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MHHHCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOMN (DElIEPAL[I/II/I

NMHCTPYKLUA
ITO MEJULTUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O TTPEITAPATA

APEILIUBUP®
Peruncrpanuonnsblii Homep:
Toprosoe naumenosanune: APEITJIMBUP®
Me:xaynapoaHoe HemaTeHTOBAHHOE WJIM IPYNIHPOBOYHOE HANMEHOBAHHE:
daBunupaBup
JlekapcrBennasi ¢opma: nuodwIN3aT A NPUTOTOBIEHHWS KOHIEHTpAra s
IPUTOTOBJIEHUS PacTBOpa JUIsl UHQY3Hi
Cocras
Ha 1 ¢uakoH:

eticmeyrowee sewecmeo:

®aBunupaBup 400 mr 800 mr
Bcnomozamenvhuie sewjecmesa:

L-nu3uHa MoHOTHApAT 192 mr 384 mr
Harpus ruapoxcun 1o pH 6,8 — 8,0
Onucanne

JInoun3MpoBaHHBIH MOPOIIOK ¢ (parMeHTaMH TTOPUCTON MAcChl MM TOPUCTAS
Macca OT JKEJITOro J10 JKEJITOrO C 3€JIEHOBAThIM OTTEHKOM IIBETA.
Boccmanoenennwiii pacmeop.

[Ipo3paynplii MIM ONaNECHUPYIOMINIA HKEITOrO MM JKENTOr0 C 3eJeHOBATHIM

OTTCHKOM IB€Ta pacTBOD.

PapmakoTepaneBTHYeCKAasi TPYINNA: IPOTHBOBUPYCHOE CPEICTBO

Koa ATX: JOSAX27
PapmakoJ0rHYecKHe CBOMCTBA

Dapmakoounamuka



[Ipomueosupycrnas akmuernocmo in vitro

®apunupaBup 0051a7aeT NPOTUBOBUPYCHON aKTHBHOCTBIO MPOTHB J1a00pPaTOPHBIX
IITAaMMOB BUpycOB rpunmna A u B (nonoBuHHas MakcumanbHas 3(dexkTuBHas
xoHueHTpauus (ECsp) 0,014-0,55 mxr/min).

JList TaMMoB BUPYCOB rpunna A U B, pe3iCTeHTHBIX K aaMaHTaHy (aMaHTaauHy,
pMMaHTaJMHy),  OCelbTAMUBUPY  WiM  3aHamuBupy, ECsy  cocTaBiser
0,03-0,94 mkr/mn u 0,09-0,83 mMxr/mi, cooTBeTcTBeHHO. [ljisi 1ITAMMOB BHpYyca
rpunna A (BKIHOYas IITaMMbl, PE3UCTEHTHbIE K aJlaMaHTaHy, OCeJbTaAMMBHPY M
3aHaMHMBHUDY ), TAKMX KaK CBUHOM I'PUII TUIA A W IITHYM TPUIIN TUNA A, BKIIOYas
BBICOKOMATOreHHbie mTamMMbl (B ToM uucie, HSN1 u H7N9), ECsy cocraBusier
0,06-3,53 MKr/miI.

JUist  wTaMMoB BMpycoB rpunmna A M B, pe3MCTEHTHBIX K ajJlaMaHTaHy,
ocesnbTaMUBUPY U 3aHamuBUpY, ECso cocraBnser 0,09-0,47 MKr/mir; nepekpecTHas
PE3UCTEHTHOCTh He Ha0JIH01aeTCsl.

®apunupasup  uHruOupyer Bupyc SARS-CoV-2, BbI3bIBAIOIIMN  HOBYIO
KopoHaBupycHyto uHdpekuuio (COVID-19). ECsy B knerkax Vero E6 cocraisier
61,88 MKMOJIb, YTO COOTBETCTBYET 9,72 MKI/MIL.

Mexanuzm oeticmeus

®aBunupaBup — MeTabonM3MpyeTcs B KieTkax 10  pubosunTpudocdara
¢aBunupasupa (PT® dasunupasupa) u uszbuparensHo wuHruGupyer PHK-
3aBucumyto PHK nonumepasy, yuacTByronryro B perinkaiuu Bupyca rpunmna. PT®
(paBunmpasupa (1000 MKMOIIB/1T) He TOKa3an MHrUGUpyIomero aeiictus Ha o JJHK
4eJI0BeKa, HO TM0Ka3ajl MHIrHOHpylollee eiicTBue B quanaszone ot 9,1 no 13,5 % na
B u B mmanmazone or 11,7 mo 41,2 % na y JIHK dyenoBeka. WNurubupytromas
koHueHTpauust (ICs)) PT® daBunupasupa mis nomumepassl 11 PHK yenoseka
cocraBuiia 905 MKMOJIB/I1.

Pesucmenmnocme

[Tociie 30 mepeceBoB B IpUCy TCTBUM (haBUITMpaBUpa He HAOTIOAATIOCH M3MEHEHHI B
BOCTIDUUMYMBOCTH BHUPYCOB rpummna Tvna A K (aBUITHpPaBUPY, PE3HMCTEHTHBIX

LITaMMOB TAaK>X€ H€ H36JHOI[EU'IOCI>. B ITPOBEACHHBIX KIIMHUYECKHUX HUCCIIEJOBAHUSIX
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He 00Hapy>KeHO MOsBICHUE BUPYCOB I'PUIIIA, PE3UCTEHTHBIX K (haBUIIMPABHUPY.
DapmakoKkunemuka

Bcacwvieanue

IIpu mepopanbHOM mnpueme (aBUMUPABUDP JIETKO BCACHIBAETCS B IKENYJOYHO-
KHILIEYHOM TpakTe. Bpems noctmxkeHuss MakcuMalibHO#M KOHIEeHTpauH (Thay) 1,5 .
IIpu BHyTpuBEeHHOM BBeJeHUU (haBUITUpABUpPaA OJHOKPATHO B auanazoHe 103 400-
1800 Mr Bpemsi DOCTHIKEHUSI MaKCUMaIbHOW KOHIEHTpaAMu (Tia) COCTABISET OT
1,85 no 2,05 4. Ilpn oIHOKpaTHOM BBEIEHHWH 3aBUCHMOCTH BBOJMMOMW 03Bl OT
MaKCHMMaJIbHOT'O 3Ha4€HUsl KOHLeHTpauuu (aBunupaBupa B miazMe (Cpax) HOCHT
NMHEeWHBIH XapakTep B auanasoHe 103 400-1600 mr (r’=0,98). 3aBHCHMOCTH
BBOJIMMOM 03Bl OT IUIOIIAAM IO/ KPUBOHM «KOHILIEHTpAIUsS—BpPEMs» C MOMEHTa
BBE/ICHUS J10 TIOCJIEHETO ONPE/IEeIIEMOro 3Ha4eHUs! KOHLIEHTpaIK (aBUITHpaBUpa
BO BpeMeHHOM Touke (AUC,.) HOCUT NHHEHHBI XapakTep Ha BCEM H3Y4aeMOM
nuanasose 103 (400-1800 mr) (r>=0,97).

B npoBeieHHOM KIMHMYECKOM HcclieJoBaHUHU | (a3bl JiekapcTBEHHOro mpenapaTa
APEIUJIMBYP® npu napeHTepalbHOM BBEJEHHH JIEKapCTBEHHOTO npenapara
BpeMsl  JIOCTMDKCHHsS  MakKCUMajibHOM  KOHUEHTpauuh (Cpa)  COCTaBHIIO
52,70£14,86 MKr/Mn  1pu  ByKpaTHOM BBeJeHHH 103bl 1600 Mr, a Bpems
JOCTHXKEHHSI MaKCUMallbHOW KOHUEHTpalMu (Tma) coctaBuio 14 yacos (uepes
24aca mnocie BToporo BBejaeHus). 3HadeHus AUCo., m AUC), cocraBuiu

554,63+319,12 mxr*u/mit u 443,82+200,33 MKIr*4/MJ1 COOTBETCTBEHHO.

Pacnpeodenenue

Casa3biBaHMe ¢ GelTKaMy [UIa3Mbl COCTABIISET OKOJIO 54 %.

Memabonuzm

®aBunMpaBUp B OCHOBHOM MeTabOJM3UPYETCs aNlbIerHI0KCHIa30i M YaCTHYHO
MeTaboJIu3upyeTcss 10 THIAPOKCHIMPOBAHHON (OPMBI KCAaHTHHOKCHIa30i. B
K1eTkax Meradonmsupyercs PT® dasunupasupa. U3 apyrux MetaboauTos, kpome
THAPOKCHIIATA, B IJIa3Me KPOBU U MOYE YeJI0BEKa PETHCTPHPOBAIIN TAKKE KOHBIOTAT

MNIFOKYpoHaTa.



Buviseoenue

B ocHOBHOM (aBunupaBup BBIBOIUTCS MOYKAMH B BHIE aKTHBHOI'O MeTabOJIUTA
THpOKCUIaTa, HeOOJbIloe KOJIMYEeCTBO B HeW3sMeHHOM Buze. [lepuon
NOJIyBbIBeIeHUs (paBUMUpaBHpa Mociie nepopaibHoro npumeHenus (T),) okoio
Su.

IToce BHYTpHMBEHHOro BBeJeHHsI OJHOKpaTHO T, (aBUnUpaBUpa H3MEHSAETCS
JIMHEWHO B auana3one koHueHtpauui 400 mr — 1800 mr ot 1,62 1o 3,37 u.
layuenmoi ¢ napywenuem ynkyuu nevenu

[Ipu npueme nepopanbHOil (opMbl (haBUNHMpaBHpa MaLUEHTAMU C IEYEHOYHOM
HEJIOCTaTOYHOCTBIO JIEFKOW M CpefaHed cTeneHu TskecTd (kimacc A u B mo
knaccupukanuu Yaina-I1eto) yBenudenuss Cpax 1 AUC coctaBumu 1,5 pasa u
1,8 pa3, COOTBETCTBEHHO, 10 CPAaBHEHHIO CO 370POBBIMHU JI00pOBOJIbIIAMH. JIaHHBIE
yBenn4eHUuss Cpa U AUC Uil ManUeHTOB C MMEYEHOYHOM HEI0CTaTOYHOCTHIO
TsDKEJION creneny TsokecTH (kinace C no kinaccudukammu Yaitna-I1s10) cocrasisiu
2,1 pa3 u 6,3 pa3a, COOTBETCTBEHHO.

[layuenmer ¢ napywernuem ¢hynxkyuu novex

Y ManueHToB ¢ MOYeYHOH HeIOCTaTOYHOCThIO cpeiHei crenenH TskecTd (CKD<60
mi/Mud ¥ >30 mi/MuH) ocTtatouHas KoHUeHTpauus (aBurupaBupa (Cinrough)
yBeJIMYMBAIach B 1,5 pasa 1o cpaBHEHUIO C NalMeHTaMu 0e3 HapyIleHHs (yHKIIHHI
MoYeK. Y MaluMeHTOB ¢ MOYEYHOH HeNOCTATOYHOCTHIO TSDKENION M TEPMUHAILHOM

creneHu TsokecTd (CK® <30 mi/mMuH) npenapar He U3ydacs.

Iloka3aHusi K NPUMEHEHHIO
Jleyenue HOBOM KopoHaBHpycHO# nH(pekuun (COVID-19).
IIporuBonoka3zanusi
— [IloBblllleHHAs 4yBCTBUTENLHOCTh K (haBUIHMPABUPY HIIM JIFOOOMY APYromy
KOMITOHEHTY JIeKapcTBeHHOro npenapara APEITJIMBUP®
— llevyeHo4Has HeIOCTAaTOYHOCTH TSDKENOM cremeHu Tsxectd (kmacc C mo

knaccupuxanuu Yaiina- [Tero)



— Iloye4Hass HEIOCTATOYHOCThH TSKEJIOH M TEPMHUHAIBHON CTENEHU TSHKECTH
(CK®<30 mu/muH)

— bepemeHHOCTD MM MTaHHpPOBaHHE OEPEMEHHOCTH

— Ilepuon rpyaHoro BckapMiiiBaHHs

— Jlerckui#t Bo3pacT a0 18 net
C ocTopoikHOCTBHIO
Y nmanueHToB ¢ Nojarpoi u runepypukeMuei B aHamHe3e (BO3MOXKHO MOBBIIIEHUE
YPOBHS MOY€BOH KHCJIOTbI B KPOBU U OOOCTpPEHHE CUMIITOMOB), Y TOXHIIBIX
NALMCHTOB, TMALMUEHTOB C IEYEHOYHON HENOCTATOYHOCTHIO JIETKOM M CpeaHei
creneHd TsoKkecTH (kmacc A u B no knaccudukanuu Yaitna-ITero), nanueHToB ¢
MIOYEYHOM HEI0CTaTOYHOCThIO cpenHeil creneHu TsokecTH (CK® <60 mi/MuH u
>30 mu1/MuH).
Ilpumenenne npu 6epeMEHHOCTH H B EPHO/ I'PYAHOr0 BCKAPMJIHBAHHUS
B OKIMHUYECKMX HCCIeOBaHUAX (aBUIIMPaBUpA B JO3UPOBKAX, CXOKHX C
KIIMHUYE€CKUMH UIIK MEHBIIMMH, HaOmo1anack rubeib S3MOpHOHA Ha paHHeH cTauu
U TEPATOreHHOCTb.
JlexapcTeennslit npenapat APEITJIMBUP® npotrBonokasan 6epeMeHHbIM, a TaKxKe
My’X4YMHaM M OKCHLIMHaM BO BpeMsl IUIaHUpOBaHHs OepemeHHocTH. [Ipu
Ha3Ha4yeHuH JiekapcTBeHHOro npenapata APEITJIMBUP® keHmuHaM, criocoGHBIM
K JETOPOXK/ICHUIO (B TOM YMCIIe B MOCTMEHOINAay3e MeHee 2-X JIeT), HeoOXOIHMO

I[NOATBEPAUTH OTpULIATEJIbHBIM _pe3yJIbTaT TecTa Ha GCDCMCHHOCTB J0 Haydalia

neyeHusi. IloBTOpHBIM TecT Ha OepeMEHHOCTh HEOOXOAMMO IPOBECTH MOCIHE
OKOHYaHMs [pHeMa Ipernapara.

Heobxoxumo nenonb3osath 3¢ hekTHBHBIE METO/BI KOHTpALIENIHH (IIpe3epBaTHB
CO CHEPMHUIIMIOM) BO BpeMsl IIpHeMa Ipernapara 1 rocjie ero OKOHYAHUS: B TEUEHUE
| Mecsina xeHIMHAM U B TeYeHHE 3 MeCsLEB My KUMHAM.

[Ipn HasHauenunm nekapcTBeHHoro mnpenapara APEITJIMBUP® KOpMSILLIUM
KEHILMHAM HeO0OXOIUMO MPEKPaTHTh IPYAHOE BCKApMJIMBAHHE HA BpeMs IpHeMa
npernapara u B TeUeHHe 7 JIHeH Mociie ero OKOHYaHUs, TaK KaK OCHOBHOMN MeTaGOo IUT

(aBunupaBupa nomnazaet B rpyHoOe MOJIOKO.



Cnocob npuMeHeHHUs B 103bl
[IpumMeHeHue JIEKapCTBEHHOT'O npemnapara APEIJIMBUP® JOJDKHO
OCYLIECTBIIATHCS B YCIOBUSIX CTal[HOHApA.
Jlnis neyenus HoOBOH KopoHaBupycHod wuHpexkuuu (COVID-19), BbI3BaHHOI
BUpycoM SARS-CoV-2, pekomeHyeTcs cely o peXxiuM J03UpOBaHUS:
- mo 1600 mr 2 pasza B 1-ii nenp Tepanuu, naigee mo 800 mr 2 pasa B J€Hb,
COOTBETCTBEHHO, €O 2-ro 1o 10-i neHs Tepanumu.
BBenenue npenapata ocyiecTBIsETCSl BHYTPUBEHHO KalleJIbHO B TeYeHHUE 2 .
IIpumeneHne npenapaTa JODKHO OCYLIECTBIISTHCS HAa OCHOBAHMU KJIMHHUYECKOM
KapTHHBI W/UIH TOCIe J1]ab0paTOPHOrO MOATBEPXKICHHUS AUATHO3a M IPH HAJIUYUH
XapaKTEepHOU KIMHUYECKON CUMIITOMATHKH.
OO6mas NpoOIOKUTENBHOCTh Kypca JiedeHus cocrtaBiuser 10 gHel wiu 1o
NOATBEPXKACHUS DJIIMMUHALIMM  BHUpyca (oTpuuaresnbHblid pesyibrat [IL[P-
MCCJIEJOBaHMs1 ), €CIIM HACTYIUT paHee.
Hrnempykyus no npucomosnenuio pacmeopa onst ungysuii

[IpuroroBieHue KOHLIEHTPATA:

B 1 ¢unakon mpenapata ¢ comepxanueM ¢asunupasupa 400 Mr MeJIEHHO IO
BHYTpeHHEeH cTeHke n00asnsator 20 mit 0,9 % pactBopa HaTpHs XJIOpHA.

B 1 ¢unakon mpenapata ¢ comepxanueM ¢apunupasupa 800 M MeJICHHO IO
BHYTpeHHeH cTeHke n00asnstoT 40 mit 0,9 % pacTBopa HaTpHs XJIOpHA.

®akOH SHEPrUYHO BCTPAXMBAIOT O [OJHOTO pPAcTBOPEHHs IIpenapara.
OpuentupoBouHoe BpeMmst pacTBopens 30 cekyna. Heo6xoaumo y6eauThest B TOM,
4TO BECh INpenapaT MOJHOCTHIO pacTBOPMIICA. B ciydae HenmonHOro pactBopeHus
npenapaTa nepemMelMBaHue MOBTOPSIOT. JlOMKeH MOJYYHUThCS MPO3PavyHbIA HIU
OnajeCUUpPYIOLIMHI KEITOrO UITH XKEJITOrO C 3eJIeHOBAaThIM OTTEHKOM LIBETA PACTBOP.
B Tabnuue 1 mpenacraBieHbl HEOOXOAMMOE KOJMYECTBO (HIaKOHOB U OOBEM

TpebyeMoro KoHIleHTpaTa Ha | naiuenTa Ha | MH(Y3HIO B 3aBUCHMOCTH OT J103bL.

Ta6nuua 1. KonuvectBo nnodunuszara 1 06beM TpeOyeMOro KOHIEHTPATa

PazoBas nosza, Mmr | Heo6xonumoe HeobOxomumoe  komuyecTBo




KOJIMYECTBO  (DIIaKOHOB | KOHLIEHTpaTa Ha | manueHTa
npenapara Ha | mauuenTa | Ha 1 uHDYy3HIO

Ha | uHdysuto
800 2 ¢nakona o 400 mr 40 mn

1 pnakon mo 800 mr

1600 4 ¢nakona o 400 mr 80 mu

2 ¢pnaxona no 800 mr

[IpuroroBneHue pacTBOpa st UHDY3HIi:

W13 ¢dnakona ¢ 200 ma dusmnonorudeckoro pactBopa (0,9 % pacTBopa HaTpus
XJIOpH/IA) yAAISI0T COOTBETCTBEHHO 10 40 i 80 Mi1 pacTBOpa M 3aMelaloT 3TH
KOJIMYECTBA TPeOyeMbIM 00bEMOM BOCCTAHOBJIIEHHOTO KOHIIEHTpATa.

T.e. ms kaxoro BBeIeHUsI MOArOTaBIMBaeTCs npemnapar B 103e 800 uau 1600 Mr
B 200 M1 pusnonoruveckoro pactopa (0,9 % pacTBopa HaTpus XJIOpPUAA).
Xpanenue 60cCmaHo8IeHHO20 pacmeopa

[IpoBefieHHble  MCCle0OBaHUS — CTAaOWMIIBHOCTH — BOCCTAHOBJIEHHOTO — pPacTBOpa
TMOKa3aJiv, YTO IPUTOTOBJIEHHbIH pacTBop st HH(Y3uii npenapara APEITJIMBUP®
MOXET XpaHUTHLCS MpU TeMIiepatype He Bbile 25 °C He 6ojee 4 yacos.

Ilo6o4Hoe geiicTBHE

Kparkoe pe3tromMe 110 0€30I1aCHOCTH

B KkiMHHYECKOM HccreloBaHMHM JiekapcTBeHHoro npenapata APEITJIMBUP®,
NHOQUIN3AT JUIs TIPUTOTOBIICHHs KOHLIEHTpATa [UIsl IPUTOTOBJIEHHS PacTBOpa IS
MHQY3MH, Haubollee YACTHIMHM HEXeNaTeNbHBIMH SBICHUSMH, BO3MOXXHO WM
BEPOSATHO CBS3aHHBIMH C IpHMeHeHHWeM mpenapata APEITJIMBUP®, Obum:
TIOBBIIICHNE YPOBHS anaHuHaMUHOTpaHchepassl (15,1 %), moBbilieHHe ypoOBHS
acnaprataMMHOTpaHcdepassl (6,6 %),  TOBbIlIEHHWEe  YpOBHA  TraMMma-
riyTamuntpascdepassl (3,8 %). Taxoke 3aperdHCTpUpOBaHbI eMHMYHBIE CIydau
AMaped W TOLIHOTHI. HaGnronaBuinecs HexenaresbHbie SBJIEHHMS COOTBETCTBYIOT
M3BECTHBIM HEXEJaTelIbHbIM peakiusM (aBUNUpPaBUpa, [PEACTABIEHHBIM B
Tabmune 2. 3aperucTpupoBaHHBIE —HeXelaTeNbHbIE SBICHHS B rpymnme

APEIUVIMBUP® 3HauuMo He OTIMYAIHCH IO THILy M YacTOT€ OT TaKOBBIX,



HaOJIOJaBIIUXCS B TPYIINE CPaBHEHHsI U, BEPOSITHO, ObLIM CBSI3aHbI C TEUECHUEM
3a00JIeBaHuUs.

OueHka YacTOThl BO3HUKHOBEHHs  HEXeJJaTeJbHBIX IMOOOYHBIX  peaKlui
ocHOBbIBaeTcs Ha kiaccudukanuu BO3: ouens uvacto (>1/10); gacto (=1/100,
<1/10); wewactro (>1/1000, <1/100); peaxo (>1/10000, <1/1000); oyeHb peaxo
(<1/10000); yactora Heu3BecTHa (yCTAHOBUTH YaCTOTY MO UMEIOLIMMCS JaHHBIM He
MPeICTABISIETCS BOBMOXHBIM).

Tab6auma 2. HexxenarenbHble peakIiuu

Knaccugpukauus no Heostcenamenvnoie peakyuu
cucmemam opzaHoe
Hapywenusa co cmoponsl | uvacmo: HEWTPOTIeHHs, IEHKOTIEHUS

Kpoeu u 1um@amuyeckoil | peoko: JIEUKOLUTO3, MOHOLIUTO3,
cucmemol PETUKYJIOLIMTOTICHHUSI

Hapywenua co cmoponsl | yacmo: runepypuKkeMusi, TUNIEPTPUTITHLICPUIEMHUS
obmeHa geuwecme u Heyacmo. TIKOKO3ypus

numanus peoKo: TUMOKaTUeMusl

Hapywenua co cmoponsl | neuacmo: Cbillb
UMMYHHOU CUCMEMbI peoKo: dK3eMa, 3yl

Hapywenusa co cmoponsl | peoxo: GpoHxuanbHasi actMa, 00J1b B ropiie, pUHHT,
OblxamebHou cucmemspl, | Ha30(hapUHTUT

Op2aHO6 2PYOHOU KI1emKU
u cpedocmenus

Hapywenusa co cmoponst | yvacmo: nuapes™

HCENYOOUHO-KUMIEUHO20 | Heyacmo. TOIHOTa*, pBoTa, 00JIb B )KHBOTE
mpakma peoxo: auckompopt B JKUBOTE, A3Ba
JBEHAL[ATUIIEPCTHON KHIUKHA, KPOBSHUCTBIA CTYII,

racTpur
Hapywenusa co cmoponst | uacmo: nosbiienne aktuBHOCTH AJIT, noBeienne
neuexHu u akTuBHOCTH ACT, noBbllIeHre aKTUBHOCTH raMMa-
HCEIHEBHIB00AUUX rnytamuntpancdepassl (I'TT)
nymeiu peoko.  TIOBBILLIEHWE  aKTHBHOCTH  IIEJIOYHOM

¢docdarazpr  (ILIP), noBbIiIeHHE KOHIEHTPALHH
OunnpyOuHa B KpOBH

Jpyzue peoko: aHOMaJlbHOE  TIOBEJIEHHE, TIIOBBIIICHHE
aKTUBHOCTH KpeaTuH(}OCHOKUHA3BI (K®K),
remMaTypus, IIOJIMII TOpPTaHW, TUIEepPIUrMEeHTAIu,




HapylleHue BKYCOBOM

reMaromMa, HEYEeTKOCTb 3peHusi, Oonb B rIasy,

YYBCTBUTCJIbHOCTH,

BEPTHUTO, HAJKEITY JOYKOBbBIE YKCTPACUCTOJIbI, 00D B

IPYIHOM KIIETKE

*3apecucmpuposarnvi eOuHuUHbIE CYYAU 8 KTUHUYECKOM UCCIe008AHULU Npenapama

APEIIJIUBHP®.

Ilepeno3upoBka

CoobuieHus o nepeo3upoBKe GaBUMTUPABUPOM OTCYTCTBYIOT.

B3aumopelicTBHe ¢ APYrHMH JIeKaPCTBEHHBIMH CPeICTBAMHU

DasunupaBup He Merabuinszupyercss uutoxpomom P450, rimaBHbIM 00pazom,
MeTaboNU3UpyeTCsl  albJerWOKCHIa30i M  YaCTHYHO  KCAHTHHOKCHIA30M.
@asunupaBup HHruOupyer anpaerunokcuaasy u uutoxpom CYP2C8, HO He
UHIyLupyeT uuroxpom P450.

Tab6auna 2. Mex/iekapcTBeHHbIE B3aUMOAeHCTBHS

Jlekapcmeennoie
cpeocmea

Ipusnaku, cumnmomot u
Jieyenue

Mexanusm oeiicmeusn u
¢akmopel pucka

Iupa3unamuo

['unepypukemus

JIOTIOJIHUTENIBHO

noBbIlIaeTcs  peabcopOLus
MOYEBOW KUCJIOTBI B
MOYEYHbIX KaHAJIbI[aX.

CYP2C8

[MPUBOAUT K IIOBBIIICHHIO

Penaznunuo Moxert noBbIcUThCS | UHruOupoBaHue

KOHLIEHTpaLus pernariiHuia B
KpOBH,

BO3MOKHO PpPa3BUTUE | KOHICHTpPAIUH

HEXEJIaTCJIIbHBIX pCaKIII/Iﬁ Ha | penarijiuHuzia B KpOBH.

penariuHoug

Teodhunnun Konuenrtpauus B3aumopeiictBue c

(aBHUNUpaBUpa B KPOBU MOXKET | KCAHTHHOKCHIA30M  MOXKET

ITOBBICHUTBCA, BO3MOJXHO | IPUBECTU K ITOBBIIICHHUIO

pa3BuTHe HEeXeJIaTeJIbHbIX | KOHLIEHTPaluH

peakuuil Ha GpaBUTTUPABHUP (aBunupaBrpa B KPOBH.

Damyurxnosup, | DPbeKTUBHOCTE naHHbIX | UHrubupoBanue

CYIUHOAK JIEKapCTBEHHBIX TMpernapaToB

MOYET ObITh CHU)KEHA

(baBUIUpPaBUPOM
aJIbJIeTUAOKCHIa3bl
MPUBECTH K

MOXET
CHHWKCHUIO

KOHICHTpaluruH1 AKTHUBHBIX
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(GbopM J1aHHBIX MpenapaToB B

KPOBH.

Oco0ble ykazanus

Jleyenue nexapcTBeHHbIM npenapatoMm APEITUJIMBUP®, nuodumusar pus
IIPUTOTOBJIEHUsl KOHLIEHTpaTa [Jjisi NPUrOTOBJIEHHUS pacTBopa il UHOY3Ui
IpeyCMOTPEHO TOJIBKO B YCIIOBUSIX CTallMOHAPA nOO HabiodeHuem epaya.

IIpu pasButuM noOovHOro mAeicTBus HeoOXoauMo coolmare 00 3ToM B
YCTAHOBJIEHHOM IIOPSIZIKE JJIs1 OCYLIECTBIIEHUS MEPOTIPUATHH 110 (papMaKOHAI30pYy.
[TockonbKy B MccaenoBaHUsIX (paBUMMpaBUpa Ha KUBOTHBIX HaOJIOAAIaCch CMEPTh
SMOPHOHOB U TEPATOr€HHOCTS, JieKapcTBeHHbIN npenapar APEITJIMBUP® nenb3s
Ha3Ha4yaTh OEPEMEHHBIM U MIPEINOIOKUTENEHO OepeMEeHHBIM JKEHIIMHAM.

1) Ilpu HasHauenuu nekapctBenHoro mnpenapata APEITJIMBUP® xenumHam,
CIIOCOOHBIM K JE€TOPOXXKICHUIO (B TOM 4YHCJIE B MOCTMEHONay3e MeHee 2-X JIET),

HCO6XOILI/IMO INOATBEPAUTDH OTPULIATEJIbHBIA pe3yJIbTaT TeCTa Ha 6eDeMeHHOCTI> J0

Hayaja JiedyeHus. JKeHIMHaM, CHOCOOHBIM K JIETOPOXKJIEHHUIO, HEOOXOOUMO B
TIOJIHOM Mepe OOBSICHUTh PUCKHU M TILIATEIBHO MPOUHCTPYKTHPOBATH HUCIIOJIB30BATh
Haubosee >(deKTUBHBIE METOJIbl KOHTpALENIUH C WX NapTHEPAMH BO BpeMs
nMpueMa mpernapara U B TeuyeHue 1 mecsia rnocie ero okoH4aHus (mpe3epBaTHB CO
criepMuIoM). Ilpy npeanosokeHun o BO3SMOXKHOM HACTYIUIEHHH OepeMEHHOCTH
Heo0X0aMMO He3aMeIJIUTEIbHO OTMEHHUTh npuem npenapara 7
IIPOKOHCYJIbTUPOBATHCS C BPAYOM.

2) Ilpu pacnipefieieHUH B OpraHU3Me YesioBeka (haBUTUpPABUp IONALAET B CIIEPMY.
[Ipn HazHaueHuu mpenapaTa MalMEeHTaM MYy)XYMHaM HEOOXOIMMO B TOJHON Mepe
OOBACHUTL PHUCKU U TIIATEJIHHO MPOWHCTPYKTHPOBATh MCIIONB30BAaTh Haubolee
3¢ deKTUBHbBIE METO/IbI KOHTPALENUUH [PU CEKCYalbHBIX KOHTaKTaX BO BpEMs
NpHeMa fpenapara v B TeYeHHE 3 MeCALEB M0CJIe ero OKOHYaHusl (Ipe3epBaTUB CO
CIIepMULUAOM). JIOMOJTHUTENBHO HEOOXOIMMO MPOMHCTPYKTHPOBATH MALEHTOB
MY>KYMH HE BCTYIATh B CEKCyallbHble KOHTAKThI C O€peMEHHBIMH JKEHIIIMHAMHU.

3) Ilpu pacnipenenenuyu B opraHu3Me 4esioBeka (paBUMMPaBUP MOMAAAET B IPyIHOE
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mosioko. Ilpy Ha3HavyeHWM Tpernapara KOPMSIIUM JKEHIIMHAM HeoOXOoAMMO B
MOJIHOM Mepe OOBSICHUTH PUCKH U TILATEIBHO HpOI/IHCprKTI/Ip.OBaTL NPeKpaTUTh
rpyIHO€ BCKapMJIMBaHWE Ha BpeMsi MpHema Ipernapara U B TeueHUe 7 JHeH mocje
€ro OKOHYaHHUS.

Biusinne Ha cnocoOHOCTH YNPaBJIATHL TPAHCNOPTHBIMH  CpPEACTBAMH,
MeXaHH3MaMH

Crnenyet coOroaaTh OCTOPOKHOCTD MPHU YIIPaBICHUH TPAHCIIOPTHBIMU CPEACTBAMU
1 paboTe ¢ MEXaHU3MaMH.

®opMa BBINYCKA

Jlnodunuzar ans NPUroTOBJICHUS KOHIIEHTpATa sl IPUTOTOBJICHHs PacTBOpaA IS
uHpy3ui, 400 mr, 800 mr.

[To 400 mr peiictByroulero BeuiecTBa Bo (akoHbl oobeMom 20 mu wiu 30 mi
OeclBETHOro CTekja 1-ro ruapoJIUTHYECKOro Kjacca, NFepMETUYHO YKYIIOPEHHBIE
OpoMO-OyTHJIOBBIMH ~ PE3WHOBBIMH ~ TNPOOKaMHU HW  OOKaTble  KOJIMAaYyKaMu
KOMOWHHUPOBAHHBIMHU.

[To 800 mr neiictByromiero BemiecTBa Bo (puiakoHbl o6beMoM 50 mia miau 100 mn
OeclBETHOro cTekia 1-ro ruapoOIMTHYECKOro Kjacca, FTepMETUYHO YKYIIOPEHHbIE
OpoMO-OyTUIIOBBIMM ~ PE3UHOBBIMU ~ NpoOKaMuU M o0xaTble  KoJMauKamu
KOMOWHHMPOBAHHBIMH.

[Io 1, 5, 6, 10, 12, 15, 20 ¢akoHOB ¢ mpenapaToM BMECTe ¢ MHCTPYKIHUEH IO
MEIULMHCKOMY ITPUMEHEHHIO MTOMEIIAIOT B AYKy U3 KapTOHA.

[To 48, 50 ¢nakoHOB ¢ TpPUIOKEHHEM PABHOTO KOJMYECTBA WHCTPYKLHUH IO
MEIMIMHCKOMY TIPUMEHEHHUIO TIOMeIaloT B KOpoOKy M3 KapToHa (s
CTallMOHApPOB).

Yci0Bust XpaHeHus

IIpu Temnepatype He Bbile 25 °C B OpuruHaIbHOM yIakoBKe (mauke).

Cpok rognocTu

2 rona.

He I[IPUMEHATH MO UCTECYEHUHN CPOKa 'OJHOCTH.
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YcaoBus ornycka

OTnyckaroT 1o peenty.

Bnajesen perucTpauMoHHOI0 y10CTOBepPEeHHs

000 «I[TPOMOME]] PYC», Poccus

129090, r. MockBa, mpocriekt Mupa, nom 13, ctpoenue 1, oduc 13
IIpousBoauTesnb

AO «buoxumuky», Poccus

FOpunuueckuit anpec: 430030, Pecniy6nuka Mopposusi, r. CapaHck, yi. Bacenko,
o. 15A

Anpec mecta mnpousBoactBa: 430030, PecnyGnmka Mopaosus, r. CapaHsck,
yi. Bacenko, 1. 15A

Ten.: +7 (8342) 38-03-68

E-mail: biohimic@biohimic.ru, www.biohimik.ru

Opranu3anusi, I(PUHUMAKOIIAS NPEeTEeH3HH NOTpeduTe el
000 «ITPOMOME/] PYCy», Poccus

129090, r. MockBa, npocriekt Mupa, nom 13, ctpoenue 1, oduc 13
Ten.: +7 (495) 640-25-28

E-mail: reception@promo-med.ru

KpyriocyTounslit TeniedoH ropsiueit TuHuu hapmMakoHaa3opa:

8-800-777-86-04 (GecruiaTHO)

PykoBonurens oTaena perucTpalum u
PEryJIITOPHBIX OTHOLLECHUM

000 «[TPOMOME]I PYC» T.B. JIroroBa

12



