COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 20.02.2024 N= 3135

OBIIASI XAPAKTEPUCTHUKA JI KAPCTBRRHOT O TPEIAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

3oBupakc, 250 mr, Tnoduau3aT 111 NPUTOTOBICHHUS PACcTBOPA sl UH(DY3UA.

2. KAYECTBEHHbLIA U KOJIMYECTBEHHBIN COCTAB
JlelicTByro1I€€ BEIIECTBO: allUKIIOBHP.

Onun ¢akoH copepkuT 250 M alUKIOBHpA.

OxuH MII BOCCTAaHOBJICHHOTO pacTBOpa Al HH(Y3Uil COAEPIKUT 25 MI allUKIOBUPA.

BcnomorareabHble BCIICCTBA, HAJIMYMUC KOTOPLIX HAAO0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: Hatpuil (cM. pasaen 4.4).

[TonHbIi TepeueHb BCIIOMOTaTENIbHBIX BEIIECTB MTPHUBE/IEH B pa3zaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
JInodunuzar Ay NpUroTOBIEHUS pacTBOpa sl HHPY3Hil.

INopomox nnu muodunn3upoBanHast Macca 0€JI0ro WM IOYTH OEJI0ro IBeTa.

4. KIMHUYECKUE JAHHBIE
41. Tloka3aHusi K IPUMEHEHHIO
[Tpenapat 3oBupakKc noka3aH K NPUMEHEHHUIO JJIS:

e JleyeHHs MH(EKIHA, BBI3BaHHBIX BUpYycoM mpoctoro repreca (BIII), y B3pocnbix u gereit ¢
pOXeHus,

e npodwIaKTUKU MH(pEKLUUH, BbI3BaHHBIX BHpycoM mpoctoro repreca (BIII), y B3pocnsix u
nerelt ¢ 3 Mecs1eB ¢ UMMYHOIC(UIIUTOM;

e neyeHus MH(EKIMI, BEI3BaHHBIX BUpycoM Bapuiieiuia 3octep (B3B, Varicella zoster virus), B
TOM YHCJIE BETPSHOM OCIIBI U OTOSICHIBAIOIIETO TepIIeca, Y B3POCIbIX U IETEH ¢ 3 MECSIICB;

e npoduIaKTUKKU HuTOMeranoBupycHoil nudexnuu (LIMB) y B3pocnbix u aereit ¢ 3 mecsues,
SABJIAIOIINXCS PEUITUEHTAMH TPAHCILIAHTATa KOCTHOTO MO3ra.

4.2.  PexuM 103MPOBAHMA U CNIOCOO NMPHUMEHEHHUs

PexxuM 103upoBaHUs

Bspocnvie

Jleuenue unexyuil, 8b136aHHBIX 8UPYCOM npocmo2o cepneca (BIIT)

Kypc nedenuss mnpemapatom 30BHpakc OOBIYHO COCTaBIsieT 5 AHEH, HO MOXET ObITh
CKOPPEKTHpPOBaH B 3aBUCUMOCTH OT COCTOSIHMS IallMEHTa M OTBETa Ha TEPAIUIo.
[TponomKUTENBHOCTD JI€UEHUS TePIEeTHUECKOT0 3HIe(hanuTa 00bIYHO cocTaBisieT 10 nHei.
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[Tattuentam ¢ uHdekuen, Bei3BanHOM BIITT (Kpome reﬂﬁg'rl;ﬁ;%@é;g%;ﬁai G sidaor

npenapar 30BUpPaKC B J03€ 5 MI/KI Macchl Teja KaXKible 8 4acOB IpPU YCIOBHUH OTCYTCTBUS
HapylIeHus (QyHKIUU TOYEeK.

[TaruenTam ¢ reprieTHYeCKUM 3HIIE(QAIMTOM Ha3HAYAIOT Ipernapar 30BHpakc B go3e 10 mr/kr
MAacchl TeJla Kaxable 8 4acoB MPH YCIOBUU OTCYTCTBHS HAPYIIECHUS (PYHKIIHUU MTOYEK.

[Ipodunaxmuka undexyuti, 6vl36anHbIX supycom npocmozo 2epneca (BII), v nauuenmos c¢

UMMYHOOeduuumom

[TponomkuTenbHOCT, TPOGUIAKTHUECKOTO MPUMEHEHUs Ipernapara 30BHpPAKC OMpeiesercs
MPOAOJDKUTENBHOCTRIO TIEPHUO/Ia PUCKa BOSHUKHOBEHUS NH(EKIIUH.

Hcronb3yroT Te ke CXeMBI JICUSHUS, YTO U TIPH JICYeHUH HHpEKIHH, Bbi3BaHHBIX BIII.

Jleuenue unchexuyuil, gvizeanHvix supycom sapuuenia socmep (B3B, Varicella zoster virus), 6 mom

qucie 6empaHOl OCNbl U ONOACLIBAIOULE20 2epnecd

Kypc neuenus mnpenapatom 30BHpakCc OOBIYHO COCTaBIsAET 5 JIHEH, HO MOXET OBITh
CKOPPEKTUPOBAH B 3aBUCUMOCTH OT COCTOSTHUS MAIlMeHTa U OTBETA Ha TEPAIHIo.

[Taruentam ¢ uHdekuusmu, Boi3BanHbiME B3B, HazHauaroT mpenapar 30BUpakc B A03€ 5 MI/KT
MAacChl TeJla KaXxable 8 YacoB MPH YCIOBUU OTCYTCTBHSI HAPYIIECHUS (PYHKLIHUU MOYEK.

[Taruentam ¢ uMmyHoneduuTOM U UHPEKUUAMHU, BbI3BaHHbIMU B3B, Ha3zHauaroT mpemapar
3oBupakc B 103¢ 10 MI/Kr mMacchl Tena Kaxk/ple 8 4acoB MPHU yCIOBUH OTCYTCTBHS HapyIllIEHUs
(bYHKIMH MTOYEK.

[podunaxmura yumomezanosupycrou ungexyuu (LIIMB) y peuunuenmos mpaHchniaHmama

KOCmMHO20 M032a

HpO,Z[OJ'DKI/ITCJ'IBHOCTL npocbnnaKTqucxoro MNPUMCHCHU: IIpCriapara 3OBI/IpaKC OIIPCACIIACTCA
MMPOAOJIKUTCIIBHOCTBIO IIEPHUOJa PUCKA BO3SHUKHOBCHUS I/IH(I)CKI_II/II/I.

s npodunaxtuku LIMB uHbexmm y peunueHToB TpaHCIaHTaTa KOCTHOTO MO3ra Ha3HayaroT
npenapaT 30BUPaKC B J03€ 15 MI/KI Macchl Tejaa BHYTPUBEHHO 3 pa3a B CyTKH C MHTEpPBAJIOM
8 4acoB MpHM YCIOBMM OTCYTCTBUS HapylleHHs (YHKIMM TOuYeK. PexkomeHJIoBaHHas
IIPOOJKUTENBHOCTD JIEUEHUS! COCTABIIAET OT 5 AHEW 10 TpaHcIUIaHTauuu U 1o 30 nHel mocie
TPaHCIUIaHTaIUH.

Oco0bIe I'pynnbl DaMCHTOB

HCZI/;MEHmbl C oofcuperHuem

JI1 MaMeHToB ¢ 0)KUPEHUEM IIPU pacyeTe J03bl ALUKIOBUPA Il BHYTPUBEHHOTO BBEJCHUS Ha
OCHOBaHMHU (PaKTHUECKOW Macchl TeJla MOTYT OBITh MOJY4YeHbI Oojiee BBICOKME KOHIEHTpAIUU
allMKJIOBUpAa B Iula3Me KpoBU. Takum oOpa3om, clieayeT paccMaTpuBaThb HEOOXOIUMOCTh
YMEHBUICHHUS J103bl JJIs MALMEHTOB C OKUPEHUEM, B OCOOCHHOCTH ISl MALMEHTOB MOXMIIOTO
BO3pacTa WM C HapylIeHHeM (YHKIUU TOYeK.
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(NOCNEQCBATENEHOCTE 0002)

HauueHmbl NnOJ2HCUTIOC0 803pacma

Heo0xomuMo y4YHTHIBaTH BEPOSTHOCTh HapymieHHs (YHKIUU TIOYEK y MAIMEHTOB MOXHIIOTO
BO3pacTa, JI03bl JIOJDKHBI OBITh CKOPPEKTHPOBAaHBI B COOTBETCTBHH CO CTCIICHBIO HAPYIICHUS
(YHKIIUY TTOYEK.

Crenyer nomep KuBaTh HaIJICKAIIMK YPOBEHB THIpaTaIliy OpraHUu3Ma.
Tayuenmwi ¢ Hapyuwenuem ynKyuu novex

[Ipenapar 30BUpaKC JOJDKCH HAa3HAYAThCS C OCTOPOXKHOCTBIO MAIIMEHTaM CO CHW)KEHHOMN
(byHKIIMEH MOYeK.

Crnenyet noaiep KuBaTh HaJJIeKAIIMN YPOBEHb HApaTaluyd opraHuiMa. Jljis KoppeKuuu 1036l Y
MAIMEHTOB C HApYyIICHUAMHU (PYHKIIUH MOYEK 03y Mpenapara 30BUPAKC KOPPEKTUPYIOT COTIACHO
cXeMaM, U3JI0KEHHBIM HUXKeE.

Jleuenue undexyuil, svizeannvix BIII" u B3B

Koppekiusi 103bl 175 MAlUMEHTOB C HapylleHWeM (YyHKIMU IOYeK OCHOBaHA Ha KIHMPEHCE
KpeaTWHHWHA, KOTOPBIH JJIS B3pPOCIBIX U JAeTell ¢ 12 jeT mpeacTaBieH B €IMHMIIAX WU3MEPCHUS
MJI/MUH, JUIsl HOBOPOXKIEHHBIX, AeTeH ¢ 29 qHS KU3HMU 10 3 MECSIEB U JeTel OT 3 MeCsIEeB 10
12 ner — mur/mun/1,73 M2,

J171st KOppEeKIUU 103bI UCTIONB3YIOT Ta0IuIb! 1 1 2.

Tabauna 1. Pekomenayemasi cxeMa KOPpPEeKIMHU A03bI MPU JIeYeHNH HWH(EKINHi, BHI3BAHHbBIX
BIIT" nam Bupycom Bapunesuia 3ocrep (B3B, Varicella zoster virus), nyist B3pocCJjbIX U JeTei ¢
12 ner ¢ HapymieHHeM QYHKUIHMHU MOYEK

Knupenc kxpeamununa Hosuposxka npu nevenuu BIII" unu | Jozupoexa npu JedeHuu

supyca sapuyenia 30cmep eepnemu4ecko2o dHyepaiuma U
nayuenmos ¢ umMMyHooepuyumom u

8UpYCOM 8apuyeLla 30cmep

25-50 mu/mMuH

5 MI/KT Macchl Tella Kaxaele 12 4

10 mMr/xr maccel Tena kaxaele 12 u

10-25 mu/mun

5 MI/KT Macchl Tella Kaxasle 24 4

10 Mr/xr Mmaccel Tenna Kaxaele 24 4

0 (amypwust) — 10 mu/muH

2,5 MI/KT Macchl Tena Kaxasle 24

5 MI/KT Macchl Tella Kaxaple 24 4

ITaimenTs! Ha
reMOIHalIn3e

2,5 MI/KT Macchl Tella Kaxiable 24 4
MOCJIE JUalin3a

5 MI/KI Maccel Tena Kaxasle 24 4
II0CJIE JUalIn3a

Tabuuuna 2. Pexomenayemasi cxemMa KOppeKIMH A03bI IPH Jie4eHUH HH(EKIUH, BbI3BAHHBIX
BIII" niu Bupycom Bapuunesia 3ocrep (B3B, Varicella zoster virus), y HOBOPOKIE€HHBIX, 1eTel
¢ 29 1Hs )KU3HU 10 3 MecsleB, AeTel 0T 3 MecsineB 10 12 j1eT ¢ HapymeHHeM QyHKINH MOYeK

Knupenc kpeamununa
(un/mun/1,73 M)

Josuposxa npu nevenuu BIII uiu
supyca sapuyenia 30cmep

Hosupoexa npu nevenuu
eepnemuyeckozo Hyedaruma uu
NAYUEHMO8 ¢ UMMYHOOepuyUmom u

suUpycom eapuyeilia 3ocmep

25-50 mu/mMuH

10 mr/kr Macchl Tena 2 paza B CyTKU

20 Mr/kr Macchl Tena 2 pasa B CyTKH
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10-25 ma/mun 5 Mr/KT Macchel Tena 2 pasza B cny(hI 10 rrdrab &l lf%'ﬁ'é—ﬂ'ph%%"c"}'ffkn
0 (amypus) — 10 mir/mun | 2,5 Mr/kr Macchl Tena 2 pa3a B | D MI/KI Macchl Tella 2 pa3a B CyTKH
CYTKH
[NarueHTs! Ha | 2,5MI/Kr Maccel Tema 2pas3a B | 5 MI/KT Macchl Tena 2 pa3a B CyTKH
reMoJIann3e CYTKH TIOCIIe JTHan3a TIOCJIe THan3a

Hpod)uﬂakmuka YUMOMe2ani068UpPyYCHOU qu)ekuuu Y _peuunuermos mpdaHcniarmama KochniHozco
Mo32a

J103b1 y MalIMEHTOB C HapyleHueM (YHKIIMU MOYEK CIEAYeT PacCUYUTHIBATh COTIIACHO Tabmuie 3
JUTSL B3pOCIIBIX M AeTer ¢ 12 met u Tabmue 4 1is Aeteit ot 3 mecses 10 12 yer.

Tadoauuna 3. Pekomenayemasi cxema Koppekuuu 103bl npu npopuiaakruke LIMB undexkuun
JJIS B3POCJIBIX U JeTei ¢ 12 jieT ¢ HapymeHueM (PyHKIMH MOYeK

Knupenc kpeamununa losuposka

25-50 ma/MuH 15 MI/Kr Macchl Tella Kaxaple 12 9

10-25 mu/mMuH 15 Mr/kr maccsl Teiia Kaxasle 24 4

0 (amypus) — 10 mu/mMuH 7,5 Mr/kr Macchl Tena Kaxaple 24 4

ITanreHTH Ha reMOIUAIIN3E 7,5 MI/KT MaccChI Tella Kakaple 24 9 1mociie auaansa

Ta6auna 4. Pekomenayemasi cxema Koppexkuuu 10361 npu npodpunakruxke [IMB undexunn
AJs nereii or 3 MecsiteB 10 12 jeT ¢ HapymeHueM (QYHKIUM MOYeK

Knupenc xpeamununa (mn/mun/1,73 m°) Jlozuposka

25-50 ma/MuH 20 Mr/Kr Macchl Tella Kaxasle 12 u

10-25 mu/muH 20 Mr/Kr Maccel Tella Kaxasle 24 4

0 (amypwmsi) —10 mu/MuH 10 Mr/KT Macchl Tena Kaxpie 24 q

[TarueHTs! Ha remMonyaIu3e 10 Mr/Kr Macchl Tena Kaxaple 24 9 Toce Auann3a
eTu

Jlemu om 12 0o 18 nem

Pexxum noszupoBanus Uit neredt ot 12 no 18 yeT HE omIMYAEeTCsl OT PeKUMa JO3UPOBAHUS AJIs
B3pPOCIIBIX.

Ilemu om 3 mecsiyes 0o 12 nem

Pacuer mo3ml Ipenapara 30BI/IpaKC y JIIeTe B BO3pacTe OT 3 MECANICB a0 12 ner MMpOBOJAT B
3aBUCHUMOCTH OT MacCChI T€JIa.

Jleuenue u npopunaxmuxa ungdexyun, svizeannvix Bl

Jletsim B Bo3pacTe oT 3 MecsieB 10 12 neT ¢ nHPEKIUAMH IPOCTOro repreca (3a UCKIoUYeHuEeM
repreTHyecKoro sHIedanuTa) HazHayaroT mpenapar 3oBupakc B Jo3e 10 MI/Kr maccel Tena
Ka)XJIble 8 4acOB MPH YCIOBUH OTCYTCTBUS HAPYLICHUs (DYHKIIUH ITOYEK.
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Hetam B Bo3pacte oT 3 MecsueB A0 12 jet| ¢ HH(b@E'IxEﬂJ{E%ETT&EEQ‘C%&b TB?—IH’&(B;J]II/ITEI

Ha3HA4aloT Mpemnapar 30BUpakc B 03¢ 20 MI/KT Macchl Tena Kaxaple 8 4acOB MPU OTCYTCTBUU
HapylIeHus QyHKIUU MOYeK.

VY nereit co cHWKEHHOW (YHKIMEH IMoueKk TpeOyeTcss KOPPEKIUsi JI03bl B COOTBETCTBUHU CO
CTETNEHbI0 HapyIIeHUS QYHKIIUU MTOYeK (CM. Tadnuiry 2).

Jleuenue ungexuuil, svizeannvlx B3B

HetsMm B Bo3pacte oT 3 mecsieB 10 12 net ¢ undeknuel, Bpi3BaHHOM B3B, HasHauaroT mpenapar
3oBupakc B g03e 10 MI/Kr mMacchl Tena Kakible § 4acoB MPU yCIOBUU OTCYTCTBHSI HAPYIICHUS
(GYHKIIMY TTOYEK.

JHetsMm B Bozpacte ot 3 mecsieB 70 12 net ¢ ummyHoaebuuTom 1 nHdekuei, Ber3Bannoi B3B,
Ha3HaA4yaloT npenapar 30BUpakc B 03¢ 20 MI/KT Macchl Tejla KaK/ble 8 4acOB IPH OTCYTCTBUHU
HapymeHus (pyHKIIMH ITOYEK.

Jetsim B Bo3pacTe oT 3 mecseB A0 12 set ¢ HapyuieHHeM (pyHKIUU O4YeK TpeOyeTcst KOppeKIus
JI03bI B COOTBETCTBUU CO CTETICHbIO HAPYIIIEHUS (PYHKIIUU MOYEK (CM. Tabnuiry 2).

TIpodunaxmurxa LIMB undexyuu y peuunuenmos mpaHcnaanmama KOCmHo20 M032d

OFpaHI/I‘-IeHHbIe JaHHBbIC CBHUIACTCIILCTBYHOT O TOM, UYTO Y I[CTCﬁ crapme 2 JICT, KOTOPLIC
MNOABCPrajvuCh TpaHCIUIAHTAIIMKM KOCTHOI'O MoO3ra, IJIA HpO(i)I/IJ'IaKTI/IKI/I HMB I/IH(I)CKI_II/II/I MOXKET
MMPUMCHATBHCA 4034, YKa3aHHAA I B3POCIIbIX.

VY nereit ot 3 mecsneB q0 12 net ¢ HapyeHrueM (YHKIMH MOYeK TpeOyeTcsl KOPPEeKIus 1035l B
COOTBETCTBUU CO CTETICHbIO HApYIIEHUS (PYHKIHUU MOYEK (CM. Tabnuity 4).

Jlemu om 29 Ons ocusnu 0o 3 mecsayes

Jleuenue undexyuil, svizeannvix BIIT

VY nereii B Bo3zpacte oT 29 aHel 10 3 MecsIEeB npenapar 30BUPAKC CIELyeT IPUMEHSTh B PEXKUME
JIO3UPOBAHUs, YKa3aHHOM JUIsl HOBOPOXK/ICHHBIX.

Hoesopoowcoennvie (Oemu 00 28 OHs dHCU3HU BKIAIOUUMENBHO)

Jleuenue undexuyuil, svizeannvix BIIT

Yy HOBOPOXJACHHBIX JO3bI OMPCACIIAIOTCS B 3aBUCUMOCTH OT MACChI TCJIA.

Pexomennyemas no3a npenapara 30BUPAKC ISl HOBOPOXKACHHBIX C TEPIIECOM WM MOI03PEHUEM
Ha Hero coctaBisier 20 MI/KT Macchl Tena Kaxable 8 yacoB B TeueHue 21 gHsS B ciiydae
JTUCCEMUHUPOBAHHOTO MOPAXKEHUS U TOpakeHUs IeHTpaibHoi HepBHOU cuctemsl (ITHC) nunu B
TeueHue 14 qHeil B ciydae 3a0o0iieBaHUs, OTPAHHUYEHHOTO IMOPAXKEHHUEM KOXH M CIU3UCTBIX
000JI0UEK.

[TatenTam co CHIDKEHHON (yHKIMEH Moyek HeoOXOAMMO MOoJAOWpaTh Ha3HAYaeMylo 103y B
COOTBETCTBUH CO CTENEHbIO HApYIIEHHs (PyHKIIMH OYeK (CM. Tabiuily 2).

Cnooco0 nmpuMeHeHus

[Tpemapat 30BUpaKc TOJKEH BBOJUTHCS B BUEC MEIJICHHOW BHYTPUBEHHOW MH(Y3UHU B TCUCHUE
1 yaca.

C.5m3 15



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 20.02.2024 N° 3135

LN S B

NHCTpYKIIMM TI0 BOCCTAaHOBJIICHHIO U pa3 eneHHﬂ:n'Ré%;gc;gé%ﬁg@ I:ilf{)'"ér';aEQI%: ':'Ijrlépeﬂ

MIPUMEHEHUEM CM. B pazjene 6.6.
4.3. TlporuBomoka3zaHusi

['MnepuyBCTBUTENLHOCTD K AIIMKIIOBHPY, BATAMKIOBAPY WIH K JFOOOMY M3 BCIIOMOTATEIbHBIX
BEIIIECTB, IEPEUYHNCICHHBIX B pazjaene 6.1.

4.4,  OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH MPUMeHEHUH

Cnez[yeT MNoAACPKMNBATh Haﬂnemamnﬁ YPOBEHb TIHApaTaiiyd OpraHu3Ma Yy IIallUCHTOB,
MMOJIy4JarouX alluKJIOBHUP BHYTPUBCHHO HUJIM B BEICOKHX J103aX BHYTPb.

Puck pa3BuTus MOYEYHON HETOCTATOYHOCTH YBEIMYMBACTCS [IPH OTHOBPEMEHHOM ITPUMEHEHHUH C
JIPYTUMU HE(PPOTOKCHUHBIMHU MIpenapaTamH.

[IpuMeHeHrEe y MAIMEHTOB ¢ HApYIICHUEM (bVHKHI/II/I IMTOYCK U YV NAIMCHTOB ITOXXHWJIOI'O BO3pacTa

AUUMKIIOBUDP BBIBOJUTCS Yepe3 MOYKH, [MOATOMY Yy MAlMEHTOB C HApyIIEHUEM (PYHKIHUU MOYEK
cleqyeT MPUMEHSTh CHUXXEHHbIE J03bl mpemnapara (cm. pazaen 4.2). Y HOXHIBIX MAlMEeHTOB
BO3MOXKHO CHHXXEHHE (QYHKIMH I[I0YeK, TO3TOMY CIEAyeT OIeHHBAaTb HEOOXOAMMOCTh
YMEHbILIEHUS T03bl AlUKIOBUPA ISl JAHHOM TPYMIbI HalueHToB. Kak y MmanueHToB MOXKUIIOTO
BO3pacTa, TaKk U y MAIMEHTOB C HapylieHueM (PyHKIUU IMOYeK MOBBIIIAETCS PUCK PA3BUTHUS
HEKENaTeNbHBIX PEAKIH CO CTOPOHBI ILIEHTPAJIbHONH HEPBHOM CHCTEMBI, IMOATOMY TaKHe
NAlUEHThl JOJDKHBI  HAaXOIWUThCA TMOJ  TINATENbHBIM  METUIIMHCKUM  KOHTPOJEM IS
CBOCBPEMEHHOT'O BBISIBIICHUSI COOTBETCTBYIOIIUX CUMITOMOB. COIAaCHO 3aperucTprUpOBaHHBIM
OTYETaM O TaKUX HEXKEJATENbHBIX SBICHUSX, ATH SBICHUS, KaK MPaBHIO, OOpaTHUMbI U
KyIHUPYIOTCS MOCe OTMEHBI Iipenapara (cM. paszaen 4.8).

Y ManMEHTOB, IMOJyYaroInuXx 0ojiee BBICOKHE A03bl IIpfCliapara 3OBI/IpaKC, HallpuMeEp, IIpHU
TeprueTUICCKOM BHHe(baJ'II/ITe, CJICAYCT THIATCIIbHO KOHTPOJUPOBATH (bYHKI_II/IIO IIOYCK, 0COOCHHO
Ha (I)OHG 00€3BOKUBAHUS UJIU YK€ UMCHOLICTOCA HAPYIICHU A (byHKI_[I/II/I ITOYCK.

BoccranoBnenHslil pactBop npenapara 3oBupakc umeer pH okono 11,0. BoccranoBneHHbIN
pPacTBOP HEJIb3sl IPUMEHATH BHYTPb.

Bcem nalnucHTaM, 0COOCHHO IIpyu HAJIWYHUU KIIMHUYCCKUX HpOSIBJ'IeHI/II\/’I, CICAYCT CO6J'IIO,[[8.TB
OCTOPOXXHOCTB BO n30eKaHue MOTEHIIMAIbHON BO3MOXKHOCTHU nepeaaiu Bupyca.

I[J'II/ITCJ'IBHBIG HJIM TTOBTOPHBIC KYPCHI JICHCHHUSA AILIUKIIOBHPOM Yy IMAIIMCHTOB C BBIPAKCHHBIM
I/IMMYHOI[G(I)I/II_II/ITOM MOT'yT NTPHBECTH K TIOABJICHHIO MMTaMMOB BHpYyCa C MMOHMKEHHOM
YYBCTBUTCIIbHOCTBIO K AlTUKIIOBUPY, KOTOPBIC HE OTBETAT HA IPOAOJIZKCHHUEC TCpAITUU AlTUKIIOBUPOM.

BcnoMorarenbpHEIE BEIIECTBA

[Tpemapat 3oBupakc coaepkut npudnuzutrensHo 1,13 MMons (unu 26 mMr) HaTpus Ha (IAKOH.
HeobOxomumo y4uTHIBaThH MalMeHTaM, HaXOMSIIUMCSA Ha JAWETE C OTPaHHYEHHUEM TOCTYTUICHUS
HaTpHsl.
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45. B3aumojaeiicTBHe ¢ APYrUMH JieKa TBeHHI&'H«‘;'f:HEQfQB‘%M"ﬁ':EJy?ﬂé':'Eihzu,x

B3aHNMOJAEeHCTBUSA

Hukakne KIMHWYECKU 3HAUYMMBbIC B3aHMOHeﬁCTBHﬂ IIpu IIPUMCHCHHHU IIpCIiapara 3OBI/IpaKC HE
OTMEYAJIUCh.

AIMKJIOBUD BBIBOJAUTCS B HEU3MEHEHHOM BHJIE TPEUMYIIIECTBEHHO Yepe3 MOYKH ITyTEM aKTUBHOU
KaHaJIbIIEBOM cekpenuu. [Ipu ogHOBpEeMEHHOM NPUMEHEHUH BCE Ipenaparbl ¢ aHAJIOTHYHBIM
MyTEM BBIBEJACHHUS MOTYT IIOBBINIATh KOHIICHTPAIMIO AaIMKIOBHpa B IUIa3Me KpOBH. Tak,
npoOeHenu 1 U muMeTuIuH yBennunuBaroT AUC aniMKIoBUpa U CHIDKAIOT €T0 IMOYEYHBIN KIUPEHC.
OnHako KOppeKIUs JA03bl He TPeOyeTcsl BCIASACTBUE MIUPOKOTO JUaNa3oHa TeParneBTUYCCKHUX J103
aIlMKJIOBHPA.

VY nanuMeHToB, MOMYyYaroIIUX Mpenapar 30BHPAKC, CIEAYeT cOOIonaTh OCTOPOXKHOCTH MpHU
COBMECTHOM Ha3HAYEHUH C TperapaTaMu, KOHKYPUPYIOLIUMHU C allUKJIOBUPOM 3a IyTh BhIBECHUS,
BCJIC/ICTBME BO3MOKHOTO TOBBIIICHHUS B IUIa3ME€ KPOBU KOHIEHTPALMKM OJHOTO MM OO0OMX
Ipenaparos, Jin0o ux MetadbonutoB. YeennueHne AUC anukiIoBupa U HEAaKTUBHOTO MeTabonuTa
MukodeHnonara MoheTuina — UMMYHOCYNPECCUBHOTO CPENICTBA, NMPUMEHSIEMOrO Yy MalleHTOB
1oclie TpaHCIIaHTAIMK, — HaOMI0AaNoCh IPU OJAHOBPEMEHHOM MPUMEHEHUU JIEKapCTBEHHBIX
[IpPernaparoB, COAEPKAIUX JaHHbIC BEIIECTBA.

Takxe He0OXOIUMO COOJTIOIATh OCTOPOKHOCTH U MPOBOAUTH MOHUTOPUHT M3MEHEHUS (DyHKIMU
MIOYEK NMPU BHYTPUBEHHBIX HH(]Y3UIX AIMKIOBUPA COBMECTHO C JICKAPCTBEHHBIMHU ITpETIapaTaMH,
KOTOpbIE BJMSIOT Ha JAPYrde acrleKThl (U3MOJOTHH TOYeK (HampuMep, IHKJIOCIOPHH,
TaKpOIUMYC).

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTD U JJAKTALMS

bepeMeHHOCTH

[TocTpeructpaliiOHHBIN aHAJIN3 TPUMEHEHUS ALUKIOBUPA Y KEHIIUH B IEpUo] OEpEMEHHOCTH He
BBISIBUJI YBEJTMYEHUS KOJIMYECTBA BPOXKACHHBIX JIE(PEKTOB y HOBOPOXAECHHBIX MO CPABHEHUIO C
oOmielt momynsnuei; mo0ble BpOXKICHHbIE Ae()EeKThl HEe JIEMOHCTPUPYIOT OJHO3HAYHOH U
YCTOMYMBOW TOBTOPSIEMOCTH, TIO3BOJIAIOLIEH cAenaTh MpPEeAnoyiokeHne o0 ux oouiem
IIPOUCXOKACHUH.

HpI/IMeHeHI/Ie npemapara 3OBI/IpaKC Y KXCHIIWH B IIEPpHUOJ 6epeMeHHOCTI/I CJIICAYCT paCcCMAaTpUBATb
TOJIBKO B TOM CJIy4dae, €CJIH MpeArojraracmMas 1nojib3a Ijisi MaTepu IMpeBbIIIAcT BO3MOXKHBIH pHUCK
JJIA 1104a.

JlakTanus

[Tocne mpuema npenapara 30BUpakc BHYTPb B 103€ 200 Mr 5 pa3 B CyTKHU alIUKIOBUP ONPEAEIISIICA
B TPYAHOM MOJIOKE B KOHIEHTpaUsX, cocTaBsomux ot 60 % 10 410 % KOHUEHTpaUu B IJIa3Me
KpoBU. [lpu Takux KOHIEHTpalUsX B TPYAHOM MOJIOKE MAETH, HAXOMAAIIMECS Ha TPYIHOM
BCKapMIIMBaHUHU, MOTYT TIOJy4aTh allMKIOBUP B J103€ 10 0,3 Mr/Kr/cyT. YUuThIBasi JaHHBIN (aKT,
cleayeT coOMoaTh OCTOPOKHOCTE MPU MPUMEHEHUH MpenapaTa 30BUPAKC y KOPMSIIHUX KEHIIHH.

DdepTUabHOCTD

I[aHHBIe O BJIMSAHUHA allUKIIOBHUPA Ha (bepTI/IJIBHOCTL Y KCHIIUH OTCYTCTBYIOT.
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B uccnenoBanuu ¢ yuyactuem 20 HallMEHTOB MymCKO}B]:%Hg%C%%EEM&IE ReHeErBom

CIEpPMAaTO30M10B ObLIO YCTaHOBJIEHO, YTO MPUMEHEHHE allMKJIOBUPA BHYTPb B J103€ /10 1 T B IeHb
B TeyeHHE O MecsleB HE OKa3blBAIO KIMHUYECKHM 3HAYMMOIO BIIMSHUS Ha KOJUYECTBO,
MOJIBUKHOCTD UM MOP(OJIOTHIO CLIEPMATO30HI0B.

4.7. BuausiHde HA CIOCOOHOCTH YNPABJISATH TPAHCIOPTHBIMHU CPeACTBAMHU M PadoTaTh ¢
MeXaHu3MaMH

AUUKIOBUD Ui BHYTPUBEHHBIX HMH(QY3Hi, KaKk @pPaBUIO, NPUMEHAETCS Yy MalUeHTOB,
HAXOJSIIIMXCS HA CTAIlMOHAPHOM JICYEHHH, B CBSA3H C YeM MH(OpMaLns 0 CioCOOHOCTH MallMeHTa
K YIPaBJICHUIO TPAHCIOPTHBIMU CPEACTBAMU WM MEXaHU3MaMH OOBIYHO HE MPUMEHHMA.
HccnenoBanus Mo OLEHKE BIUSHUS allUKIOBUPA Ha CIOCOOHOCTH K YIPABICHUIO TPAHCIIOPTHBIMU
CpeICTBaMH UM MEXaHU3MaMH HE TPOBOAUIIHUCH.

4.8. HexenaTelbHble peakuu

TabanuHoe pE3IOME HEXKENaTEIbLHBIX PeaKIUi

KaTCrOpI/II/I YaCTOThI IIEPCUHUCICHHBIX HUKC HCKCIATCIIbHBIX SIBJICHUH SIBISIOTCS OLICHOYHBIMH.
I[J'IH OOIBIIMHCTBA HEXKEIATENbHBIX SIBIICHUH OTCYTCTBYIOT JAaHHBIC JJIA TOYHOH OLCHKH 4aCTOTHI.
KpOMe TOro, 4acTtora BCTPCUACMOCTH HCKCIATCIIbHBIX SIBJICHHII MOJKET BapbupoOBaTh B

3aBUCHUMOCTH OT ITOKa3aHUs.

HesxenartenbHbie SIBICHUS, IPEICTABICHHBIC HIKE, IEPEYUCIICHBI B COOTBETCTBUU C TIOPAKECHHEM
OpPraHOB M CHCTEM OPraHOB M YaCTOTOHM BCTpedaeMOoCTH. YacToTa BCTPEUYaeMOCTH ONPEACsIeTCs
cleayromuM oopasoM: odeHb yacto (> 1/10), wacto (> 1/100, vo < 1/10), newacto (= 1/1000, HO
< 1/100), peako (> 1/10000, vHo < 1/1000), ouenp peako (< 1/10000), yacrora Hem3BecTHa (Ha
OCHOBaHHMH UMCIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXHO).

Hapywenus co cmoponvl Kpo8u u IuM@bamuyeckol cucmemol

Heuacro: CHIDKEHHE  cofepaHus  (GOpPMEHHBIX  DJEMEHTOB  KpPOBH  (aHEMHus,
TPOMOOLIUTOTICHHUS], TCUKOTICHHS ).

Hapywenus co cmopoHvl UMMYHHOU cucmembl

OdeHb penko: aHa(uIaKcus.

Hapywenus co cmopoHvl HEPEHOU CUCTEeMbl

OdeHb penko: rojioBHasi 00Jb, TOJIOBOKPY)XEHUE, BO30YXKIEHHE, CIYTaHHOCTb CO3HAHUA,
TpEeMOp, aTaKCUs, TU3APTPUsl, TALTIONMHAINHN, TICHXOTUYECKHE CUMIITOMBI,

CYZIOpOTH, COHJIUBOCTb, SHIE(aI0NaTHs, KOMa.

Hapywenus co cmopoHnvl cocyo0os

Yacro: ¢bedur.

Hapyuwenus co cmopoHbl OblXameibHOU CUCHEMbL, OP2AH08 2PYOHOU KIemKU U cCpe0oCmeHUs

OueHb pelKo: OJIBIIIIKA.
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VK enyoouHo-KuueyHvle Hapyulenus

Yacro: TOLLHOTA, PBOTA.

OueHb penko: nuapesi, 00JIb B JKUBOTE.

Hapywenus co cmopoHbvl neveHu U Hceniesbleo0AuWUx nymei

Yacro: 00paTHMOe MOBBILICHUE AKTUBHOCTH MTEYEHOYHBIX ()ePMEHTOB.

O4eHb penko: 00paTHMOe MOBBIIICHUE KOHIICHTPAUK OUIMPYOUHA, JKENTyXa, TeHaTuT.

Hapywele CO CNOPOHbBL KOJHCU U NOOKOJNCHBIX MKAHEll

Yacro: 3y/, KpalMBHUIIA, CHITb (B TOM YHciie (POTOCECHCUOMITN3AIINS).

OueHb penko: AHTMOHEBPOTHYECKHI OTEK.

Hapywenus co cmoponvl nouex u MoYegbl800auux nymeti

Yacro: MOBBILICHUE KOHIIEHTPAlUX MOYEBUHBI U KPEATUHHHA B CBIBOPOTKE KPOBH.
OueHb penKo: HapylnieHne (QYHKIMH TI0YEK, OCTpas MOYeyHas HEJOCTATOYHOCTbh, TOYCTHAS
KOJIMKA.

[Toyeynass komMKa MOXXET OBITH CBS3aHA C HapylmieHHEeM (YHKIUU MOYEK H

KpUCTaJUTypUEH.

Obwue HapyuweHus u peakyuu 8 Mecme 66e0eHUs.

OueHb penko: o0mmast cnabocTh, TUXOPAIKa, MECTHBIC BOCIIAIUTEIBHBIC PEAKIIHH.

Onuncanue OTACIBHBIX HEXKEIATSIbHBIX PeaKIIUM

YKa3aHHBIE BBIIIE SIBICHUS CO CTOPOHBI HEPBHOM CHCTEMBI OOBIYHO OTMEYAIHCh Y MALIUEHTOB C
HapyleHrneM (QyHKIMM MOYeK W APYTUMHM IMpepacroiaralonuMu (GakTopaMH M, Kak MpaBHIIo,
HOCHJIM 00paTHMBIN xapakrtep (cM. pasnen 4.4).

beicTpoe yBenuM4eHHE KOHLEHTpAlMM MOYEBMHBI M KpPEaTMHHHA B CBIBOPOTKE KpOBHU
MPEAIIOJIOXKUTCIIBHO CBA3aHO C MMKOM KOHIOCHTpAUWH AllUKJIOBHpPA B IJIa3ME KPOBH U YPOBHEM
BOJIHOro OanaHca opraHu3zMa. UtoObl n30exaTh NOJOOHBIX SBICHUM INpPH BHYTPUBEHHOM
BBEJICHUU, CIIEAyeT MPOBOJUTH MEUIEHHYIO MH(Y3HI0 B TeueHHe | yaca BMeCTO OOIHOCHOIO

BBEJICHMUS.

Crnenyer noaaep uBaTh HaJUIEKalINN ypOBEeHb ruapaTanuu opranuzMa. Hapymenue ¢yHkunn
MOYEK OOBIYHO OBICTPO KyHMHUPYETCsl MPU BOCCTAHOBJIEHUM BOAHOIO OajlaHca y MalueHTa W/Wiu
YMEHBIIEHUH JI03bI MTpENapaTa uiv OTMeHe npenapara. [IporpeccupoBanue 10 OCTpoOr MOYEYHON

HEAOCTATOYHOCTH MOXKET MPOUCXOANUTH B UCKITFOUUTCIIBHO PEAKUX ClIydadX.

[Ipu ciyyaliHOM BBEJAEHWHU allMKIOBHpPA BO BHEKJIETOYHOE MPOCTPAHCTBO MPU BHYTPUBEHHOM
nH(]y3UM HAOIIOIATUCH TSKENIbIE MECTHBIE BOCIAIUTEIbHBIC PEAKIIMH, B HEKOTOPBIX CIydasx

MNPUBOAAIINEC K JECTPYKTUBHBIM U3MCHCHUAM KOXKH.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxHo coo0mare 0 M0J03pPEBAEMBIX HEXKENATeIbHBIX pPEAKLUAX MOCIEe PErucTpanuu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eabl0 00ecnedeHrs HeMpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
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coo0IaTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENaTENIbHBIX PEaKIUsAX JIEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIICHHS O HEXKETATeNbHBIX PEaKIMSIX rOCyIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccuiickas @enepanus

®denepanpHas cinyx0a 1mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBuanzop)
Anpec: 109012, r. MockBa, CriaBstHCKas IUIomianp, 1. 4, ctp. 1

Ten.: +7 800 550-99-03

DnekTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepexo3upoBka
CuMITOMBI

HepenompOBKa Inpciiapara 3OBI/IpaKC BbI3BIBACT ITIOBBLIIMICHUEC KOHHOCHTPpAIKWKU CBIBOPOTOYHOIO
Kp€aTuHHHA, a30Ta MOYCBHHBI KpPOBH H IOCICAYIOLUICC HAPYLUICHUC (bYHKI_II/II/I IIOYCK.
HeBpOJ'IOFI/I‘IeCKI/IC CUMIITOMBI IIpU HNCPEHAO3HUPOBKEC BKIOYAKOT CIIYTAHHOCTb CO3HAHUI,
raJlIronuHanuu, BO36y>KI[CHI/Ie, Cyaoporu u Komy.

Jleuenue

ITarueHTsl JOJDKHBI HAXOAUTHCS IIOJ MEIUIIMHCKUM Ha6J'IIOI[CHI/IeM AJis1 CBOCBPEMCHHOI'O
BBIABJICHUA IIPHU3HAKOB IICPCAO03UPOBKHU.

[eMonuanu3 3HAYMTEIHHO YCHIIMBACT BBIBEJACHUE alIMKIOBHPA U3 KPOBH, MTOITOMY TIOKa3aH MpPHU
HePEI03UPOBKE AI[MKIOBHpA.

5. DOAPMAKOJOI'NMYECKHUE CBOMCTBA

5.1. ®dapmakoauHamMHu4ecKHe CBOiicTBa

@dapMakoTepaneBTUYECKass TpyINa: MPOTUBOBUPYCHBIE CPENCTBA CHCTEMHOIO JIEHCTBUS,
IIPOTUBOBUPYCHBIE CpPEACTBA NPSIMOIO JEWUCTBUSA; HYKJIECO3UIbl M HYKIECOTHIBI, KpOME
UHTUOUTOPOB OOPATHOM TPAHCKPHUITA3HI.

Kox ATX: JOSABO1.

MexaHN3M IeUCTBUS

AIMKIOBUD — 3TO CHHTETMYECKUH aHajor IypUHOBOTO HYKJIEO3UAa, KOTOpPbIM o6nagaer
CHOCOOHOCTBIO MHTMOMPOBATh in Vitro W in vivo BUPYCHI repreca 4ejoBeKa, BKIIOYas BHPYC
npoctoro repreca (BIII') 1-ro u 2-ro TUMOB, BUpYC BETPSHON OCIIBI U ONOSICHIBAIOILETO Teprieca
(B3B, laricella zoster virus), Bupyc OmmreitHa—bapp (9bB) u uutomeranosupyc (LIMB). B
KyJIbTYpe KJIETOK allMKJIOBUpP 00JaaeT Haubosee BhIPaKEHHOM MPOTUBOBUPYCHON aKTHBHOCTBIO
B oTtHomeHnun BIIT'-1, nanee B mopsiake yobiBaHus aktuBHOcTH cieayioT BIII'-2, B3B, ObB u
[IMB.

WNurubupytoiee neicTBre alMkioBupa Ha BUpychl repreca (BIIT-1, BIIT'-2, B3B, 9bB, LIMB)
XapaKkTepu3yeTcsi BBICOKOW  H30uparesnbHOCTbI0. DepMeHT TUMHAMHKWHA3a 3/I0pPOBBIX,
HEMH()ULIMPOBAHHBIX KJIETOK HE HCHONb3YeT AalMKJIOBHpP B KauecTBe cyOcTpara, MO3TOMY
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AIUKJIOBHD MAJIOTOKCHYeH Ui KJIETOK texomH ronire = B friin F'Haga 0008ox,

nnummposanubix BIIT, B3B u DbB, npeBpamaer anukioBup B anukiaoBupa MoHodochar —
aHaJIOT HYKJIC03H/1a, KOTOPBIN 3aTeM MocieI0BaTeNbHO npeBpamaeTcs B audocdar u tpudocdar
NoJ ACMCTBHEM KJIETOYHBIX (hepMEHTOB. AIIMKIOBHpa TpUQochar B3auMOJCHCTBYET C BUPYCHOM
JHK-monmumepazoit u 6mokupyer perumkaiuio BupycHoit JIHK, 4to mpuBonut k oOphIBY 1ienu
BCJICACTBUE BKIIFOUEHUS anukioBupa Tpudocdara B nernouky supycHout JJHK.

dapmakogngamuyeckue 3P HeKTel

VY nmanueHToB ¢ BBIPa)KEHHBIM UMMYHOAE(QUIIMTOM JTUTENIbHbIE WK MTOBTOPHBIE KyPChl TEpAIuu
AIMKJIOBUPOM MOTYT TPUBOJUTH K TMOSBICHUIO IITAMMOB BHpyca CO CHHKCHHOH
YYBCTBUTEJIHLHOCTHIO, KOTOPbIE MOTYT HE OTBEYaTh Ha MPOJOHKEHUE TEpaluy aluKIOBHUPOM. Y
OOJIBIIMHCTBA BBIJCIEHHBIX IITAMMOB CO CHUXEHHON YYBCTBUTEIBHOCTHIO K AalMKIOBUPY
OTMEYaJIOCh OTHOCUTENIBHO HU3KOE COJIEpyKaHNE BUPYCHOM TUMUIMHKHUHA3bI, OJTHAKO COOOIIAIOCH
0 HAJTMYHMH IITAMMOB C MOIU(PHUITUPOBAHHONW BUPYCHOHM TUMUTuHKIHA30# min JIHK -monumepasoid.
BozneiictBue anukinoBupa Ha mrammbl BIID in vifro Tak:ke MOXKET PUBOAUTH K 00pa30BaHUIO
MEHEee UyBCTBUTEIBbHBIX K IIpemapary mTaMMoB. He ycTaHOBIEHa KOPpPENSIuUs Mexay
YyBCTBUTEIHHOCTHIO MITaMMOB BIII k anukinoBupy in vifro u KIMHUYECKOH 3¢ (HEKTUBHOCTHIO
mpernapara.

[Toka3aHo, 4TO BBICOKAs /1032 AIMKJIOBHpAa B BHUJE BHYTPUBEHHOW MHQY3UH CHIKAET 4acTOTY
BO3HUKHOBEHUS U 3amenisieT pasputue nHpexkuuu [IMB. Ecnu nocne BHyTpuBeHHOM nH(y3un
BBICOKOM [103bI AIUKIIOBHpA MPOBOJUTCS JIEUCHHWE BBICOKOW JO30M AallMKJIOBHpa IJs MpuemMa
BHYTpb B T€UEHHUE 6 MECAIIEeB, YaCTOTa Pa3BUTHUS BUPEMHH M YaCTOTA JIETAIBHBIX UCXO/I0B TAKXKe
CHUKAIOTCHL.

52. ®apMakoKHHeTHYECKHE CBOHCTBA

AOcopbuus

AIMKIIOBUD JIMIB YACTUYHO BCAChIBaeTCsl B KUIeuHUKe. CpeniHss OMO0CTYITHOCTD NPH NPHEMe
BHYTpb cocTtaBisieT oT 10 no 20 %. Ilpu mpueme BHYTpp HATOLIAK CPEOHAS MAaKCHUMAJIbHAs
koHUEeHTpalMsl (Cmax) 0,4 MKI/MJI JocTHraercss mpuMmepHo depe3 1,6 yaca mocne mnpuema
npenapata B go3e 200 mr B Qopme cycmensunm uiau kancynl. CpeaHss MakcHMaibHas
KOHIIeHTpalus B rmaazmMe KpoBH (Cssmax) yBenmuuuBaetcs Ha 0,7 mkxr/mi (3,1 MmkM) B paBHOBECHOM
COCTOSIHMM TOcIie MpuemMa mnpenapara B fo03e 200 Mr kaxjsle 4 4. MeHee mponopuHOHAIbHOE
yBenuueHue ypoBHs Cssmax 10 1,2 1 1,8 Mxr/mi (5,3 u 8 MKM) COOTBETCTBEHHO OTMEYaeTCsl IOcie
BBeJeHUA npenapara B 1o3ax 400 mr u 800 mr kaxabie 4 4.

Pacnpenenenue

Cpennuii 00beM pacrpeneneHus 26 1 yKa3bIBaeT, YTO al[MKJIOBHP PABHOBECHO pacIipeneisieTcs B
KUAKOCTSX BCero opranusma. [IpumepHsIil o0beM pactipeneneHus mnocie npuema BHYTps (VA/F)
cocrasinseT ot 2,3 10 17,8 n/kr. [lockonbKy CBsi3bIBaHHE ¢ O€TKaMU M1a3Mbl KPOBU OTHOCUTEIHHO
Hu3koe (9-33 %), nekapcTBeHHbIE B3aMMOICHCTBHUSA, BKIIIOYAIOLIME BBITECHEHHWE M3 YYacTKa
CBS3BIBAHUS, HE OxuaawTca. KoHIeHTpaiusi mpemnapara B IepeOpOCHUHATBHON KHUAKOCTH
coctasisieT 0koJio 50 % OT COOTBETCTBYIOILIEH KOHUEHTpAMU B IJIa3ME€ KPOBH B PABHOBECHOM
COCTOSIHUH.
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Bbuorpancdhopmarims

AIIMKJIOBUP BBIBOAMWTCS TMPEUMYIIECTBEHHO IOYKAaMH B HEM3MEHHOM BHE. EIWHCTBEHHBIM
W3BECTHBIM META0O0JMTOM B Moue sBisieTcs 9-[(kapOOKCHMETOKCH)METHJI |TyaHUuH, KOTOPBIN
cocraBigeT 10—-15 % ot BeIAEIISIEMON ¢ MOYOM JO36I.

OIUMUHALMSA

Cpennsis cuctemuas skcno3uius (AUCo..) anukiioBupa cocrasiser oT 1,9 go 2,2 mxr*u/mu
nocie BBeaeHus 10361 200 Mr. Bplj1o TpoeMOHCTPHPOBAHO, YTO Y B3POCIBIX KOHEUHBIN MTEPUO/T
MOJIYBBIBEJICHUS U3 TIa3Mbl KPOBH ITOCTIE TIpHEMa Mpernapara BHyTph COCTaBIsgeT ot 2,8 10 4,1 4.
[Toueunsiii knmupenc amukiaoBupa (CLr= 14,3 n/4) cymectBeHHO OoJbllie, 4YeM KIHUPEHC
KpeaTWHHWHA, 3TO CBHJCTEIBCTBYET O TOM, 4YTO KaHAIbIIEBas CEKpEIus, B JOMOJHEHUE K
KIIyOOYKOBOM  (DUIIBTpALIMKM, CIIOCOOCTBYET TIOYEUHOM OSIMMUHAIMKM Tpenapara. Ilepuon
MOJIYBBIBEJICHUSI W OONIMH KIMPEHC alMKJIOBHpa 3aBHCAT OT (GYHKIWMU Todek. [loatomy y
MAIMEHTOB C HapyIIeHuEeM (PYHKIIUU MOYEK PEKOMEHIyeTCsI KOPPEKIUs JO3bI.

Y HoBopoxaeHHBIX (0T 0 10 3 MecsleB) NMpU BBEACHUHU aIlMKIOBUpa B n03e¢ 10 MI/Kr B BUIE
uH(pY3UM B TeueHue | 4 Kaxaple 8 4 KOHEYHBIH MEepUO] MOTYBBIBEACHUS U3 IUIa3Mbl KPOBU
COCTaBJIsLI 0KOJI0 3,8 4.

Oco0nIe T'pYIHIIBI NAlIMCHTOB

HGL{HEHmbl nooJKIcus1020 eo3pacma

Y MOXUIIBIX TAllMEHTOB O6H.IPII>1 KIIMPCHC allUKIOBHUPA C BO3PACTOM CHMHIKACTCA IMapalJICIbHO CO
CHMIKCHUCM KIIMPCHCA Kp€aTMHMHA, OIHAKO KOHEYHBIN nepuoa IIOJYBBIBEACHHUA ALUKIIOBHUPpaA
HU3MCHACTCA HC3HAYNUTCIIBHO.

HGI/!HEHmbl C HapyuieHuem qbyHKl/;l/ll/l nodiexk

VY nmanmeHToB ¢ XpOHUYECKOW ITOYEYHON HENOCTATOYHOCTHIO KOHEUHBIN NIEPUOJ MTOTyBbIBEAECHHUS
alMKIIOBHpa cOCTaBsul B cpenHeM 19,5 u. Ilpu mpoBeneHnn remoguanusa CpeJHUR NEPHOA
IIOJTyBBIBEJICHUS aLIUKJIOBUPA COCTaBIsL 5,7 4. KoHIeHTpanus anukiIoBupa B I1a3Me KPOBU BO
BpeMs AMaIn3a CHUXKalach NpUOIN3UTENbHO Ha 60 %.

6. ®APMAIEBTUYECKUE CBOMCTBA
6.1. TIlepedyeHb BcioMOraTe/IbHbIX BelECTB
Hatpus ruapoxcun

6.2. HecoBmMecTHMOCTH

I[aHHBIfI J'IeKapCTBeHHHﬁ npenapar HE CICAYCT CMCIINBATL C APYTUMU JICKAPCTBCHHLBIMU
npenaparamMu, 3a UCKJIOUYCHUECM IIPCTIapaTOB, YIIOMAHYTBIX B pa3JICiIc 6.6.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs1)
5 mer.
6.4. Oco0Oble Mepbl MPeI0CTOPOKHOCTH IPH XPAHEHUH

Xpanuts npu temrneparype He Boinie 30 °C.
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6.5. XapakTep U comepkaHue NePBUIHOMN

[To 250 mr amukioBupa BO (hjlakoHEe HEUTpaabHOro cTekia (Tum [), yKymopeHHOM MpoOKoH u3
CHHTETUYECKOW  PE3WHBbI, O00XKATOW  aJIOMHHHEBBIM  KOJMA4KOM, C  IUIACTUKOBOH
3amenKkuBaromencs Kpoeimkoi. [1o 5 ¢akoHOB ¢ JTUCTKOM-BKIIQJIBIINIEM B IMaYyKe KapTOHHOM CO
BCTPOCHHBIM KapTOHHBIM pasjaenuTerneM. Ha KapTOHHON madyke MMeEeTCsl KOHTPOJb IEPBOTO
BCKPBITHS.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX IIOcjde NPHUMEHEeHUus:
JIEKAPCTBEHHOI'0 Mpenapara, u Apyrue MaHuIMyJIsiiHU ¢ NPenapaToM

[IpuroroBiicHHE pacTBOPA M METOJI BBEACHUS

PexomengoBanHas 1o03a mpenapara 30BHpAaKC JOJDKHA BBOJIWUTHCA B BUIE MEIJICHHON
BHYTPUBECHHOW MH(DYy31H B TeueHue 1 yaca.

[Tpenapar 3oBupakc BoccTaHABIMBAOT MprbaBaeHrueM 10 M1 BOIbI 1151 MHBEKIIMI WU pacTBOpa
HaTpus xJjopuaa s uHbekiui (0,9 %) 11 monydeHus pacTBOpa, coaepiKamero 25 mr
anukIoBupa B 1 mi.

VYkazanHblit 00beM HHPY3MOHHOTO pacTBOpa HEOOXOAUMO A00aBUTH BO (IIAKOH C THO(PHUIN3ATOM
npemnapara 30BUPaKC U OCTOPOKHO B300JITaTh 0 TEX MOP, MOKa COAEePKUMOe (pr1akoHa MOTHOCTHIO
HE PaCTBOPHUTCSI.

ITocne BoccTaHOBIEHUS PacTBOp IIpfciiapara 30BI/IpaKC MOKET BBOAUTHECA B BUAC BHYTpHBCHHOﬁ
I/IH(1)y31/II/I C IIOMOIIbIO CICIHAJIBHOI'O I/IH(by3I/IOHHOFO HacocCa, peryjmpyromero cCKopoCTb
BBCACHU:.

B KkadecTBe albTEpPHATHBHOIO CIIOCO0A MPHUTOTOBICHHUS BOCCTAHOBJICHHBIH PAacTBOp Iperapara
30BUpaKc pa3daBisieTcs Aaliee J0 MOJNyYeHHUsS KOHIEHTPAIMH allMKIOBHpA, HE MPEBBIMIAIOIICH
5 mr/mi (0,5 %).

Jns 3TOoro HeoO6XxoaMMo J100aBUTh BOCCTAHOBJIEHHBIM pacTBOp Ipenapara K BBHIOpAaHHOMY
UH(PY3MOHHOMY pacTBOpYy (BapHaHTbl PEKOMEHJYEMBIX MH(Y3HMOHHBIX PacTBOPOB IMPHUBEICHbI
HIDKE) U XOPOIIO B30OITATh JI0 MOJHOTO CMEIIMBAHMS.

Jnist nete 1 HOBOPOKACHHBIX, KOTOPBIM HEOOXOIMMO BBOJUTH MUHUMAJIbHBIE 00beMbl HH(DY3UA,
peKOMeHyeTcs MpU pa3BeleHUM J100aBiIsATh 4 MJ BOCCTaHOBJIEHHOI'O pacTBOpa Ipernapara
3oBupakc (100 mr anuxioupa) k 20 Mi1 H”HPY3MOHHOTO pacTBOPA.

J1s B3pOCIIBIX PEKOMEHIYETCsl UCTIO0Ib30BaTh MH(Y3HOHHBIE pacTBOPHI B ynakoBkax 1mo 100 mi,
JlaKe €CIIM KOHIIEHTpALuUs alMKIOBHpa NpH 3ToM Oyxer cymiectBeHHO Huxke 0,5 %. Takum
0o0pa3oM, OJJHY YIaKOBKY MH(]Y3HOHHOTO pacTBopa 00bemMoM 100 MJI MOKHO HCIOTIB30BaTh JUIS
o060 10361 anmkinoBupa ot 250 mr g0 500 mr (10 u 20 M1 BocCTaHOBIEHHOTO pacTBopa). s
103 ot 500 mr 1o 1000 mMr anukiIoBHpa HEOOXOAMMO UCIOIB30BATH JIBE YIAKOBKU MH(Y3HOHHOTO
pactBopa nanHoro oosema (100 mur).

[Ipn yka3aHHOM MeTONE pa3BeACHUS TMpernapar 30BUPAKC COBMECTHUM CO CIEAYIOIIUMU
MH(Y3MOHHBIMH PACTBOPAMH M OCTAETCsl CTA0OMIIBHBIM /10 12 4acoB Mpu KOMHATHOH TeMIieparype
(ot 15 °C no 25 °C):
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- HATPHs XJTOPH /sl BHYTpUBERHBIX nudlysuii (04351 9996~ TENEHOCTE 0002)

- HaTpus xsopun (0,18 %) u nexctposza (4 %) ans BHyTPUBEHHBIX HH(Y3UII;
- Hatpus xyuopun (0,45 %) u nexcrposa (2,5 %) Uit BHyTpPUBEHHBIX HHDY3HUI;
- pactBop XapT™maHa.

[Tpu mpuroTOBIEHUN pacTBOpa Mpernapara 30BHPAKC IO CXEMe, YKa3aHHOH BBIIIE, KOHIIEHTPAIUs
alKIIOBHpa cocTaniseT He 6onee 0,5 %.

[Ipu BOCCTaHOBIEHHMM B COOTBETCTBHM C NpPUBEICHHBIMU pekoMeHmanusmu pH pactBopa
npernapara 30BUPaKC COCTaBIAET mpumepHo 11.

Boccranosnenue u pasBeieHHE JTOJDKHBI IPOBOIUTHCS B MOJHOCTBHIO ACENTUYECKUX YCIOBHUSAX
HENOCPEACTBEHHO IIepell BBEACHUEM IIpernapara, Tak KaK B COCTaB Ipernapara HE BXOIAT
AHTUMHUKPOOHBIE KOHCEPBaHTHI. Hencronb30BaHHbIN pacTBOP YTUIU3UPYETCS.

He cnenyer 3aMopaxuBaTh BOCCTAHOBIICHHBIE U Pa3BEICHHBIE PACTBOPBL.

[Ipy moMyTHEHUM pacTBOpa WM BBINAJEHUHM B HEM KPUCTAJJIOB 10 WJIM BO BpeMs MH(Y3UU
pacTBOp CleAyeT yTUIM3UPOBATh.

7. JEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

AO «I'makcoCmutKustitn TpertguHr»

Anpec: 125167, r. Mocksa, Jlenunrpaackuit np-t, A. 37A, xopmyc 4, stax 3, nomemiernue XV,
KomHaTa 1

Temn.: +7 495 777-89-00

®dakc: +7 495 777-89-01

7.1. TIpeacTraBuTeJb iep:KaTe/isi PerucTPALMOHHOIO YA0CTOBEpPeHus

[IpereH3un HOTDe6I/ITeJ'IeI71 HalnpasJIATH 110 aApECy:

Poccuiickas ®enepanus

AQO «I'makcoCmutKunsita Tpeiaguury

Anpec: 125167, r. Mocksa, Jlenunrpaackuit np-t, A. 37A, xopmyc 4, stax 3, nomemnieHue XV,
KoMmHaTa 1

Ten.: +7 495 777-89-00

®dakc: +7 495 777-89-01

OnekTpoHHas mouta: 0ax81701@gsk.com

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

9. JIATA IEPBUYHOM PETUCTPAIIAM (IIOJATBEPXKJIEHUS PETUCTPAIIUN,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:
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10.

JATA IIEPECMOTPA TEKCTA

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.02.2024 N= 3135

(MOCNEODBATENBEHOCTE 0002)

OO61mas xapakTepUCTUKa JIEKApCTBEHHOTO IpernapaTa 30BUpaKC JAOCTYIHA Ha HH(GOPMAIMOHHOM
noprane EBpa3uiickoro 5KOHOMHYECKOr0 CO03a B MHPOPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH
«Hurepuer»: http://eec.eaeunion.org.
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