COOTBETCTBYET 3Ki
 or21012025N21132
OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTOTIPEIAPATA” 704

CEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

3oBupaxc, 200 Mr, TaOJIeTKH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JlelicTByrolI€€e BEIIECTBO: AllUKJIOBHP.
Kaxxnas Tabnerka copepxut 200 Mr aiukioBupa.

BcnoMmorarenbHbIe BCIICCTBA, HAJTMYMEC KOTOPBIX HAA0 YUYUTBIBATH B COCTABE JICKAPCTBEHHOI'O

mpernapara: J1akTo3bl MOHOTUApaT (cM. pazzaen 4.3).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Ta0meTku.

EGJII)IG, KpYTJbIC, OBOAKOBBIITYKIJIBIC Ta0JICTKH C BI)IIlaBJIeHHOfI C 0I[HOI>1 CTOPOHBI HAAIIMCBIO

«GXCL3» u rnankue ¢ APyroi CTOPOHBI.

4, KIMHUYECKUE JAHHBIE
41. Tloka3aHusl K NPUMEHEHHIO

— JleueHue I/IH(1)CKI_II/II‘/'I KOXKH U CIIM3HUCTBIX O6OJ'IO‘IGK, BBI3BAHHBIX BUPYCOM IIPOCTOTO I'epIlieca,

BKJIFOYAs IEPBUYHBIA U PELUAVBUPYIOLIMI N'€HUTAIBHBIN TepIIec;

— npoduiakTHKa penMIUBOB HH(EKUUH, BBI3BaHHBIX BHPYCOM MPOCTOrO repreca, y

MNanuceHTOB C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

- HpO(l)I/IJ'IaKTI/IKa I/IH(beKI_II/II\/’I, BbBI3BAHHBIX BHUPYCOM IIPOCTOI0 reprueca, y MHManueHTOB C

UMMYHOAE(PUITUTOM;

— JICYEHHUE BETPSHOM OCIBI U ONOSICHIBAIOILEIO repreca (paHHEe JEUEHHE ONOSICHIBAIOILETO
reprieca aluKIOBUPOM OKa3bIBaeT aHAJIBIE3UPYIOUINI 3P(PEKT U MOXKET CHU3UTh YacCTOTy

BO3HUKHOBEHUS IOCTIEPIIETUUECKON HEBPAJITHH).
4.2.  PexuM 103MPOBAHMA U CNIOCOO MPUMEHEHUs

Pexxum go3upoBaHus

Bspocnvie

Jleyenue qu)ekuuﬁ KooCu U causucmuvlx 060]10’{81(', Bbl36AHHbBIX BUPYCOM NPOCHIOCO0 2epneca,

BKIIIOYASL NEPBULHBIU U peuudueupwomuﬁ 2CHUMANILHbILL 2epnec

I[J'I}I JICUYCHUA I/IH(I)CKI.IHfI, BBI3BBAHHBIX BHUPYCOM IIPOCTOro repricca, pECKOMCHAYCMasA /1034

npenapara 3oBupakc coctaBisier 200 Mr BHYTph S5 pa3 B CyTku (Kaxnaple 4 yaca, 3a
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MPOJUIEH MIPU TSKENBIX MEPBUYHBIX HHPEKIUAX.

B cnywae BelpaxkeHHOro MMMyHOAe(duIMTa (HAmpuUMeEp, MOCIE TPAHCIUIAHTAIIMA KOCTHOTO
MO3ra) WU [IPU HapyLIEeHUH BCACcbIBaHUS U3 KUILEYHMKA J]03a IIpernapaTa 30BUpaKC, TabIeTKU
MokeT ObITh yBenumueHa 1o 400 mr. B kauecTBe anbTepHATHUBBI MOXKET OBITH paccMOTpEeHa
BO3MOXXHOCTh MPUMEHEHUS Mpernapara 30BUpPAKC B JIEKAPCTBEHHON (opme muoduiusar s

MPUTOTOBJICHUS pAacTBOpa ISt HHPY3UH.

Jleuenne HEOOXOAMMO HAYMHATH KaK MOXXHO PaHbILE MOCJIE€ BOSHUKHOBEHHS WH(EKIUH; TPU
peuuauBax IpenapaT peKOMEHIyeTcs Ha3HadaTb yK€ B MPOJPOMAILHOM IEpUoJe WU MpU

IMOSBJICHUM IICPBBIX DJICMCHTOB CBIIIH.

HDOd)MJZaKWIMKa peuudueoe qu)eKZ/{MZZ, Bbl36AHHbBIX 6UPYCOM NPOCNIOSO 2epnecd, Y ndyuernos

C HOpMAllbHbIM UMMYHHbBIM Cmamycom

Jns mpodunakTuku peuuguBOB HMH(EKIMI, BBI3BAHHBIX BUPYCOM IPOCTOrO reprieca, y
MAIMEHTOB ¢ HOPMAaJIbHBIM MMMYHHBIM CTaTyCOM PEKOMEHJyemasl /103a mpemnapara 30BHpaKC

coctasisieT 200 Mr BHYTph 4 pasza B CyTKH (Kax/able 6 4acoB).

MHoruM nanueHTaMm MoAXoauT Oonee yaooHas cxema tepanuu 400 Mr BHYTpb 2 paza B CyTKH

(xaxapie 12 yacoB).

B psape cnydaeB okasbiBatoTcs 3G (GeKTHUBHBIMU Oojiee HU3KHE 03Bl Ipernapara 30BHPaKC:
200 mr BHYTpH 3 pa3za B cyTkH (Kaxable 8 yacoB) win 200 MTr BHYTph 2 pa3a B CYTKU (KaKIbIe

12 gacos).

Y HEKOTOPBIX MAIMEHTOB MOKET MPOU30MTH 000CTpeHre UH(MEKINH MIPH MPHUEMe CyMMapHOM

cyTO4YHO# 10361 800 MT.

Jledenue mnpenaparoM 30BHpAKC CIEAyeT NpephiBaTh depe3 Kaxable 6—12 mecsrer s

BBISBJICHUS BO3MOXKHBIX M3MEHEHMI B TeUCHHE 3a00JICBaHUA.

Hpoabuﬂakmuka MHd)eKLH/HZ, 6bI36AHHbLIX 6UPYCOM NpPOCMO2O cepneca, VY nayueHmos cC

UMMYHOOeduyumom

Jnsg npopunakTUku HMHGEKIHH, BBI3BAaHHBIX BHUPYCOM IPOCTOrO repreca, y MalUEHTOB C
UMMYHOJEPUIIMTOM peKoMeHayeMmasi Jfo3a mnpenapara 3oBupakc cocTtaBiseT 200 Mr BHYTphb

4 pa3a B CyTKH (KaxJiple 6 4acoB).

B ciydae BblpakeHHOro MMMyHoAeduUIUTa (HampuMmep, MOCIE TPAHCIUIAHTAIMM KOCTHOTO
MO3ra) WIM INpU HApyLIEHWU BCAChIBaHWS W3 KHILIEYHMKA J03a Ipernapara MOXET ObITh
yBenuueHa A0 400 mr BHYTph. B KadecTBe anbTEepHATUBBI MOMKET OBITH pPacCMOTpEHa
BO3MOXKHOCTh NPHUMEHEHHs Ipenapara 30BHPAKC B JIEKapCTBEHHOU ¢opme IHopuiInsar amis

IPUTOTOBIICHUS pacTBOpaA JUIsl UHDY3UA.

[TpomomkuTeNbHOCT MPOPUIAKTUUECKOTO Kypca TEepamuu OMpeaenseTcs IIUTEITbHOCTHIO

Mepuo/ia, B TeYCHUE KOTOPOTO CYIIECTBYET PUCK MH(DHUITMPOBAHHS.
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Jleuenue sempsanoil 0cnbl 1 ONOACHIBAIOULE20 2epnecd

Jlns nedeHns: BETPSHOW OCHBI M OMOSCHIBAIOIIETO repreca peKoOMeHIyemas jJo3a Ipernapara
3oBupaxc cocraiseT 800 Mr BHYTpb 5 pa3 B CyTKH (Kaxable 4 yaca, 3a HCKIOUEHUEM IIEpuoaa

HOUYHOTO0 cHa). Kypc sieuenus cocraBisieT 7 JHEH.

Jleuenue OIIOACBIBAIOLICTO I'epri€ca CICAYCT HAYMHATh KaK MOKHO PAaHbBIIC OT MOMCHTA IICPBBIX

MIPOSIBJICHUI 3a00JI€BaHMs, TaK KaK B 3TOM CiIydae jeueHue Oyznet 6osee 3 (HeKTHBHBIM.

Jleuenue BeTpHHOﬁ OCIIbI y IMAIITMCHTOB C HOPMAJIbHBIM HMMYHHBIM CTAaTyCOM CJICAYCT HAYaThb B

TeueHnune 24 4acoB ¢ MOMEHTA MOABJIEHUS BBICHIITAHHN.

VY NanueHToB ¢ THKEIbIM UMMYHOAEhUIUTOM (HApUMep, MOoce TPaHCIUIAHTALUU KOCTHOTO
MO3ra) WM TMpH HapyIIEHWH BCAChIBAaHUS U3 KHUIIEYHHKA HEOOXOJUMO pPacCMOTPETh
BO3MOXXHOCTh Ha3HAueHHsI TpernapaTra 30BHPAKC B JIEKApCTBEHHOH ¢Gopme nuodummzaT amis

MPUTOTOBJICHUS PacTBOpa Jist HHPY3UM.

Oco0nIe I'pYIHIIBI NAIIMCHTOB

HGI/{MEHmbl nooJKIcus1020 eo3pacma

HCO6XOIH/IMO YUYUTBIBATL BCPOATHOCTb HAJIWYHA IIOYCYHOH HCAOCTATOYHOCTH Yy HNAOWCHTOB
IMMOXWJIOTO BO3pacTa, AO3bI JOJIKHBI OBITh CKOPPCKTUPOBAHbBI B COOTBECTCTBHU CO CTCIICHLIO

MOYEYHOM HEJJOCTATOYHOCTH (CM. Toapasnen «llayuenmul ¢ HapyuieHuem GYHKYUY nowexy).
HeoOxomumo o0ecrieunTh MoIepyKaHue aJIeKBaTHOTO BOJHOTO OallaHca.
THayuenmoi ¢ HapyweHuem hyHKyuu novex

Heob6xoauMo co0umoaTe OCTOPOXKHOCTD NPHU Ha3HAYEHUH IpenapaTa 30BHPAKC MAIMEHTaM C

HapyleHreM (QyHKIMU TOYeK.
Heob6xonumo obGecrnieunTs nojJiepKaHue aIeKBaTHOTO BOAHOTO OanaHca.

VY nmanueHToB ¢ NOYEYHOM HEAOCTaTOYHOCTHIO MPUEM allUKJIOBHPA BHYTPb B PEKOMEHIYEMBIX
J103aX € LENbI0 JIeUeHUs U TPOPUITaKTUKY MH(PEKUNH, BEI3BAHHBIX BUPYCOM MPOCTOr0 reprieca,
HE IPUBOJIUT K KyMYJUSIIMM Ipenapara 10 KOHLEHTpAlWil, MPEBBILAIIUX YCTaHOBICHHBIE
6e3omacHble ypoBHH. O/IHAKO y MAIMEHTOB C KJIMPEHCOM KpeaTuHUHa MeHee 10 Mi/MUH 103y
npenapata 30BUPAKC PEKOMEHIyeTcs cHukaTh A0 200 Mr BHYTpb 2 pa3a B CyTKU (Kaxable

12 gacos).

HpI/I JCYCHHUHU BeTpHHOﬁ OCIIbI U OITOACBIBAIOLICTO I'€pIrICCa PEKOMCHAYCMBIC NO3bI IIpCIlapaTa

30B1/1pa1<c COCTaBJIAIOT:

— npu wmpeHce kpearnanHa MeHee 10 mur/mua — 800 Mr BHYTpH 2 pa3a B CyTKH (Kaxable

12 yacoB);

— npu kimupence kpeatwHuHa 10-25 Mur/muH — 800 Mr BHYTph 3 pa3a B CyTKH (Ka)able

8 vacos).
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Jlemu 6 so3pacme om 3 1em u cmapuie

Jleuenue qu)eKuuﬁ, BbI36AHHbBIX BUPYCOM NPOCHIOZO 2cepneca, npod)uﬂakmuka qu)eKuuﬁ,

BbI36AHHbIX BUPYCOM NPOCMO20 cepneca, ¥y nauuernmaos ¢ MMMVHOOBd)uuumOM

— B BO3pacTe OT 3 et u CTapme — TaKue XE J03bl, KaK IJId B3POCIIbIX.

Jlewenue eempanou ocnoul

— B BO3pacre ot 6 yiet u crapuie — 800 mMr BHYTpH 4 pa3a B CYTKH;
— B BO3pacre ot 3 10 6 et — 400 mr BHYTPH 4 pa3a B CyTKH.

Bonee TouHO 103y MOXHO ompeneauTs u3 pacdyera 20 Mr/Kkr maccel Tena (Ho He 6osee 800 mr)

BHYTpb 4 paza B cyTku. Kypc jieueHust coctaBiser 5 THei.

HDO(Z)M]ZCZKWIUKCZ peuudueoe qu)eKuuﬁ, BbI36AHHbBIX 6UPYCOM NPOCNIOSO 2epnecd, Y ndyuernoes

C HOpMAJbHbIM UMMYHHbBIM CMAmMyCcom, Jle4eHUue onosicvlearuieco cepneca

I[aHHBIe 0 PCKHUME NO3UPOBAHUA OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

[Tpenapat 30BUpaKc MOKHO IPUHUMATh BO BpeMs €7bl, IOCKOJIbKY IIPUEM MUILU HE HapylIaeT
B 3HAUUTEIBHOW CTemeHu ero abcopOuuro. TabneTku cieayeT 3amuBaTh MOJTHBIM CTaKaHOM

BOJIBI.
4.3. IlporuBomoka3zaHusi

— l'unepuyyBcTBUTENBHOCT, K AaUMKIOBUPY WM BAJALMKIOBUPY WM JIOOOMYy U3

BCIIOMOTaTeJbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zaene 6.1;
— JIETCKHUH BO3pacCT A0 3 JET.
4.4. OcoOble yka3aHUsl U MepPbI NPEA0CTOPOKHOCTH NPH NPUMEHEHN U

I[OCTYHHI)IX JAaHHBIX, IMOJIYYCHHBIX B PE3YyJIbTAaTC IMPOBCACHHBIX KIIMHHYCCKUX HCCHG}IOB&HI/I?I,
HEJOCTAaTOYHO, YTOOBI CAcIaTb BBIBOA O TOM, YTO NMPUMCHCHHEC AlMKIOBHPA CHHIKACT PHCK

3a00JIeBaHUs BeTpHHOﬁ oCIIon Yy NallMC€HTOB ¢ HOPpMAJIbHBIM HMMYHHBIM CTAaTyCOM.

Puck Pa3BUTHUA IMOYE€YHON HEAOCTAaTOYHOCTH YBCIUYUBACTCA ITPU OAHOBPECMEHHOM NPUMCHCHHU U

C ApyruMH HEHPOTOKCHYECKUMHU TIperapaTaMu.
Cocmosnue cuopamayuu

HaLII/ICHTBI, IMPpUHHUMAIONIME BBICOKHUEC O3Bl IpCIiapara 3OBI/IpaKC BHYTPb, OOJDKHBI IOJTYy4YaTh

JO0CTATOYHOC KOJIMYCCTBO XUAKOCTH.
HauueHmbz NOS2HCUSI0C0 803pacma u nayuermasl ¢ HapyuteHuem d)yHKI/!uu novyex

HOCKOJIBKy AIMUKIIOBUP BBIBOJUTCA IMOYKaMH, AO3bI JOJI?KHBI OBITH YMCHBIICHBI MMAIUCHTaM C

MOYEYHOM HEIOCTaTOYHOCTHIO (CM. pasaci 42) V mamuyeHTOB IMOXKHUIOro BO3pacTa BO3MOKHO
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CHI)KeHHE (DYHKUIUU TOYeK, CIeAO0BATEIbHO, s ,I[aHH%jP'II:F[:)'JHFEéLﬁEE%I:::I%II}IE'CIJI;/:II(—)I%K.IGT

MY OTUETY

noTpe0oBaThCs CHMXKEHUE 103bl. Kak moxuible ManueHThl, TaK M MalUeHThl ¢ HapylIeHUeM
(YHKINHU [TOYEK HAXOATCS B TPYIIIE MOBBIIIEHHOTO PUCKA Pa3BUTHs MOOOYHBIX 3()h(HeEeKToB co
CTOPOHBI HEPBHOM cUCTEMBI (0OBIYHO TaKUE peakliui oOpaTUMbI B OTBET HAa OTMEHY IIperapara)

U, COOTBETCTBEHHO, JIOJKHBI HAXOAUTHCS MO MPUCTAIBHBIM METUIIUHCKUM HAOII0JCHHEM.
Tayuenmsi ¢ 8vipasicenHbIM UMMYHOOeDuyumom

I[HHT@HBHBIG HWJIM MOBTOPHLBIC KYPCHI JICHCHHA AllUKIIOBUPOM Y HNANHMCHTOB C BbIPA)KCHHBIM
I/IMMYHOI[e(bI/II_II/ITOM MOTYT NPHBCCTH K IIOABJICHUIO MITaMMOB BHpPYCa C MMOHMKECHHOM
YYBCTBUTCIIBHOCTBIO K AalMKJIOBHUPY, KOTOPBIC HE OTBETAT HaA IPOAOJDKCHHE TCpallnuu

AIUKIIOBUPOM.
Ilepedaua ungexyuu

Bcem manmenTtam, 0COOGHHO MPU HATMYUU KIMHUYECKUX TPOSBICHUN, CIEAyeT COOMIOAaTh
OCTOPOXKHOCTh BO H30ekaHHE MOTEHIMATbHOW BO3MOXKHOCTH TNepefaddl BHpyca, a TaKkxke

NanrucHTOB H606XO,Z[I/IMO I/IH(l)OpMI/IpOBaTB 0 CiIydasax 0€CCUMIITOMHOIO BUPYCOHOCHUTCIILCTBA.

BcrioMmorareiabpHbIe BENIECTBA

[Ipenapar 3oBupaKc coaepkut JakTo3y. [larenTam ¢ peiko BCTpEUaroIIeics: HacIeICTBEHHON
HENEPEHOCUMOCTBIO TalaKTO3bl, ACGUIUTOM JIAKTa3bl JIOMAapell WU TIIOKO30-TalaKTO3HON

ManbabcopOIuel He cieayeT IPUMEHSITh ATOT Mpenapar.

45. B3aumopeiicTBHe ¢ APYIrMMH JIEKAPCTBEHHBIMH NpenapaTamMM W [pyrue BH/bI

B3auUMOAEliCTBUA

Huxakyux KIMHUYECKH 3HAUYMMbBIX B3aUMOJACUCTBHI IIpu NMPUMCHCHUU IIpeIiapaTa 3OBI/IpaKC HC

OTMCYAJIO0Ch.

AULUKIIOBUD BBIBOJUTCS B HEM3MEHEHHOM BHJE C MOUOM IyTeM AaKTUBHOM KaHaJbIEBOU
cekpernuu. Bee nmpenaparbl ¢ aHaTOTHYHBIM ITYTEM BBIBEJCHHSI MOTYT MOBBIIIATH MJIa3MEHHYIO
KOHIIEHTpAIMIO alukioBupa. Aruknosup nossimaer AUC TeopmmnHa NpubIM3UTEIbHO HA
50% mnpu OOHOBPEMEHHOM IIpUEME, IO3TOMY PEKOMEHAYETCS H3MEpATh IJIa3MEHHbBIE
KOHIIEHTpal1 Teo(puUIMHA IPU OJHOBPEMEHHOM Ha3HaueHWM auukioBupa. [Ipobenerun u
HUMETHIMH yBennunBaroT nokasarenb AUC (momaab noa KpUBOH «KOHLIEHTPALIMS — BPEMsD»)
AIMKJIOBHPA U CHIJKAIOT €ro Mo4euHbIi KinupeHe. Otmeuanocs yeennueHnue nokasarens AUC B
Ila3Me KpOBM JJIsl AIMKJIOBUpPAa M HEAKTUBHOrO MeTabonuTa MHKOo(peHonaTa ModeTuia,
MMMYHO/ZIETIDECCAHTa, TPUMEHSIOIEToCs B  TPAHCIUIAHTOJIOTUH, TPU  OJHOBPEMEHHOM
IPUMEHEHUU 000uX mpenaparoB. OAHAKO KOPPEKIIUHU 103bl HE TPeOyeTCs BCIEACTBUE IIMPOKOTO

TCPAINICBTUYCCKOI0 NHJACKCA allTUKJIOBUPA.
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4.6. DepTHIBHOCTb, 0EPEMEHHOCTD U JAKTALMS

bepemeHHOCTD

B mocTtpeructpaiiuoHHOM peecTpe OEpeMEHHOCTEeH MpH JICYCHHH AalUKIOBUPOM COOpPaHBI
naHHbIe 00 wHcxomax OEpeMEHHOCTH Y IJKSHIIWH, MPUHUMABIINX AalUKJIOBUD B Pa3HBIX
nekapcTBeHHbIX (opmax. [Ipu ananuze naHHBIX peecTpa HE OBUIO OTMEUYEHO YBEIUYCHHS
KOJIMUECTBA BPOXKJICHHBIX JC(PEKTOB y HOBOPOKICHHBIX, MaTepu KOTOPHIX MPUHUMAIH
AIUKIIOBUP BO BpeMs OEPEMEHHOCTH, N0 CPAaBHEHHIO C OOIICH MOmyJsiuei. BEIsSBICHHbBIE
BPOXKACHHBIE JePEKThl HE OTIMYAINCh eAMHOOOpasueM WM  3aKOHOMEPHOCTHIO,

IMO3BOJIAIOIIUMU IIPEATIIOIIOKHNUTH O6H_IYIO MMPpUYINHY UX BOSHUKHOBCHUA.

OpnHako cienyeT co0ar0AaTh OCTOPOKHOCTh PU Ha3HAYEHUH IpenapaTa 30BUPAKC JKEHIIUHAM
B Iepuoja OEpeMEHHOCTH W OICHHMBATH IPEINOJaraeMylo IMoJIb3y Ui MAaTepu M BO3MOXKHBIN

PUCK IAJIid 11J1044a.

JlakTauus

[Tocne mpuema mnpenapata 3o0BuUpakc BHYTpb B 03¢ 200 mMr 5 pa3 B CyTKH alUKIOBUD
OTIPEIETISIICS B TPYTHOM MOJIOKE B KOHIICHTpaluu, coctapiistonieit ot 60 mo 410 % mia3mMeHHOM
KOHIIEHTpauuH. [ Ipy Takux KOHUEHTpAUHSIX B TPYAHOM MOJIOKE JETH, HAXOASALIUECS HA TPYAHOM
BCKapMJIMBaHUH, MOTYT MOJIy4YaTh allMKIOBUD B 103€ 10 0,3 MI/Kr/cyT. YUuThIBast 3T0, CIEAyET

CO6J'IIO,I[aTI> OCTOPOIKHOCTD IIPHU HA3HAYCHUM IIPCIIapaTra BOBHpaKC KOPMAIIUM KCHIITUHAM.

DdepTUabHOCTD

Her maHHBIX 0 BIMSHUM aIlMKJIOBHPA HA KEHCKYIO (PEPTUIHHOCTb.

B HUCCIICAOBAHUN C YUACTUEM 20 MaluCHTOB MYIKCKOTO II10JIa ¢ HOPMAJIbHBIM KOJIMYCCTBOM
CIICpMaTO30U10B OBLIO YCTAHOBJICHO, YTO MMPHUMCEHCHUC allUKIJIOBHUPA BHYTPb B J03€ IO Irs
CYTKH B TCUCHHC 6 MECALICB HE HUMCIIO KIMHHYCCKH 3HAYMMOI'O BJIMAHHA Ha KOJHMYCCTBO,

MOJIBUYKHOCTD UM MOP(OJIOTHIO CLIEPMATO30HI0B.

4.7. BJusiHMe HA CTOCOOHOCTH YNPABJIATH TPAHCIIOPTHBIMH CPeCTBAMH M padoTaTh ¢

MEXaHU3MaMHU

HccnenoBanuii BIMSHUS AlUKIOBHpPAa Ha CHOCOOHOCTh K YIPABICHUIO TPAaHCIOPTHBIMU
CpEICTBaMH WMJIM MEXaHM3MaMH He IMpoBOAMWIOCh. CIIpOrHO3MpOBaTh HETaTUBHOE BO3JEHCTBHE
allMKJIOBUpPAa Ha OSTU BUJAbI JIEATEIBHOCTH Ha OCHOBAaHUHM (hapMaKOJIOTHUYECKUX CBOMNCTB
JEMCTBYIOLIET0 BEIIeCTBA HE MPEACTaBIsETCS BO3MOXKHBIM, HO HEOOXOJUMO YYHMTHIBATH

npoduib T0OOOYHOTO AEUCTBUS AllUKIOBUPA.
4.8. HexenarelbHble peakuu

PesromMe HexenaTeabHbIX pPeaKIil

HpI/IBe,Z[CHHBIe HHUIKC KATCTOPpHUU YaCTOTBI HEKCJIATCIbHBIX pCaKLII/Iﬁ SABIAKOTCA OLICHOYHBIMH.

21.]'[5[ OOIBIIMHCTBA HEXKEIATSILHBIX peaKuHﬁ H€06XOJ11/IMI>IG JAHHBIC A1 OIIPCACIICHUA YaCTOTBL
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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BCTPEYAEMOCTH OTCYTCTBYIOT. KpoMme Toro, yacfora e T

MOXET BApbUPOBATH B 3aBUCHUMOCTHU OT IMOKa3aHHUA.

HesxenaresnpHble peakinu, NpeACTaBICHHbBIE HUKE, IEPEUUCICHBI B COOTBETCTBHU C YaCTOTOM
BCTPEYAEMOCTH, ONPEICISIEMOM CIIeAYIOMM o0pa3oM: ouens uacmo (> 1/10), vacmo (> 1/100
u < 1/10), newacmo (>1/1000 u < 1/100), peoxo (>1/10000 u <1/1000), ouensv peoxo
(< 1/10000).

Hapywenus co cmopoHbl Kposu u iumgpamuieckoi cucmembl

OueHb aHEeMUs, JICHKOIECHHUS, TPOMOOITUTOTICHUSI.

peaKo:
Hapywenus Co cmoponvl UMMYHHOU cuUcCmeMbl
Penxo: aHadumakcus.

HapymeHuﬂ CO CNMOPOHbI H€p6H0ﬁ cucmembspl U nNCuxudecKue HapyuleHus

Yacro: rojioBHasi 00Jib, TOJIOBOKPY KEHUE.
Ouenp BO30Y)KJI€HUE, CIyTAHHOCTb CO3HAaHUS, TPEMOp, AaTakcus, AU3apTpHs,
peaxo: TAUIIOLMHALUY, TICUXOTUYECKHE CHMIITOMBI, CYJIOPOI'HM, COHJIMBOCTb,

SHHGQ)&]’IOH&TI/I}I, KOoMa.

OO6b14HO 3TU 0O60UHBIE 3(PPEKTH HAOTIOAATUCH Y MALUEHTOB € MOYEYHON HEJAO0CTATOUHOCTHIO
WY TIPY HAJTMYUH JPYTUX MTPOBOLUPYIOMINX (PaKTOPOB M OBUIH, B OCHOBHOM, OOPaTUMBIMH (CM.

paznen 4.4).

Hapywenus co cmopoHul dvlxamenvHotl cucmemsbl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Penko: OJIBIIIIKA.

Kenyoouno-Kuuieunvie HapyuleHus

Yacro: TOIITHOTA, PBOTA, Uapesi, 00JIb B KUBOTE.

Hapywenus co cmoponwl neuenu u stcenuedbleo0auux nymeti

Penko: O6paTI/IMOC IMOBBIIICHHUEC KOHICHTPALUU 61/IJ'II/IPY6I/IH3. N  TICYCHOYHBIX

(epMEeHTOB B KPOBH.

OueHn reIaTurT, XCJITyXa.

peaxo:
Hapywenus co cmoporbl Kodicu u NOOKOICHBIX MKAHE
Yacro: 3y, CbIllb, B TOM uncie (OTOCEHCHOMIHU3aus.

Heuacro: KpanuBHUIIA, ObICTpOe MU Py3HOE BBINTAIEHNE BOJIOC.
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[Tockonpky ObicTpoe muddy3HOE BBINAICHUE BOTIOC. 0 ;{ngﬁlo}h%e&ﬁ”hﬁl Ef{bﬂli;:llt}ﬁfﬂx

3a00JIeBaHUSIX U IIpu TEpariii MHOTUMH JICKapCTBCHHBIMHU CPCACTBAMH, CBA3b €TI0 C IIPUEMOM

AlMUKJIOBHUPA HC YCTAHOBJICHA.

Penko: AHTMOHEBPOTUYECKUM OTEK.
Ouenb TOKCHYECKUH 3MUAepMabHBINA HEKPOJIU3, MyJIbTU(QOPMHAs IKCCyNaTUBHAS
penaKo: spuTema.

Hapywenus co cmoponvl nouex u mouesvbi8o0sauux nymeil

Penko: MOBBIIICHUE KOHIIEHTPAIIMM MOYEBUHBI U KPEATUHHUHA B CHIBOPOTKE KPOBH.
Ouenb ocTpas movyeyHasi HeIOCTaTOYHOCTh, TOYEUHask KOJIHKA.
penaKo:

[Toueunast KOJTMKa MOKET OBITh CBSI3aHA C MIOYCYHOW HEJJOCTATOYHOCTHIO i KPUCTAJLTyPUCH.
Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.
Yacro: YTOMIIIEMOCTb, JTUXOPAJIKa.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIbHBIX PCAKITHAX

BaxHo coo0marh O MOJ03PEBAaEMBIX HEXKENATEIbHBIX PEAKIUSIX [OCIe PETUCTPALUH
JIEKapCTBEHHOT'O Mpernapara ¢ Lelblo 00ecneueHus: HeNpepbIBHOIO MOHUTOPUHIa COOTHOLICHUS
«T10JIb3a — PUCK» JICKApPCTBEHHOT'O Ipenapara. MeAuIMHCKUM paOOTHUKAM pPEeKOMEHyeTcs
coo0aTe o0 JII0OBIX MOJO3PEBAEMbIX HEXKEJIATEJIbHBIX pEeaklMsIX JIEKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHbBIE CUCTEMbI COOOILIEHUS O HEXKENATENIbHBIX PEaKUsiX TOCyJapCTB — WIEHOB

EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®enepanus

DdenepanbHas ciryx0a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBranzop)
Anpec: 109012, r. MockBa, CriaBsiHCKasl TUIOIIAAb, 1. 4, cTp. 1

Ten.: +7 800 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru
4.9. Tlepemno3mpoBKka
CuMIITOMBI

AIMKJIOBUD JIMILB YaCTHYHO abcopOupyeTcs B XKeJlyA0uHO-KHIIeYHOM TpakTe. Kak mpaswuio,
IpU CIy4yaifHOM OJIHOKPAaTHOM INpHeMe aluKiIoBHpa B 103e 10 20 r Tokcuueckue 3(h(eKTsl He
ObUIM  3aperucTpupoBaHbl. [IpM MOBTOPHBIX NpHEMax BHYTPb /103, MPEBBIMIAIOLIINX
PEKOMEHJIOBAaHHBIE, B TEYECHHE HECKOJIBKMX JIHEW OTMEYAINCh HAapyLIEHUsS CO CTOPOHBI
KENyTOYHO-KUIIEYHOr0 TpakTa (TOIIHOTA, pPBOTa) MU HEPBHOM cCHCTEeMBI (TOJIOBHas OOJNb U

CIIYTaAaHHOCTb CO3HaHI/I$I).
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HNHorna MoryT HabM0IaThCsl TAKUE HEBPOJIOTUUECKHE 3%&T1?%&?’€Jﬂ%g%}eﬁfbnlnéﬂﬁn

KOMa.
Jleuenue

HaLII/IeHTLI HYXIATCAd B TIIATCIbHOM MCIUIMHCKOM Ha6HIOI[eHI/II/I C ICJIBIO BBIABJIICHUA
BO3MOJXHBIX CHMIITOMOB HMHTOKCHKaIlWH. AI_[I/IKJ'IOBI/Ip BBIBOAUTCA HU3 OpraHu3Ma C IIOMOIIBIO

reMoauainsa, HOI)TOMy TreMOoaruaJIn3 MOXET 6BITB HCITOJB30BAH OJIs1 JICUCHUS HepeI[03I/IpOBKI/I.
5. ®APMAKOJIOT'HTYECKUE CBOMCTBA

5.1. ®apmakoguHaAMHYeCKHe CBOHCTBA

dapmakoTepaneBTHIeCKas rpyIia: NpOTUBOBUPYCHOE CPEACTBO.

Kon ATX: JOSABO01

Mexanusm neiicteus U bapMmakonuHamuueckue 3O deKTol

AUUKIOBUP — O3TO CHUHTETHYECKHI aHalor MypUHOBOIO HYKJIEO3UJa, KOTOPBIA oOmamaeT
CIIOCOOHOCTBIO MHTHOWPOBATH in Vitro W in vivo BUPYCHI TepIieca YeloBeKa, BKIIIOYasi BHPYC
npocroro reprneca (BIII') 1-ro u 2-ro Tumnos, BUpyc BETPSIHOM OCIIbI U OTIOSICHIBAIOILIETO reprieca
(Bapuneiuia-3octep BUpyc, Varicella zoster virus (B3B)), Bupyc Dmmreitrna-bapp (3bB) u
nutomeranosupyc (LIMB). B kyneType kieTok anukioBup oOnagaer HanbOoliee BBHIPAKEHHOU
MPOTUBOBUPYCHON aKTUBHOCTHIO B oTHOIIeHnH BIII-1, nanee B mopsiake yObIBaHUS aKTUBHOCTH
caenytotr BIIT-2, B3B, 6B u [IMB.

Wurubupytomee neiicTBue anukinoBupa Ha BUpychl repreca (BIII-1, BIIT-2, B3B, OB u
[IMB) umeer BbICOKOM30MpaTeNbHBIM XapakTep. ALMKIOBHpP HE SBISETCS CyOCTpaTroM s
(bepMeHTa TUMUMHKHHA3bI HEMH(PUIIMPOBAHHBIX KJIETOK, TO3TOMY AI[MKJIOBUP MalOTOKCUYEH
JUTSL KJIETOK MIleKonmuTaromux. OMHako THMUAMHKHHA3a KIETOK, HHOUIIMPOBAHHBIX BHPYCAMHU
BIII, B3B, 3B u [IMB, mnpeBpaimiaer anukjioBup B arukioBupa MoHodocdar — aHajor
HYKJICO3H/1a, KOTOPBIN 3aTeM IOCIe0BaTeIbHO MpeBpaaercs B audocdar u tpudocdar mox
JeficTBUEM KIIETOYHBIX (pepMEHTOB. BKitoueHue anukiioBrpa Tpudocdara B 1emo4Ky BUPYCHON

JHK u mocnenyromuii oOpsIB ey OJIOKUPYIOT JaIbHEHIIYI0 pernkanuto supycuoi JTHK.

VY nanueHToB ¢ BHIPAKEHHBIM UMMYHO/I€(DULIUTOM TTUTENIbHbIE WX IOBTOPHBIE KYpPChl TEpPATUU
AIMKIJIOBUPOM MOTYT IIPUBOJUTH K MOSIBJICHUIO PE3UCTEHTHBIX IITAMMOB, IT0O3TOMY JaJIbHEMNIIIEE
JICYEHUE AlIUKIOBUPOM MOXKET ObITh HEA(PPEKTUBHBIM. Y OOJIIIMHCTBA BbIACIEHHBIX IITAMMOB
CO CHI)KEHHOM UYyBCTBUTEIBHOCTBIO K alMKJIOBUPY OTMEYAJIOCh OTHOCHUTEIBHO HH3KOE
COJEpKaHUE BHUPYCHOM THMMIMHKHMHA3bl, a TaKK€ HapylIEHUE CTPYKTYpbl BUPYCHOU
tuMuauHKuHa3pl uin JIHK-nmonumepassl. Bo3zelicTBue amukioBupa Ha IITaMMBl BHpyca
npocroro repneca (BIII) in vifro Taxke MOXET NPUBOIUTH K OOpa30BaHUIO MeEHEe
YYBCTBUTEJBHBIX K HEMY IITaMMOB. He ycTaHOBIEHA KOppESAIUS MEXKTYy YyBCTBUTEIHHOCTHIO
mramMmMoB BHUpyca mnpocroro reprneca (BII)) x anuknoBupy in vitro M KIMHHUYECKOH

3 PEeKTUBHOCTHIO Mpernapara.
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(NOCNEOQCBATENEHOCTE 0004)

5.2. @®@apmakokHHeTHYeCKHe CBOiiCTBa

AOGcopOnus

AIMKJIOBUD TOJNBKO YacTHUHO abcopOupyercss u3 kumeunuka. [locme mnpuema 200 mr
AIUKIIOBHpA Kaxaple 4 yaca CpeAHss MaKCUMaJlbHAs PAaBHOBECHAs KOHIICHTpAIWS B IUIa3Me
KpoBU (CsSmax) coctaBisia 3,1 MkM (0,7 MKI/Mi1), a cpedHsii paBHOBECHAs MUHHUMAaJIbHAS
KOHIIeHTpamus B masMe KpoBu (Cssmin) 1,8 MkM (0,4 mxr/mi). [Ipu npueme BHyTps 400 Mr 1
800 mr ammkioBupa Kaxaeie 4 yaca CsSmax coctaBmstia 5,3 MkM (1,2 Mxr/min) u 8 MkM
(1,8 Mmxr/mi) coorBercTBeHHO, a CsSmin — 2,7 MKM (0,6 mxr/mi) u 4 MmxM (0,9 Mkr/mi),

COOTBETCTBCHHO.

Pacopenenenue

KoHneHTparys anukioBupa B CIMHHOMO3TOBOM JKUKOCTH COCTaBiIsAeT npuoiu3utensao 50 %

OT €r0 KOHICHTPAUH! B IJIa3MC KPOBH.

C Oenkamu 1UIa3Mbl KPOBU AIMKIIOBHD CBSI3bIBAC€TCS B HE3HauuTelIbHOW creneHu (9-33 %),
MO0ATOMY JIEKAPCTBEHHBIEC B3aMMO/ICHCTBUS BCIIEICTBUE BHITECHEHUS U3 YYACTKOB CBSI3bIBAHUS C

OenkaMu IU1a3Mbl KDOBH MaJIOBEPOSITHBI.

DaMMUHALIUA

VY B3pOCIBIX MOCIE MpUEMA alUKIOBUPAa BHYTPb IIEPHOJ, IOJIYBBIBEACHHUS W3 IIIa3Mbl KPOBU
cocTaBisieT 0KoJIo 3 4. bombInas yacTh npenapara BEIBOAUTCS IOYKaMU B HEM3MEHEHHOM BHJIE.
[ToyeuHplil KIMPEHC AaLMKIOBUPA 3HAYUTEIBHO IIPEBBIIACT KIMPEHC KpEaTuHUHA, YTO
CBUJICTEJIbCTBYET O BHIBEICHUH AIIMKJIOBHPA ITOCPEICTBOM HE TOJBKO KITyOOUKOBOH (puiIbTpanum,
HO U KaHalbLIEBOM CeKpeuuu. 9-KapOOKCUMETOKCU-METUITYaHUH SBJSIETCS OCHOBHBIM
MeTa0OoIUTOM AIMKIOBUpPA U cocTaBiseT okoiao 10—-15 % mno3bl, BeIBOAMMON ¢ Mouoi. Ilpu
Ha3HAa4YE€HUHU aluKIIoBHpa dyepe3 1 4 mocne npuema | r mpobeHenua nepruosl MoayBbIBEACHUS
anukiosupa 1 AUC (momaas nof papMakOKUHETHUECKON KPUBOW «KOHLIEHTPALIMS — BPEMSI»)

yBenuuuBaiuch Ha 18 u 40 %, cOOTBETCTBEHHO.

[IoyeuHas HeTOCTATOYHOCTh

Y mnanueHToB C€ XPOHHUYECKOW TIMOYEYHOW HEIOCTATOYHOCTBHIO TMEPHOJ MOJYBBIBEICHUS
aIMKJIOBHpaA cOCTaBisul B cpeaHeM 19,5 u. [lpu mpoBeneHun remoauanusa CpeaHUI MepHO
MOJIYBBIBEJICHUS allUKJIOBUPA COCTaBIsI 5,7 4. KOHLIEHTpalys alukiIoBUpa B I1a3Me KPOBU BO

BpeMs AMaIn3a CHUXKalach NpuOnn3uTensHo Ha 60 %.

JInna mosKuJioro Bo3pacra

YV NOXUNBIX MAaMEHTOB OOLINI KIMPEHC allMKJIOBUPA C BO3PACTOM CHUYKAETCSI MapalIebHO CO
CHIKEHUEM KJIMPEHCA KPEaTUHUHA, OAHAKO MEPHUO]] MOTYBBIBEACHUS allUKIOBUPA U3MEHSIETCS

HC3HA4YUTCIIBHO.
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nanueHTaM (apMaKOKMHETHYECKHE XapaKTEpPUCTUKU OOOMX IMpernapaToB MPAKTUYECKH HE

HN3MCHAJIUCH.

6. ®APMAIIEBTHUYECKHE CBOVICTBA

6.1. IlepeuyeHb BCIIOMOraTeJbHBIX BElIECTB

JlakT03BI MOHOTHIPAT

Llemtroi03a MUKPOKPUCTAIUINYECKAS

Kapbokcumeruiakpaxman HaTpust

IMoBunmoun K30

Maruus creapat

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )

5 ner.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH PH XPaHEHUH

[Tpu Temnieparype He Bbiie 25 °C B 3alllMIIICHHOM OT BJIar'd MecTe.
6.5. Xapakrep u coaep:kaHHe NePBUYHOI YIIAKOBKH

ITo 5 Tabnerok B 6mucrep u3 IIBX/TIBJIX/Al/Oymaru ¢ 3amuToil OT BCKPBITUS JETbMH.

[To 5 G6aucTepoB BMECTE C JTUCTKOM-BKJIAQJBIIIEM B MAaYKy KapTOHHYIO C KOHTPOJIEM MEPBOIO

BCKPBITHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TNPHM YHMYTOXKEHHH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara WM OTX0A0B, [MOJYYEHHBbIX I0Cje TPUMeHEHHs

JEKAPCTBCHHOI'O IpenmaparTra v JIPyru€ MaHUMyJIsiluu C nmpemaparom

Het oco6bIx TpeOoBaHU K yTHIN3AILUH.

1. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas ®@enepanus

AO «I'makcoCmutKusita Tpeiaguury

Anpec: 125167, r. MockBa, Jlenunrpaackuii np-T, 1. 37A, kopiyc 4, atax 3, momemnieane XV,
KomHara 1

Ten.: +7 495 777-89-00

®axkc: +7 495 777-89-01
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7.1. TPEJICTABUTEJb AEPKATEIS O~ EL PR e TPANOHHOT O

YAOCTOBEPEHUA

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATH 110 aApECy:

Poccniickas @enepanys

AO «I'makcoCmutKuistitn TpertguHr»

Anpec: 125167, r. MockBa, JIenunrpaackuii np-t, 1. 37A, kopiyc 4, atax 3, nomenieane XV,
KomHara 1

Ten.: +7 495 777-89-00

®daxc: +7 495 777-89-01

JKamoObpl Ha KayecTBO JIEKApCTBEHHOI'O TperapaTra HEOOXOAWMO HaIpaBlsATh Ha aapec
ANIEKTPOHHOM 1mouThl: 0aX81701@gsk.com

CooOIIeHnsT 0 HEeXKENAaTeIbHBIX PEAKIHMIX HEOOXOIMMO HANpaBIsATh HA aapec IICKTPOHHOU
nouThl: ru.safety@gsk.com

8.  HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(00450)-(PT-RU)

9. JATA MEPBUYHOM PETUCTPALIMM (MMOATBEPXKJIEHUS
PETACTPALIMM, TIEPEPETUCTPAIIMN)

ara nepoii peructpanuu: 09 nexadbps 2021 r.

10. JATA HEPECMOTPA TEKCTA

OO11ast XapakTepUCTHKA JIEKAPCTBEHHOT'O Npernapara 30BUpaKke JOCTYIHA HAa HH(OPMAIIMOHHOM
nopraine EBpaznuiickoro 5KOHOMHUYECKOT0 COr03a B UH(POPMAIIMOHHO-KOMMYHHUKALIMOHHON CEeTH
«urepuet» http://eec.eaeunion.org.
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