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MHHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOM ®EJIEPALIMU

WHCTPYKLIUS
10 MEJIMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOTO TIPEITAPATA
APEILJIUBUP® , MHH3ZIPAB POCCHH

j 14091217
PerucrpaunoHublii Homep:

ToproBoe nHaumenoanue: APEITJINUBUP®

i COTJIACOBAHO

s ———————

Mexaynapoanoe HemaTeHTOBaHHOE MJIM IPYNIIHPOBOYHOE HAHMEHOBAHHE:
baBunupaBup

JlexapcrBenHasi popma: KOHIEHTPAT JUIsl IPUTOTOBIIEHHS PACTBOPa sl HHAY3Hit
CocraB

Ha | mui:

eticmeyiowee sewjecmeo:

®aBunupaBup 40 mr

Bcnomocamenvnuie eeujecmea:

L-nu3nHa MoHOTHApAT 19,2 mMr
Hatpus runpoxcu 1o pH 6,5-8,0
Bona nis uabekiuii o 1 mn
Onucanune

[Ipospaynblii MM OMANECUUPYIOIMHA OT KEATOT0 MM IKEJNTOrO C 3eJIeHOBATBHIM
OTTEHKOM 10 KpacHO-KOPUYHEBOI'O LIBeTa pacTBOp. Bo3MOXHO BbinageHue
CAMHUYHBIX  KPHCTAIOB, TMpH  OOHAapy)KEHMH KOTOPbIX  (hIaKOH/aMIyy
HEOOXOMMO SHEPTUYHO BCTPSIXHYTh JI0 TIOJIHOTO PACTBOPEHHSI.

PapmakoTepaneBTHYECKAasi TPYNNa: MPOTHBOBUPYCHOE CPEICTBO

Koa ATX: JOSAX27
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®apMakoJiOrHYeCKHe CBOICTBA

DapmakoouHamuka

[Ipomueosupycnas akmuenocms in vitro

®apunupaBup 00J1a1aeT NPOTUBOBUPYCHOH aKTUBHOCTBIO MPOTHB JIAGOPATOPHBIX
IITaMMOB BHpYCOB rpunna A u B (nonoBuHHas MakcuMmainbHas 3(¢deKTHBHAs
koHueHtpauus (ECsg) 0,014-0,55 mxr/min).

Jlnist iTaMMoB BUpYycoB rpunmna A u B, pe3icTeHTHBIX K alaMaHTaHy (aMaHTaauHy,
pUMaHTaMHy),  OCeIbTaMMBUPY  MaM  3aHaMuBHpY, ECsy  cocTaBiser
0,03- 0,94 mxr/mn u 0,09-0,83 mkr/mi, coorBerctBeHHO. Jisi 1ITaMMOB BHpYyca
rpunna A (BKJIOYas LITAMMBbl, PE3UCTEHTHbIE K aJaMaHTaHy, OCeJIbTaMUBUPY M
3aHAMHMBHPY ), TAKUX KaK CBUHOM IPUNI TUMA A ¥ NTHYKI TPUNI TUIA A, BKIIIOYas
BbICOKOMAaToreHHbie mrammel (B ToM uucie, HSNI u H7N9), ECsy) cocrasnser
0,06- 3,53 Mkr/mi.

HAns  wramMmoB BUpycoB rpunma A M B, pe3sdcTeHTHBIX K ajamaHTaHy,
ocenbTaMuUBHpY M 3aHamuBHpY, ECsy coctaBnser 0,09-0,47 MKr/mit; nepekpecTHas
PE3UCTEHTHOCTh He HabJIIo1aeTcs.

®apunupasup uHrubupyer Bupyc SARS-CoV-2, BbI3blBaloluMii  HOBYIO
kopoHaBupycHyo uHpekuuo (COVID-19). ECs B knetkax Vero E6 cocraisier
61,88 MKMOJIb, UTO COOTBETCTBYET 9,72 MKI/MIL.

Mexanusm oeticmeus

®aBunupaBup  MeTabonU3MpyeTcs B KIeTKax g0  pubosunTpudochata
aBunupasupa (PT® daBunupaBupa) u wusbuparensHo unrubupyer PHK-
3aBucuMyto PHK nomvmepasy, yuacTBylolyto B perinkaiuu Bupyca rpunmna. PT®
aBunpasupa (1000 MKMOJIB/T) He MOKa3an MHruGUpYyIoLiero aeiicTBus Ha o JJHK
YesioBeKa, HO MoKa3ajl MHruoupyolee neiictBue B quanaszode ot 9,1 no 13,5 % Ha
P u B nuanasone ot 11,7 no 41,2 % wa y JIHK uenoseka. MHrubupyommas
koHueHtpauus (ICsp) PT® ¢asunupasupa mwis nonumepassl 11 PHK uenoseka
cocraBuina 905 MKMOJIB/JI.

Pezucmenmnocmeo

[Tocne 30 nepeceBoB B npucyTcTBUM (paBUTTUPaBUpa He HAOMIOAANIOCH M3MEHEHHI B
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BOCIIPUUMYHMBOCTH BHMPYCOB TpuUMNa THNAa A K (aBUNHUPaBHPY, PE3UCTEHTHBIX
IITAMMOB TaKXe He HabJIoan0ch. B MpoBeieHHBIX KIMHUYECKUX HCCIIEN0BAHUIX
He 0OHapyKeHO MOsBJIEHHEe BUPYCOB MPHUIITA, PE3UCTEHTHBIX K (baBunupaBupy.
DapmakoKkunemuka

Bcacwvieanue

IIpu nepopanbHOM mnpHeme (aBuMMpaBUp JIerko BcachiBaeTcs B XKeJy 104HO-
KHILIEYHOM TpakTe. Bpems 10cTHKeHHs MaKCUMaTbHON KOHUEHTPALMH (Tinay) -1,5 4.
IIpy BHyTpHuBeHHOM BBeleHHH (aBUNUpaBUpa OJHOKPATHO B AMANA30HE 103
400— 1800 Mr BpeMst 1OCTHKEHHS MAKCHMAJIbHOM KoHLeHTpauuu (Tp,y) cocTaBisier
ot 1,85 10 2,05 u. IIpu 0gHOKpPaTHOM BBeIEHHH 3aBUCHMOCTH BBOJMMOM 03Bl OT
MaKCUMaJbHOTO 3HAY€HMsI KOHUEHTpauuu ¢aBunupaBupa B miazme (Cpa) HOCHT
JMHEHHbIH XapakTep B auanazoHe 103 400-1600 mr (1?=0,98). 3aBHCHMOCTD
BBOJMMON J103bl OT IUIOWIAJAM MO KPUBOW «KOHLIEHTPALMS-BPEMs» C MOMEHTA
BBEJICHHUSI /10 MIOCJIEZIHETO ONpPeeNieMOro 3Ha4eH sl KOHIEHTPaLUuK (haBUIMpaBUpa
BO BpeMeHHOH Touke (AUC(.) HOCHT JMHeHHBIH XapaKTep Ha BCEM H3y4yaeMOM
nuanasoHe 103 (400-1800 wmr) (1>=0,97).

B xnuHnyeckom  mccrmenoBammm I (asel  nekapcTBeHHOro  mpemapara
APEIUUIMBUP®, nuodunuszatr 1a1s  npUroToBieHus KOHLIEHTpaTta  AJid
MPUTOTOBJIEHUs pacTBopa At WHQy3ui, 400 mr, 800 Mmr, npu napeHTepaIbHOM
BBCICHUHM BpEMS JNOCTHIKEHHS MakKCUMalbHOH KOHUEHTpauuu (Cpax) COCTaBUIO
52,70+14,86 MKr/Mn mpu IBYKpaTHOM BBeleHMH 103bl 1600 mr, a BpeMsi
AOCTHIKEHHSI MaKCHMallbHOH KoHueHTpauuu (Tma) coctaBuio 14 uacos (yepes
2yaca nocne Broporo BBenenus). 3naueHnss AUC).. u AUCy, cocTaBHIH
554,63+319,12 mxr*u/mn u 443,82+200,33 MKr*4/mi1, COOTBETCTBEHHO.
Pacnpeoenenue

Cas3piBaHue ¢ GeJKaMu M1a3Mbl COCTABIISET OKOJIO 54 Y%.

Memabonuzm

®aBunupaBUp B OCHOBHOM MeTabOJM3UpyeTCs albAerHIOKCHAA30H U YacTHUHO
MeTabONM3UPYeTCs JI0 THAPOKCHUIMPOBAaHHON (OPMBI KCAHTHMHOKCHMIa30i. B

K1eTkax Merabonusupyercs 1o PT® dasunupasupa. U3 npyrux MeraGoauTos,



KpOM€ T'HpOKCHIIaTa, B IJIa3Me KPOBH M MOYE YeJIOBEKa PErHCTPUPOBAIM TAKKe
KOHBIOIaT [IIOKYpOHaTa.
Buvigeoenue
B ocHoBHOM (aBHMHpaBHUpP BBIBOAWTCS IOYKAMU B BHJE aKTUBHOTO MeTaboJIMTA
FMApOKCHiIaTa, HeOOJNbLIOE KONMYECTBO B HEW3MEHEHHOM Buze. Ilepuon
MONyBbIBECHHUs  (aBuUnupaBupa mocie mepopaibHoro npumenenus (T)p)
COCTaBJISET OKOJIO 5 u.
Ilocne BHyTpuBeHHOrO BBeneHMs OnHOKpaTHO T)» (aBunMMpaBUpa H3MEHSETCS
JIMHEWHO B JMana3oHe KoHueHTpauuii 400 mr — 1800 mr ot 1,62 1o 3,37 u.
Ilayuenmor ¢ napywenuem pynxyuu nevenu
Ilpu npueme nepopanbHOii (opMbI (paBUNUpaBHpa MALUEHTAMH C TE€YEHOYHOI
HEJIOCTaTOYHOCTBIO JIETKOM M cpelaHeil creneHW Tskectd (knacc A u B mo
knaccuuxauuu Yaiina-Isto) ypenudenns Cpax 1 AUC cocTaBumu 1,5 pasa u
1,8 pas, cooTBeTCTBEHHO, O CPABHEHHIO CO 310POBBIMU JJOOPOBOJIbLAMH. JlaHHBIE
yBenuyeHuss Cpaw 1 AUC 1718l MauMeHTOB ¢ MEeYeHOYHOH HeI0CTATOYHOCTBIO
TsDKeJoi cTenenu TshkectH (knace C no knaccupukauuu Yaiina-Isio) coctaBisinm
2,1 pa3 u 6,3 pa3a, COOTBETCTBEHHO.
Ilayuenmol ¢ napywenuem pynxyuu nouex
Y DNauMeHToB ¢ MOYEYHOM HENOCTATOYHOCTBIO CpeIHel CTEermeHH TSKEeCTH
(CK®<60 ma/mMun n >30 MI/MHH) ocTaTo4Has KOHLEHTpalHs (aBUITHpaBHpa
(Cihrough) yBeMUHMBANach B 1,5 pasa 10 CpaBHEHHMIO C NAlHEHTaMU 0e3 HapyILIeHHUs
GyHkuMu noyek. Y NauMeHTOB C MOYEYHON HEIOCTATOYHOCTBIO TSKENOH M
TepMUHANIBHON cTenenu TshkecTd (CK® <30 mi/MuH) npenapar He usyuascs.
Ilokaszanus Kk npuMeHeHHI0
Jleyenue HoBoOM KopoHaBUpYCHO# HH(ekuuu (COVID-19).
IIporuBonokaszanus

— IloBblleHHas 4yBCTBUTENLHOCTh K (haBHUIUPABUPY WM JHOGOMY ApYroMmy

KOMIIOHEHTY JieKkapcTBeHHoro npenapara APEITJIMBUP®
— IleyeHouyHas HeNOCTATOYHOCTH TsDKENOM cTeneHu TsxecTH (knace C Mo

knaccudukauuu Yaina- [Tero)



— Iloueunas HenOCTATOMHOCTb TAKENONH M TEPMUHAIBHON CTENEHH TSHKECTH
(CK® < 30 ma/mun)

— bepemennocTs umu nianuposanue GepeMeHHOCTH

— Ilepuon rpyHoro BckapMinBaHus

— Jlerckuii Bo3pacrt 10 18 ner
C ocTopokHoCTBIO
Y nauueHToB ¢ moaarpoii u runepypukeMueii B anaMHese (BO3MOKHO MOBBILIEHHE
YPOBHsl MOY€BOH KHCIIOTBI B KPOBH M 0GOCTpEHHE CHMIITOMOB), y TOXHUIIBIX
MalHCHTOB, MAllUCHTOB C NEYEHOYHOH HEN0CTaTOYHOCTBIO JIETKOH M cpeaHeid
CTeNeHH TshkecTH (kmacc A u B mo knaccudmkauun Yaiinga-I1bi0), nammenTos ¢
MOYEYHOH HEe0CTaTOYHOCThIO cpenHel cTeneHM Tskectn (CK® <60 Mu/MuH U
>30 mi1/MuH).
IIpumenenne npu GepemeHHOCTH M B epHoA rPYAHOr0 BCKapMJIHBAHHSA
B noknuHuveckux wuccnenoBaHusx (aBunupaBupa B J03MPOBKAX, CXOKHX C
KJIMHAYECKHMH MJIM MEHBLIMMH, HaONOAanuch rubenb 3MOpHOHA Ha paHHeN
CTaJIuM U TePaTOT€HHOCTb.
JlexapcTBeHHslit npenapar APEITJIUBUP® NPOTHUBOIIOKA3aH OepeMEHHBIM, a TAKKe
MY’KIMHaM M OKCHIUMHAM BO BpeMsl I[UIAHMPOBaHUsS OepemeHHOCTH. [lpu
Ha3sHa4eHUH JiekapcTBeHHoOro npenapara APEITJIMBUP® xeHmuHaM, croco6HbIM
K JIETOPOX/ICHHIO (B TOM 4YHClle B MOCTMEHOIAy3e MeHee 2-X JIeT), HeoOXO0IuMO

NOATBEPAUTH OTPHULIATEIbHBIN PE3YJbTAT TeCTa Ha 6eDeMeHHOCTB J0 Hayalia

neyeHus. IToBTOpHBIH TecT Ha GepeMEHHOCTH HEOOXOIUMO IIPOBECTU TOCJIE
OKOHYaHHsl NpUeMa rpernapara.

Heobxonnumo ncnosnb3oBath 3ddekTHBHBIE METOIBI KOHTpauenuuu (npe3epBaTus
CO CIEPMHIMIOM) BO BpeMsl IpUeMa MPenapara U rocje ero OKOHYAHHS: B TeYeHHe
| Mecsna jxeHIMHAM U B TeyeHHe 3 MecsLeB MY XYUHaM.

Ilpy Ha3HauyeHHH JleKapCTBEHHOrO npenapara APEITJIMUBUP®  kopmsumm
KEHIMHAM HEOOXOAMMO MPEeKpaTUTh IPyJHOE BCKAPMIIMBAHHE HA BpeMs npHema
NpenapaTa U B Te4eHHe 7 JIHeH 1ocie ero OKOHYaHMUs, TaK Kak OCHOBHOIM MeTaGoINUT

(baBHanaBnpa [IonaaaceT B rpyIHOE MOJIOKO.



Cnocob npumMeHenHs u 103bl

IIprmeHenue nexapcTBeHHOro mnpemnaparta APEIIJIMBUP®, «xoHueHTpar s
[PUrOTOBICHHUS pacTBOpa st MHQY3WH, 40 MI/MJI, HOIKHO OCYIECTBISTHCA B
YCJIOBUSIX CTallHOHAapa.

Jl1s sledeHus HOBOM KOPOHABHPYCHO uadexunn (COVID-19), BbI3BaHHOM
BrUpycom SARS-CoV-2, pekomenyercs cieayrommpmii PEXHUM 103UPOBAHUS:

no 1600 mr 2 pasa B 1-ii neHs Tepanuy, nanee no 800 mr 2 pasa B aeHb,
COOTBETCTBEHHO, €O 2-10 1o 10-i neHs Tepanun.

BBenenne npenapata ocyuiectBiseTcs BHyTPHBEHHO KaneibHO B TeueHue 2 4.
ITprMeHenue mpenapaTa JOMKHO OCYIIECTBIATHCS HA OCHOBAHHH KIMHHYECKOI]
KapTHHBI H/UJIK MOCsie 17abOPaTOPHOTO MOATBEP)KAEHHS AMArHO3a H IPU HAJTUYHH
XapaKTePHON KJIMHUYECKONW CUMIITOMATHKH.

Ob1as nponomKUTENBHOCT Kypca JledeHHs cocTaBiser 10 xHell wiu 110
OATBEPKACHUS  SJIIMMUHALMK  BHpyca (OTpMUATeNbHbIH pesynbrar [1L[P-
MCCIIeI0BaHHs ), €CIIM HACTYIHUT paHee.

Huempykyus no npueomosnenuio pacmeopa ons ungysuii

ITpuroToBneHue pactBopa s HHOY3MI:

Bo ¢nakone/amnyne BO3MOXHO BbIMafeHHe eIMHUYHBIX KPHCTAJJIOB, TIpH
0OHapy)KeHUU KOTOPBIX (JIaKOH/aMIyTy HeoOXOIMMO SHEPIMYHO BCTPSIXHYTh JI0
NonHoro  pactsopenus. Ilepen mnpurotosnennem wuHQy3MOHHOTO —pacTBOpa
HEOOXOAMMO BCTPAXHY Th (DIIAKOH/aMITy Ty C 1eKapCTBEHHbBIM npenaparom. 3ateM us3
¢naxona ¢ 200 M pusnonornyeckoro pactsopa (0,9 % pacTBOpa HaTpHsl XJIOpUa)
YZJISIOT, COOTBETCTBEHHO, 110 40 1n 20 MJT pacTBOpa ¥ 3aMeILAIOT 3TH KOJIMYECTBa
TpeOyeMbIM  KOJMYECTBOM  JieKapcTBeHHOro —npemapata  APEITJIUBUP®,
KOHLEHTpAT IJIsi NPUrOTOBJIEHUS pacTBopa 1isi uHpy3ui, 40 mr/mn. Konuyectso
(pnaxoHOB/amITy 1 npenapara M 3amelaeMblii 06beM Ha MH(QY3HIO TIPE/ICTABIIEHDI B
Tabnuue 1.

Jnsi KaXI0ro BBeIEHMs MOATOTABIMBAETCS npenapat B 03¢ 800 unu 1600 mr B

200 ma dusnonorunyeckoro pacrsopa (0,9 % pacTBOpa HaTpHsl XJIOPH/IA).
p p



Tabnuua 1. KonnvecTBo JJeKapcTBEHHOTO npenapara Ha | uHbY3HI0

Pa3zoBas no3a Heobxoaumoe komuuecTBo (rakoHOB/amiy 1 3amelaemMsiii 00beM
npenapara APEIIJIUBUP® (40 mr/mi) Ha (bHU3HOIOTHYECKOTO
| nauuenra Ha 1 uadysuro pacTBopa
1600 mMr 4 pnaxona/ammynbi 1o 10 Mo 40 mn

2 (nakona/ammysiel o 20 mi

800 mr 2 ¢naxona/ammyisl 1o 10 M 20 mn

1 q)naKOH/aMHyﬁa 1o 20 ma

Xpanenue pacmeopa 0ns ungysui

PacTBop 11 uHQy3uit ciesyeT roToBUTH HEMOCPEACTBEHHO Nepe/l MPUMEHEHHEM.
I[IpurorosrnenHplii pacTBOop mis MHAQY3HMl MOXET XpPaHUThCS NMPH KOMHATHOM
TeMIiepatype He Bbille 25 °C He Oosee 4 yacos.

IloGouHoe neficTBHE

Kparkoe pe3rome 110 6€301acCHOCTH

B kinHuYecKkoM wuccnenoBaHMM JlekapcTBeHHoro npenapata APEITJIMBUP®,
NTHO(UIIN3AT [ PUTOTOBIICHNs KOHLIEHTpATa /ISl IPUIOTOBIEH s PacTBOPa I
uHQy3ud, 400 mr, 800 mr, Hanbosee YacTBIMM HeKeNaTeIbHBIMU SIBICHUSMH,
BO3MOJXXHO MJIM BEPOSITHO CBSI3aHHBIMU ¢ puMeHeHueM npenapara APEITJIMBUP®,
ObLIN: MOBBILIEHHE YPOBHs anaHuHamuHoTpaHcdepasbl (15,1 %), MoBbILIEHHE
YPOBHsl acnapraTaMuHOTpaHc(epasbl (6,6 %), MNOBBIIEHHE YPOBHS TraMma-
riayTamuiTpancoepassl (3,8 %). Takke 3aperucTpupoBaHbl €IHHMYHBIE CIyYau
auaped U TOWHOTHL. Habmronasuinecs HexenarenbHble SBIEHHUS COOTBETCTBYIOT
M3BECTHBIM HEXKEJIATeNIbHBIM peakUusM (aBUNMpaBHpa, TMPEACTABIEHHBIM B
Tabanue 2. 3aperucTpupoBaHHbIe —HeKelaTellbHble SABJEHHS B  TIPyIIe
APEIUJIMBUP® 3Hauumo He OTIMYANKCH [0 TUIy W YacTOT€ OT TaKOBBIX,
HaOJIOABIIMXCS B TPYIIe CPAaBHEHUS W, BEPOATHO, ObLIM CBS3aHBI C TEYECHHEM
3a0o0seBaHusl.

OueHka  4acTOThl  BO3HMKHOBEHMsI HEKeNaTeNbHbIX MOOOYHBIX  peaKiuii
OCHOBbIBaeTcsi Ha kiaccuukauuu BO3: ouenb wacto (>1/10); uwacto (>1/100,

<1/10); wewacto (>1/1000, <1/100); peako (>1/10000, <1/1000); o4ens penko



(<1/10000); yacToTa HeU3BeCTHA (YCTAHOBUTH YACTOTY 110 MMEIOILUMCS JaHHbIM He

IPEICTaBISETCS] BO3MOXKHBIM).

Tabnuna 2. HexxenareabHble peakiuu

Knaccugpukauus no
cucmemam op2aHos

Heoswcenamenwvneoie peakuyuu

Hapywenusn co cmoponui
Kpoeu u aumpamuyeckoii
cucmemol

yacmo: HeWTPONIEHUSL, IEUKONIEHUS

€e0KO: JIEUKOIIMTO3, MOHOLIMTO3,
p

PETHUKYJIOLUTOIICHHUA

Hapywenus co cmoponsi
00Mmena eeuiecme u
numanus

4acmo: TUNepy pUKEMHUSl, TUTIePTPUTITULIEPHIEMHUS
Heuacmo. TIIOKO3ypus
PpeoKo: TUNOoKalueMus

Hapywenusn co cmoponui
UMMYHHOU cucmemol

Heyacmo. Chllb
peoko: 3K3ema, 3yl

Hapywenus co cmoponsi
0blXAMebHOU CUCMEMDB,
Op2aHO06 2PYOHOU KI1emKU
u cpeoocmeHus

peoko: OpoHXHallbHas acTMa, 00JIb B rOpJie, PUHMT,
Ha30(papUHTUT

Hapywenus co cmoponui
HCESIYOOUHO-KULUEYHO20
mpaxkma

yacmo. nuapes’™

Heyacmo. TOUIHOTa*, pBOTa, 00JIb B )KUBOTE
auckomdopt B
JBEHALUATUNIEPCTHON KHIIKH, KPOBSHUCTBINA CTYII,

peoko: KUBOTE, A3Ba

racTpUT

Hapywenusa co cmoponui
neyenu u

yacmo: noselilieHUe akTUBHOCTH AJIT, noseiiieHne
akTuBHOCTH ACT, noBbIllIEHUE aKTUBHOCTHU raMMa-

HCESIUCBHIBOOAULUX riytamuntpanchepassl (ITT)

nymei peoko:  TIOBBbILLIEHHME  aKTHBHOCTH  IIE€JOYHOM
pochaTazel  (I11P), mnoBbIlIEHHE KOHLEHTPALUH
OunupyOuHa B KpOBU

[pyzue peoko:  aHOMallbHOE  TIOBEJEHHE, IOBBILIEHUE
AKTUBHOCTH KpeaTuH(OCcHOKHHA3EI (KDK),

réMatypus, IOJIMI TOpTaHW, TUIICPIIUIMEHTaLus,

HapylIeHHe BKYCOBOIA 4yBCTBUTEJIbHOCTH,
remMaToma, HEYEeTKOCTh 3peHus, 0o0Jb B TJa3sy,
BEPTHUI0, HaKeJly JOYKOBbI€ SKCTPACHUCTOJIEI, 0OJIb B

I'pYHOM KJleTKe

*3apecucmpuposansl edunuunvie cryuau 6 KIUHUYECKOM UCCIe008aH U NPenapama

APEIIJIHBHP®,




Ilepeno3upoBka

Coobuienus o nepeo3upoBke (HhaBUITMPABUPOM OTCYTCTBYIOT.

B3anumopneiicTBHe ¢ APYTHMH JIeKAPCTBEHHBLIMH CPeICTBAMH

®aBunupaBuUp He MeTaOUIM3MpyeTcss LUTOXpoMoM P450, rnaBHbIM 06pasom,
MeTaboIM3UpYeTCsl  albAeTHJOKCHAA30M M  YacTUYHO  KCAHTHHOKCHIA3OIL.
®apunupaBup MHrUOMpyeT aibaeruaokcugasy u uutoxpom CYP2CS, o He
HHAYLUpYyeT uuToxpom P450.

Ta6Jmua 3. MC)KJIeKaDCTBeHHI:le B3aUMOJICHCTBUS

Jlekapcmeennvie | Ilpusnaku, cumnmomol u Mexanusm oeiicmeus u
cpeocmea JleyeHue ¢axkmopel pucka
Hupazunamuo ['unepypukemus JlononHuTeNnbHO
NOBBIILAETC  peabcopOius
MOY€BOM KUCJIOTBI B

IMOYCYHbIX KaHaJIbLaX.

Penaznuruo Moxet noBeicuThes | MHrubuposanne CYP2CS8
KOHLIEHTPALUs penarjiuHuIa B | IPUBOAUT K IOBBILLIEHUIO
KPOBH, BO3MOXKHO pa3BHTHE | KOHLIEHTPALIUH
HeXeJaTeJbHbIX peakluil Ha | penariMHuAa B KPOBH.
penarJiivHua
Teopunnun KoHnueHnrparus B3aumoneiicTBue ¢
(aBunMpaBrpa B KPOBU MOXKET | KCAHTUHOKCHIA30H  MOXeET

MIOBBICUTBCS, BO3MOJXKHO | IPUBECTU K  TOBBILIEHHIO
pa3BuTHE HEXXeJaTeNIbHbIX | KOHLIEHTPALH
peakuuii Ha (paBUNUPaBUP (aBUNUpaBUpa B KPOBH.

Damyurnosup, | IbHeKTHBHOCTD naHHbIX | UHrubupoBanue
CYJIUHOAK JIEKapCTBEHHBIX  MpenapaToB | (haBUIIUPABHPOM
MOXeT OBbITh CHHIXKEHA aJbJIETUIOKCUIA3bl  MOXET
NPUBECTH K  CHHXKEHHIO
KOHLEHTPAalUHl  aKTHBHBIX
(opM JaHHBIX MPEnapaToB B

KPOBH.




Ocob6ble ykazanus

Jleuenue nexapcmeennviv  npenapamom APEIIJIUBHUP®, xonyenmpam oas
npueomoenenus. pacmeopa ons ungysuii, 40 me/mn, npedycmompeno monvko 6
YeRosusxX cmayuonapa noo Habniwoenuem epaua.

I[lpn  passutuu nobouHoro neHcTBHS HEOGXOAMMO COOBIATE 06 3TOM B
YCTaHOBJIEHHOM TIOpSIZIKE [l OCYLIECTBICHHS. MEPONPUATHIA 10 hapMakoHaI30py.
[Tockonbky B uccieoBanmsIX haBUNUpPaBUPa HA KUBOTHBIX HAGTIOLANHUCH CMEpTh
SMOPHOHOB U TePAaTOreHHOCTh, J1€KapCTBEHHbIH npenapat APEITJIMBUP® Henb3s
Ha3Ha4aTh OEPEMEHHBIM U MPEATONIOKHTENLHO GEPEMEHHBIM JKeHIIMHAM.

1) Ilpyn Ha3sHaueHWH neKapcTBEHHOTO npenapata APEITJIMBUP® xenmunam,
CIIOCOOHBIM K JETOPOXKAEHUIO (B TOM YHCle B MOCTMEHOMay3e MeHee 2-X JIeT),

HCO6XO£[I/IMO NOATBEPAUTL OTPULIATEJIbHBIN PE3YJIBTAT TECTAa Ha 6eDeMeHHOCTb a0

Havala JneyeHus. JKeHUIMHaM, CIOCOGHBIM K JETOPOXICHHIO, HEOOXOIHMO B
TOJIHOK Mepe OOBACHUTH PUCKH U TIIATEIBHO NPOUHCTPYKTUPOBATH MCIOJIb30BAaTh
HanOonee >(QQeKTUBHbIE METOAbl KOHTPALENLUH C MX napTHEpaMH BO BpeMs
NpUeMa TMpernapata u B Te4eHHe | Mecsla nocie ero OKOHYaHus (Mpe3epBaTHB Co
criepMuLKMIOM). [Ipu NpeanonokeHnn 0 BO3MOKHOM HACTYIIEHHH OepeMeHHOCTH
HEOO0XO0aUMO He3aMeTTUTENbHO OTMEHHUTh npuem npenapara u
MPOKOHCYJIbTUPOBATHLCS C BPA4OM.

2) Ilpu pacnipesenieHny B OpraHi3Me YeioBeka (haBunMpaBup nonazaer B cruepmy.
ITpn HasHaueHuM npenapara nauMeHTaM MYKYHHAM HEOOXOIMMO B MOJHOI Mmepe
OOBSCHUTb PUCKM M TIIATENbHO MPOMHCTPYKTHPOBATH MCTIOBb30BATH HAMGOJee
S((peKTUBHBIE METO/BI KOHTpAlEeNMH MpH CEeKCyaJbHbIX KOHTAaKTaX BO BpeMs
lpueMa npernapata ¥ B Te4€HHe 3 MeCsILEB MOoc/ie ero OKOHYaHus (Mpe3epBaTHB CO
CNEPMHULKIOM). JIONONHUTENBHO HEOOXOAMMO MPOWHCTPYKTHPOBATh MALMEHTOB
MY’YHMH HE BCTYNaTh B CEKCYyallbHbIE KOHTAKThI C O€PEMEHHBIMH YKEHIIIUHAMHM.

3) Ilpu pacnpeneneHuy B opraHiu3Me yenoBeka (aBunupaBup nonagaer B rpyaHoe
Mosioko. Ilpy HasHauyeHum nperapata KOPMAIIMM JKEHLIMHAM HEOGXOLMMO B
ITOJIHOM Mepe OOBSICHUTH PUCKU U TIIATEIBHO NPOUHCTPYKTUPOBATh MPEKPATUTh

I'PYAHOE€ BCKapMJIMBaHHUE Ha BpEMs IIpUeMa Ipernaparta U B Te4YeHUe 7 JTHEM mociie
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€ro OKOHYaHMUs.
Biusinne Ha cnocoOHOCTH ynpaBisiTb TPAHCHOPTHBLIMH  CpPeICTBAMH,
MeXaHH3MaMH

Cnenyer cobmoaTh OCTOPOXKHOCTD MPHU YIPABJIEHUH TPAHCIIOPTHBIMHU CPEACTBAMHU
1 paboTe ¢ MeXaHU3MaMH.

®opma BbInycKa

KoHLeHTpar a1s npuroToBieHus pactBopa ajist uHysui, 40 mr/mi.

[To 10 M Bo p1akoHbl 6€CLIBETHOTO MM TEMHOT'O CTEKJIA |-T0 MMAPOIUTHYECKOTO
knacca uiad no 20 mn Bo ¢uakoHbl 0eCUBETHOrO MM TEMHOIO CTekaa 1-ro
TUJPOJIMTHYECKOrO KJlacca, FepMETHYHO YKYNOpPEHHblE PEe3WHOBBIMH MPOOKaMH,
o0KaThle KOJIMayKaMH aTFOMUHUEBBIMU MJIH KOMOMHUPOBAHHBIMH.

[To 10 mu1, 20 Ma B aMmyJibl 6€CLIBETHOTO HIJIM CBETO3ALMTHOIO CTEKJIA.

ITo 1, 5, 6, 10, 12, 15, 20 ¢nakoHOB ¢ mpenapaToM BMeCTe C UHCTPYKLUENH MO
MEeIMIIMHCKOMY NPUMEHEHHIO TIOMELIAIOT B MAaUKy M3 KapTOHa.

[To 48, 50 ¢nakoHOB ¢ NpUIOKEHHEM PAaBHOTO KOJMYECTBA MHCTPYKLHMH IO
MEIULHUHCKOMY TNPHUMEHEHHUIO T[OMElAaloT B KOpOOKY M3 KapToHa (s
CTallMOHAPOB).

5 aMmmysn TMOMemalT B KOHTYPHYIO SIYEHKOBYK YNAKOBKY M3 IJIEHKH
NOJTMBUHUJIXJIOPUIHOM.

2, 3 KOHTYpHbIe S4EHKOBbIE YTNIAKOBKH BMECTE C MHCTPYKLHMEHN 110 MEAULMHCKOMY
NPUMEHEHHIO NTOMELAOT B NaYKy U3 KapTOHa.

9 KOHTYpPHBIX SYEHKOBBIX YNAaKOBOK C [IPUJIOKEHHWEM HMHCTPYKLMH 110
MEIULHMHCKOMY TMPUMEHEHHIO B KOJHMYECTBE, PABHOM KOJIMYECTBY aMIyJl,
MOMEMIAKT B KOPOOKY M3 KapToHa (715 CTAllHOHAPOB).

YcnoBusi xpaHeHus

[Ipu Temnepatype 2-8 °C B OpUrHHaNBHO# yNakoBKe (Mauke/Kopooke).

XPpaHUTb B HEJIOCTYITHOM /ISl IeTEN MeCTe.

Cpok roaHocrn

2 rona.

He IIPUMEHATD 110 UCTCUYCHHUHU CPOKA MOJHOCTH.
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YcioBus ornycka

OTtnyckaroT no peuenty.

Buiiajenen perucTpauHOHHOIO y10CTOBepeHHs

000 «ITPOMOME]JI PYC», Poccus

129090, r. Mocksa, npocrniektT Mupa, n1om 13, ctpoenue 1, oduc 13
IIponsBoauTtenn

AO «buoxumuk», Poccus

FOpuouueckuii aopec:

430030, Pecriy6niuka Mopnosusi, r. Capasck, yi. Bacenko, 1. 15A
Aopec mecma npouzeoocmea.

430030, Pecriy6ka Mopnosusi, r. Capanck, yi. Bacenko, 1. 15A
Ten.: +7 (8342) 38-03-68

E-mail: biohimic@biohimic.ru,

www.biohimik.ru

Oprannsauus, NpHHEMAOIIAS PETEH3HH NOTPedHTeIeH
000 «ITPOMOME]] PYC», Poccus

129090, r. Mocksa, npocnekT Mupa, nom 13, crpoenue 1, opuc 13
Ten.: +7 (495) 640-25-28

E-mail: reception@promo-med.ru

Kpyrnocytounslii TenedoH ropsiyeii inHuM hapMaKoHaa30pa:

8-800-777-86-04 (6GecraTHO)

Crenuanuct oTzesna perucTpalyu u
PeryJasTOPHBIX OTHOLLIEHUM
000 «ITPOMOME/] PYC»

H.A. llITeiHb
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