaHHIO MEHEE
YYyBCTBUTEJBHBIX K HEMY IITaMMOB. He ycTaHOBIIEHA KOppEIsuus MEXIAY YyBCTBHUTEIbHOCTHIO
mTaMMOB BHpyca mpocroro reprmeca (BII) k amukiaoBupy in VItr0O W KIMHHYECKO#
3 PEKTUBHOCTHIO Mperapara.

5.2. ®apMaKkoOKHHeTHYeCKHEe CBOicTBA

BcacriBanue

AUUMKIIOBUD TOJBKO YacTUYHO abcopOupyetcs u3 kumeunuka. [Tocne nmpuema 200 Mr anukiioBupa
KaX/ple 4 vaca CpeJHssi MaKCMMallbHas PaBHOBECHAs KOHICHTpAIMs B mia3Me KpoBU (CsSmax)
cocraBnsiia 3,1 MkM (0,7 MKr/mit), a cpenHsss paBHOBECHas MHHHMMAalbHAasi KOHIIGHTpAIUs B
riazme KpoBH (Cssmin) — 1,8 MkM (0,4 mxr/mi). [Tpu npueme BHyTpb 400 Mr u 800 Mr arfukiioBupa
kaxzabie 4 yaca Cssmax cocTtaBisna 5,3 MkM (1,2 Mxr/mi) u 8 MKkM (1,8 MKI/MIJT) COOTBETCTBEHHO,
a CsSmin — 2,7 MkM (0,6 Mxr/mi) u 4 MkM (0,9 MKT/MIT) COOTBETCTBEHHO.

Pacnpenenenue

KonuenTpanus anukioBupa B CIMHHOMO3TOBOM KUAKOCTH cocTaBisieT npuoan3utenbHo 50 % ot
€ro KOHIICHTPALIUHU B IIJIa3ME KPOBH.

C Oenmkamu TUIa3Mbl KPOBH AIlUKJIOBHP CBSI3bIBaCTCS B He3HauWTesnbHOM cterneHu (9-33 %),
II03TOMY JIEKAPCTBEHHBIE B3aUMOJCUCTBHSI BCJIEACTBUE BBITECHEHUS U3 YYaCTKOB CBS3BIBAHUS C
OeskaMH I1a3Mbl KPOBU MaJIOBEPOSITHBI.

BriBeienne

VY B3poCIBIX IOCIIE IpHEMa alWKIOBHpPAa BHYTPb NEPHUOJ ITONYBBIBEJICHUS U3 IUIa3Mbl KPOBHU
COCTaBIISAET OKOJIO 3 4. bospliast yacTh allMKJIOBUPA BBIBOAUTCS TOYKAMH B HEU3MEHEHHOM BHJIE.

IToueunsrit KIIMPCHC AaIUKJIOBHpa 3HAYUTCIBHO MPEBBIMIACT KIHUPEHC KpEaTUHHHA, 4YTO
CBUJIETEJICTBYET O BBIBEICHUH AIUKIOBUPA MIOCPEACTBOM HE TOJIBKO KIIyOOUKOBOH (pUIBTpAIH,
HO ¥ KAHAIBIIEBOM CEKperuu. 9-kapOOKCHMETOKCHU-METHITYaHHUH SIBJIIETCSI OCHOBHBIM
METa0OoJIUTOM aIMKIOBUpa M cocTaBisgeT okoino 10-15 % no3el, BeIBOgMMOM ¢ Mouoi. Ilpu
Ha3Ha4YeHUH aluKiIoBHpa yepe3 1 4 mocie nmpuema 1 r npoOeHenuaa nepuoj MOTYBBIBEICHUS
arksioBupa 1 AUC (rutomaas most papMaKkOKMHETHYECKON KPUBOW «KOHIIGHTPALIUs — BPEMSI»)
yBenuuuBaiuch Ha 18 u 40 % cCOOTBETCTBEHHO.

Oco0bIe I'pynnbl DaNMCHTOB

Toueunas neoocmamournocmo

Y nauMeHTOB € XPOHUYECKOW ITOYEYHOM HEIOCTAaTOYHOCTBIO MEPHOJ IOJYBBIBEACHUS
alMKJIOBUpA COCTaBis B cpeaneMm 19,5 4. Ilpu mpoBeneHun remMopuannia CPpEeIHUN MEepUo
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BpEMs IMain3a CHIKatach Npuoau3nuTenbHo Ha 60 %.
Jluya nosrcunozo sospacma

VY NOXWIBIX MAMEHTOB OOIIUI KIMPEHC allMKIOBUPA C BO3PACTOM CHUIKACTCS MapauIeiIbHO CO
CHI)KCHHMEM KJIMPEHCAa KpEeaTHHUHA, OJHAKO MEepHUO]l MOJTYBBIBEACHHS AlUKIOBHpPA HU3MEHSETCS
HE3HAYUTEIBHO.

BUY-unguyuposannvie nayuenmol

[Ipy OIHOBpEMEHHOM IPHUMEHEHHH aIMKIOBUpa W 3upoByauHa BUY-undunmpoBaHHBIME
nalveHTaMu  (papMaKOKMHETHYECKHE XapaKTePUCTUKU OOOMX IIpernaparoB IPaKTUYECKH He
U3MEHSIIUCH.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BECIIECCTB

Caxap MOJIOYHBIH (J1aKTO34).

Kpaxman kapTodenbHBIH.

Kpemuus 1uokcu KOJIIOUIHBIN (a3pOochi).
Kanpnus creapar.

IToBunmon K-25.

6.2. HecoBMeCcTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roa.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPU XPAHEHUH

[Tpu Temneparype He Bbie 25 °C, B OpUrHHAJIBHON yIakoBKe (KOHTypHas sSUeiKoBasi yrakoBKa
B [TAUKE) JUISl 3aIUTHI OT CBETA.

XpaHUTh B HEAOCTYITHOM JIJIsI JIETEil MecTe.
6.5. XapakTep u coaep:kaHHe YNAKOBKH

[To 10 Tabnerok TmOMENIAIOT B KOHTYPHYIO SYEHKOBYIO  yIAaKOBKY M3  IUICHKHU
MOJIMBUHUJIXJIOPUAHON U (POIBTY aTIOMUHUEBON MEYaTHOM JTJaKUPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYPHBIX SYEUKOBBIX YIAKOBOK BMECTE C MHCTPYKLHUEH 110 MEAUIIMHCKOMY
MPUMEHEHHUIO ITOMEIA0T B MAUYKy U3 KapTOHA.

6.6. OcoOble  Mepbl  NPEAOCTOPOKHOCTH  NPHM  YTHIM3AUMM  HCHOJIb30BAHHOIO
JIEKapPCTBEHHOI'0 Mpenapara Wjiv 0TX0J0B, MOJy4YeHHBbIX Moc/ie NIPUMeHeHus npenapara, u
Apyrue MAHUMYJISHUY ¢ TPenapaTom

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.
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7. TEPKATEJb PETUCTPAIIMOHHOI'Q YI[OC%EMHTEHEH': CTE 0002)

Poccniickas ®@enepanus.

AK1moHepHoe 00mecTBo  «Ycoibe-CHOUpckuil  XUMHUKO-(hapMaleBTuIeckuii  3aBo» (AO
«Y conbe-Cubupckuii Xumpapm3aBom»).

665452, Npkyrckas o01., 1.0. ropoa Yconbe-Cudbupckoe, tep. [IpoMbIIUICHHBIH MaccHB, YII.
Nunycrpuanshas, 31. 62.

Temn.: +7 (395) 435-89-08.
OnekrponHas modra: usolpharm@usolpharm.ru

7.1. IlpeacraBuTe b AepaKaTessi perucTPAIHOHHOIO YA0CTOBEPEeHH s

[Iperen3un norpeduTene HAIPaBIATh 10 aAAPECY:

Poccuiickas ®@enepanus.

AkmmoHneproe o0mecTBo  «Yconbe-CHOUpCKUil  XUMUKO-(hapmaneBTHIeckuii  3aBoa» (AO
«Y conbe-Cubupckuit xuMpapmzaBom).

665452, HUpkyrckast o0i., T.0. Topoxa Yconbe-Cubupckoe, tep. [IpoMBIIUICHHBI MacCUB, VII.
Wupycrpuanehas, 31. 62.

Ten.: +7 (395) 435-89-08.

Onekrponnas modra: usolpharm@usolpharm.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpEnapaT OTHOCUTCS K KATETOPHUM OTITYCKa IO PELENTY.

O6H13.}I XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapara AI_II/IKJ'IOBI/Ip AOCTYIIHA B CJUHOM PECCTPC
3apPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uilcCKOro SKOHOMHYECKOI'O COK03a U Ha
ounmanbHOM canre YIIOJIJHOMOYEHHOTO oprasHa (aKcriepTHOM OpraHM3aliN)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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