|
|

MUHHCTEPCTBO 3[IPABOOXPAHEHM S POCCUMCKON OEJIEPALIN

HHCTPYKIIUA

1O MEIUITMHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOI'O

IIPEITAPATA

JCIIEPABHP®

JaHHBIA JleKapCTBeHHBIH INpenapaTr 3aperHcTPUPOBAH 110 npounexype

PErucTpanuy npenaparos, nNpeJHasHa4YeHHbIX 115 NPpHMEHCHHSA B YCJIOBHAX

Yrpo3bsl BO3HUKHOBEHHS, BOSHUKHOBEHHUA H JHKBUIAIHHA ‘Ipe3BI:I'-IaI7IHb[X

cutyanmii. WHCTPYKUMSI NOATOTOBJEHA HA OCHOBAHHH OIPAHHYEHHOIO

o0beMa KIMHHYECKHX A2HHBIX 110 NPHMEHEHHI0 npenapara Hu GYHET

AOMOJIHATBCH MO0 Mepe MOCTYIJICHHUsI HOBLIX [JaHHBIX.

npemapara BO3MOKHO TOJBKO IO/ HaﬁJIIOJICH]fIEM Bpa4a.

IIpumenenne

Perucrpanuonublii Homep:

Toprosoe naumenoanue: SCIIEPABHP®

MexayHapoauoe HenaTeHTOBAHHOE MJIM TPYIIIMPOBOYHOE HANMEHOBAHME:

MonnaynupaBup
JlexapcTBeHHas1 (popMma: Kancysl

Cocras Ha 1 kancyay:

200 mr 400 mr
Heticmesyowee eeujecmeo:
Monnynupasup 200,0 mr 400,0 mr
Bcnomozamensnuvle eewgecmea:
Llemr0103a MEKPOKPUCTAIIIHYECKAs 67,0 mr 134,0 mr
Kpockapmennosa HaTpust 15,0 mr 30,0 mr
ITosumon K30 15,0 mr 30,0 mr
Hatpus creapundymapar 3,0 mr 6,0 mr
Kopnyc kancyasi:
Twurana quoxeun (E171) 2,0 % 2,0 %
Kenatun 10 100,0 % 1o 100,0 %

Kpvnueurka kancynwi:




~ 0.1333 %

Wupurokapmun (E132) S s
Turana auoxens (E171) , 20% "1 1,0%
Kenatuna 1o 100,0 % 10 100,0 %
Onucanue
Hosuposxa 200 mz

Trepubie xenaTuHOBEIE Kancyiisl Ne 0, kopiryc 6emnoro 1era, Kphlmedka 6e1oro
OBETa, HENpO3payHble, MIHIUHAPHYECKOH (GOPMBI ¢ TOIychepUdIecKUMH
KOHIIaMHU.

Hoszuposxa 400 mz

TBepabie xenarunosrle kKancyarsl Ne 00 kopriyc Genoro 1eta, KpbIIeyka CHHETO
IB€Ta, HEMpO3payHble, UWINHAPAYECKOH (OpMEI ¢ monychepudecKUMA
KOHITAMH.

Conepxumoe Karncya — IOPOLIOK HIM CMECh TIOPOIIKA M TPaHyl OT Georo 1o
JKenToBaro-Oesoro usera. Jlonmyckaercs HallMYHMe KOHITIOMEPAaToB (KOMOYKOB),
pacnafalouXxcsl IIpH HaJaBIMBAaHHK CTEKISHHOW MaJ09KOM, MOKET UMETh BHII
YITIOTHCHHOM Macchl B (popMe LUIMHAPA.

PapmakoTepaneBTHYECKas IPYNIA: IPOTHBOBUPYCHOE CPEICTBO

Kon ATX: JOSAX27

®apmakoI0ru4ecKue CBoOiCTBa

PapmakoIIHAMHKA

Monnynupasup npescTaBiger coboi mpoieKapcTBo, MeTaBoOIH3HPYIOWEECs 10
aHajora pubonykneosuna N-ruapoxcunurauna (NHC). NHC pacnpenensiercs
B KICTKH U (ochopummpyercs ¢ obpasoBanueM HapMaKoIOTHUECKH aKTHBHOIO
pubonykneosu-rpudocdara (NHC-TP).

MexaHu3M IelCTBHS

NHC-TP peficTByeT 3a cueT MeXaHH3Ma, H3BECTHOTO KaK KaTacTpoda Omubok Bo
BpEMA Iponecca permmikanuy supyca. Berpansanne NHC-TP B Bupycryro PHK
¢ momoutkio epmenta PHK-momimMepassl IpUBOMUT K HAKOIIIEHHIO OMIHOOK B
T€HOME BHpPYCa, PE3YJIBTATOM Yero ABIETCS I10/{aBICHUE PEITHKAIHH.

HDOTHBOBHDYCH&H dKTHBHOCTE

NHC B a3KcniepuMeHTe Ha KYNIbType KIETOK IPOSBISIT AKTHBHOCTH B OTHOIIEHHUH

SARS-CoV-2 ¢ 50% addexTuHON KoHenTpanumeit (EKsy) B nuamasone ot 0,67



~N07056-03092

T0dw VaU L&k

10 2,66 MKkMoIIb B KneTkax A-549 u ot 0,32 1o 2,03 MKM.(V):IIE.?]_;' KJIETKAX. Vero E6.

NHC o6nagan aHanornyHOH akTMBHOCTBIO HPOTHB BapuaHtoB SARS-CoV-2

B.1.1.7 (Ansda), B.1351 (bera), P.1 (Tamma) u B.1.617.2 (Jensra) co
sHageHuaMu EKso 1,59, 1,77 u 1,32 u 1,68 MKMOJIb, COOTBETCTBEHHO.

Hpn tecrnposanun NHC B KOMOMHAIMH C APYITUMH NIPOTHBOBHPYCHBIMH
npemaparaMy  (abakaBup, SMTPULMTAOHH, THAPOKCUXJIOPOXHH, JaMHBYIHH,
HelhUHABHD, pPeMIEBHUD, pubaBUPUH, cohocOYBHp, TeHO(DOBHD) He HAGIOIATOCH
HUKAaKOT'O BIUSAHHA Ha IIPOTHBOBHPYCHYIO akTHBHOcTE NHC B OTHOIIEHHH
SARS-CoV-2 in vitro.

Pe3ynbrarhl KIMHMYECKHMX HCCIENOBAHMI IOKA3aM, 9TO IIPUEM IIpenapara
OCIIEPABHUP® Ha 6-7 IneHb TepamMy HPUBOMMT K SIMMMUHAIIHH BHUpyca U3
OpraHu3Ma.

Pe3ncTeHTHOCTE

B KIMHHYECKHX HCCIENOBAHUAX 10 H3YISHHIO MOJHYIHPABHpPA TIPH JICYCHUH
COVID-19 se 6510 BBIBICHO HUKAKMX aMUHOKUCIOTHEIX 3aMEH B CTPYKTYype
SARS-CoV-2, koTopele accoluMupoBanuch 6b € pesucTeHTHOCTHI0 K NHC.
HccnenoBanus 110 u3y4enuio ot6opa MyTanmii pesuctentaoctd kK NHC y SARS-
CoV-2 B KynbType KIETOK He 3aBeplIeHbl. B uccneosanusx in vitro mo otéopy
pesucrenTHOCTH SARS-CoV-2 ¢ mpyrumu KopoHaBupycamu (BHpYyC TemaTwTa
mbid 1 MERS-CoV) 6bita nokasama HH3Kas BEPOATHOCTH PasBHUTH
pesuctenTHOCTH K NHC. Tlocne 30 maccaxeii B KyabType KIETOK HaGIIOAAIOCE
TOJIBKO 2-KpaTHOE CHIYKEHHE BOCIPUMMUYHBOCTH H HE OBUIO BBISBICHO
aAMHUHOKHCIIOTHBIX 3aMEH, KOTOPHIE acCOIMMPOBAIHCE ObI C PE3NCTEHTHOCTHIO K
NHC. NHC coxpaHsn akTHBHOCTH B HCCIENOBAHHAX in Vifr0O B OTHOIICHMH
SARS-CoV-2 1 pekoMOMHAHTHOTO BHpYyCa IeNaTUTA MBIIIH C HOMAMEPA3HBIMA
sameHamu (Hanpumep, F480L, V5571 u E802D), cBA3aHHBIMEU CO CHHMKEHHEM
4YBCTBUTEIIBHOCTH K PEMICCUBUPY, YTO YKa3bIBAET HA OTCYTCTBHE IEPEKPECTHOM

PE3UCTCHTHOCTH.
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PapMaKOKHHETHKA

MonHynupasup  sSBISIETCS  TIPOJTEKAPCTBOM  5'-u3006yTHpaTa, - KOTOPLHT A0

TIoNIaJaHKA B CHCTEMHBIH KPOBOTOK ruaponusyercs 1o NHC., dapmakoKuHeTHKA
NHC cxonna y 310poBsIX qroaei 1 nanuertos ¢ COVID-19.
®apmakoxunernka NHC B crabmisHoM cocrosHum mocie mpuema 800 M

MOJIHynIupaBupa kaxaple 12 gacos npeacrasiena B Tabmume 1.

Tabaunua 1: ®apmakoxuneruxa NHC nocae npuema 800 mr MOJTHYNHpaBupa Kaxiabie 12 yacos.

NHC I'eomerpuaeckoe cpentee (%CV)

AUC 012 v (HrXu/mum)* Cmax (Hr/mur) ** C124 (Hr/mm)*

8260 (41.0) 2970 (16.8) 31.1 (124)

%CV: zeomempuueckuii Korpduyuenm sapuayuu.
* 3nauenusn nonyuenst 6 RORYNAYUOHHOM QHANU3E HAPMAKOKUHEMUK.
** 3nauenus oviru nonyuenst 6 uccnedosanuu I pazer na 300poevix 0oGpoeosyax.

BcaceiBanue

ITocne mByKpaTHOro mepopaibHoro mpueMa 800 mr MOJIHYIIUpaBUpa, CpeIHee
BpeMs NocTHxKeHMs THKa KoHneHTpauud NHC (T.c) B Iuazme cocraBiser
1,5 gaca.

Pacnopenenenue

Merabomur NHC He csa3biBaeTcs ¢ Gekamu MTa3Mbl KPOBH.

BriBenenue

Ilepuox nomyseisenenns NHC cocrasiusier npumepno 3,3 waca. Jons J03BI,
BeIBOZMMOH B Buie NHC ¢ Mo4oi, coctapmana <3% y 300poBBIX JOGPOBOIIBLEE

Bausuue ITHIIIHK Ha IICPOPATIBHVYIO 3600D6HHIO

Y 310pOBEIX J0OPOBOIIBIEB OAHOKpaTHOE BBeqeHuEe 200 MT MOJIHYIIMpaBUpa Ha
(hoHe mpremMa MUK ¢ BEICOKHM COACPIKAHUEM YKHPOB TIPHBOAMIO K CHIKEHHMIO
nuKOBBIX KoHIEeHTparuid NHC Ha 35% (Ciuax), I 9TOM HHINA CYIIECTBEHHO He
BiMsIa Ha nmapametp AUC.

Hpyrue ocobble NONYISIIHA

Ilon, paca u 6o3pacm
Homynsunonnsnt OK aHanus mokasai, 4To Bo3pacrt, moil, pacoBasd ¥ 3THUYECKas
[IPHHATIOKHOCTh HC OKa3blBAIM 3HAYUMOIO BIMSAHHA Ha (apMakOKHHETHKY

NHC.



1layuenmol demckozo o3pacma i -067856-030222
MouHynupaBup He H3ydancst y NalKeHTOB AETCKOro Bo3pacra. |-
DapmaxoKuHemuKa npu NOYEYHOU HedOCMamoYHOCHI

IloyeuHblil KIMpEHC He SBISICICS 3HAYMMBIM TyTeM >MUMMHAIEE it NHC.
Koppekunss 10361 y TaMEHTOB ¢ KaKOH-IHGO CTENEeHbI0 MOYEUHOM
HEJ0CTaTOYHOCTH He TpebyeTcs.

B ¢apmakokuHeTHYECKOM MONMYIAIMOHHOM aHAIH3e OBUIO MOKA3aHO, YTO
HapymeHue (YHKIUM II0YeK JIETKOW MM CpefHeH CTeleHd TSKECTH HE
OKa3bIBAJIO 3HAYMMOr0 BIUIHUS Ha (hapmakokuHeTuky NHC. dapMakokuneTrka
monHynupasupa 1 NHC y nauuentoB ¢ pCK® menee 30 mu/mun/1,73 m? mmm
TAlIHEHTOB, HAXO/IAIIUXCA HA HANIA3E, HE H3ydalack.

DapmMaKoKUHEMUKA NPU ReYEHOYHOU HedOCMAMoYHOCIU

DapmakokuHeTHKa MonHyrmmpasupa 1 NHC He oneHuBanach y IAIHEHTOB C
IIEYCHOYHOM HEJ0CTaTOYHOCTHIO. J[OKIMHUYECKHe NaHHble YKa3bpIBalOT HA TO,
H1TO BRIBECHHE MONHynupasupa ¥ NHC nedensio He Oyner oCHOBHEIM IIyTeMm
smamuHanuy NHC, nosToMy neveHouHast HEOCTATOYHOCTD BPST 1M [OBIHSAET
Ha Bosaeiicteue NHC. Koppexkums 10361 y mDanMeHToB ¢ IMeYECHOYHOM

HEAOCTaTOYHOCTBIO HE Tpe6yeT05{.

IToxa3aHus K MpUMeHEHHIO

Jleuenve HOBOM KOpPOHABHpPYCHOW HH(EKIHH (COVID-19) nerxoro wumm
CPCIIHCTSDKEIION0 TEYECHHS Y B3POCIHBIX, B TOM YHCIE C MOBBILUEHHBIM PUCKOM
MPOTPECCHPOBAaHMsS  3a00N€BaHUs 1O TSDKENOoro TedeHHs (cM. «Ocobbie

yKa3aHusm)) U He TPEOYIOIMX JIOTOMHUTEIBHOM OKCHTeHOTEPAIIHH.

IIpoTuBonoka3zanus
— IlloBbllICHHAs YYBCTBUTENBHOCTE K MOJHYIHDABHPY WIH nrodoMy
APYroMy KOMIIOHEHTY JIeKapCTBEHHOTo npemnapata DCIIEPABUP®
— bepemennocTs iy rraHupoBanue GepeMEHHOCTH

— Ilepuon rpyaHOTO BCKapMIMBaHUS



— Jlerckuit Bo3pacT mo 18 ner

C ocTOpORHOCTHIO
Y HalHeHTOB C TSHKEIIOHN CTENEHBIO II04eYHON HenocTarounoctr (CK® menee 30
mi/mun/1,73 M?) U y HALKMEHTOB C HAPYLICHHEM (GyBKIMH TIeueHH HeoOXoaUM

KOHTPOJIb OHOXHUMHYECKHX IIOKa3aTeNel KpOBH.

IIpuMeHeHue MPH GePEMEHHOCTH H B IIEPHO/] TPYAHOT0 BCKAPMIHBAHMS
bepemennocme

JaHHBIE 10 TNPUMEHEHHIO MOIHYIHPABAPa y OEpPEeMEHHBIX J KEHIIUH
OTCYTCTBYIOT. McClieI0BaHMs Ha JKUBOTHBIX TTOKA3a/IM HATTAYHE PETIPOAYKTHBHOMN
TOKCHYHOCTH. IlepopaibHoe BBeeHHE MOHYIHPaBHpa GepeMEHHEIM KPBICAM B
HIEPHOJI OPraHOTeHEe3a NPUBOJMIO K CMEPTHOCTH SMOPHOHOB M TE€paTOreHHOCTH
npu  KoHUeHTpamusx NHC, mpeBblalommx TakoBble Yy 4enoBeKa MpH
NPUMCHEHUH PEKOMEHIYeMON KIIMHUYECKOH 03Bl y 4YeloBeka B 7,5 pas u
BBISBIBAIO 33[CPXKKY pocTa mnofa mpu skcrnosuuuu NHC B 2,9 pasa Bblme
PEKOMEH/IyeMOH KIIMHUYECKOH 036! Y YeI0BEKa.

IlepopasnbHoe BBeneHUE MONHYNUpABHpa GEpeMEHHBIM KPOIBUHXAM B IEPHO/T
OpraHoreHe3a NPHBOIUIIO K CHIKEHHMIO MACCHI Tella IUI0/1a IpH skcrosumuu NHC
B 18 pa3 Bbuue skcnosunuu NHC B pekoMeHIyemoit KIMHHYECKOH 03¢ y
YeJI0BEKa.

Oxcrosunus NHC y demoBeka 0o ypoBHIO [O03BL, HE OKas3hIBAIONIEH
Habmomaemoro HexenarenbHoro 3ddekra (NOAEL), otnmuaercs ot KpBIC U
KponukoB B 0,8 u 6,5 pa3, COOTBETCTBEHHO, 1O OTHOIIEHHUIO K PEKOMEHTyEeMOH
KIIMHAYECKOH JI03€ Y YeJIOBEKA.

ITockonbKy MaTepHHCKas TOKCHYHOCTH Habonanach Kak y KpbIC, Tak H y
KPOJIIMKOB BO BCEX J103aX, IPH KOTOPBIX HAOMIONAIHCH 3MOPHOTOKCHUECKHE
>(QPEKTHI, TO HeNb3s MCKIIOYATh BIIHSHHE MOJIHyIIUDAaBApPa Ha IIOKa3aTeNH
MaTEPUHCKOM TOKCMYHOCTH.

IIpenapar CIIEPABUP" He pexomeHyeTca BO Bpems OepeMEeHHOCTH, a TakKe
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JKCHIMHAM, CIOCOOHBIM K JIETOPOXKEHUIO, HE HCIOIb3YIOUMX - HANEKHEIE |

METO/bI KOHTPAIICTIIIHH.
llpn nHasnayeHunm nekapcTBeHHOro mpenapara DCIIEPABUP® JKEHILUHAM,

CIIOCOOHBIM K AETOPOXKICHHIO (B TOM YHCIE B IOCTMEHOIIAY3¢ MEHEE 2-X JET),

He00X0AMMO HOATBEPIUTh OTPUIATENLHBIH PE3YILTAT TECTA HA HEPeMEHHOCTE
710 Hayana nedeHns. IJoBTOpHBIN TecT Ha 6epeMeHHOCTh He0GXO0MMMO MPOBECTH
II0C/Ie OKOHYAHHS MIPUEMa JIEKAPCTBEHHOTO Hpenapara.

Heobxomumo  ucmomp3oBaTe  5(QGDEKTHBHBIE  METOMBI KOHTpaIeTIHu
(TIpesepBaTHB CO CHEPMHIMAOM) BO BpeMs MpHeMa Hpelnapara W TOce ero
OKOHYAaHMSA B TeUeHue 4 JHeH.

Ilepuoo zpyonozo éckapmnueanus

JJaHHBIE 0 HAIIMYNU MOJIHYIHPABHPA B IPYAHOM MOJIOKE OTCYTCTBYIOT. JlaHHbIE
O BO3MOKHOM BJIMSHHU MOJIHYIIMPABHpa Ha BRIPAGOTKY IPYIHOTO MOJOKA FUIH
BIIMAHUC Ha peOeHKa, BCKaPMIIMBAEMOTO IPYABIO, OTCYTCTBYIOT.

WccnenoBanns BIMAHMS MONHYNHMPABHpA HA JAKTALMIO Y JKMUBOTHBIX He
IPOBOMMIIMCE. MICXO/sl M3 BO3MOXHOCTH Da3sBHTHS NOOGOYHBIX peakiuil y
MIIQJICHIIEB, HEOOXOAMMO MpPEKPaTHTh IPYAHOE BCKADMIMBAHME HA BPEM
IIpHEMa U B TeUCHHUE 4 JHE MOCIIe NOCIeIHeH 03bI IeKapCTBEHHOTO TpenapaTa
SCIIEPABHP®.

DepmunvHocmo

Ha done xonuentpanuit NHC, KOTOpbIC PEBBIIAT TakOBbIC y 4elnoBeKa mpu
INPUMEHEHUM  PCKOMEHAYEMOH  KIMHHUYECKOM 1036l  JUI1  YeloBeKa
IPHONU3UTENBHO B 2 M 6 Pa3, COOTBETCTBEHHO, y KPBIC HE HAGMEOANIOCH BIHAHHS
Ha (PEPTHITEHOCTH CAMIIOB M CAMOK.

B CBsA31 ¢ TeM, YTO B HCCIIEIOBAHUAX HA KUBOTHBIX IMOKA3aHA PENPOAYKTHBHAS
TOKCHYHOCTE MOJIHYNMPABHPA, PEKOMEHIOBAHO HCIONBb30BaHHE 3((EKTUBHBIX
METOI0B KOHTPAlCIIHH Y MY>XYHH BO BpeMs IIpHeMa NpemnapaTa i B TeUeHHe 3

MECAIIEB IIOCIIC €r0 OKOHYAHMA.



Crnoco0 mpuMeHeHHs H 03bI j' I -007856-030222
Jlexapcraennsiit mpenapar DCIIEPABUP® npunumaertcs BHTPh HE3ABHCHMO OT
[IpyemMa MUIIIH.

Kamncynbl ciemyer mpormaTsiBaTh LEIMKOM, HE BCKDHIBAs, HE H3MEIbYas U He
Pa3KeBBIBAs UX, 3aIMBAs JOCTATOYHBIM KOJMYECTBOM JKMAKOCTH (HAIpHMeD,
CTaKaH BOJIBI).

IIpumenenue npenapata SCITEPABUP® B03MO0KHO TONIBKO O HAGIIOMCHIEM
Bpada.

PexxumM nosupoBanus

[ nedenust HOBOH koponaeupycHoM nHbeximm (COVID-19), BhizBamHOIM
supycoM SARS-CoV-2, y B3poCHBIX pexoMeHIyeTcs CICAYIOLmit PEKHM
JO3UPOBAHUS:

- mo 4 xancynel 200 mr wmm 2 kancyiast 400 Mr mepopansHO 2 pasa B CYTKH
(xaxxapie 12 gaco). PazoBas mo3a cocrasnger 800 Mr. CyTounas 103a COCTaBIsAET
1600 mr. IIpoaomxuTenbHOCTD Kypea JIeYeHus - 5 CYTOK.

Jleuenue JexapcTBeHHbIM mpenapatoM JCIIEPABUP® nokHO 6BITH
HAYaTo0 KaK MOMHO paHblle II0cjde IOCTAHOBKH [AUACHO3a HOBOI
KopoHaBupycHO#i uHdpexuuu (COVID-19) u/uan B Teyenue 5 mueii mocie
MOSABJICHHSA NEPBLIX CHMIITOMOB 3200/IeBaHusl.

B cmydae mpomycka ouepeaHoit [03bI mpemapaTa, eciii OIO3IAHHE B IIpueMe
coctaBuno Mexee 10 49acoB OT HA3HAYEHHOTO BpPEMEHH IIPHEMA, TO
[IPOMYNICHHYIO JI03y CJICIyeT MPHUHATH KaK MOXKHO CKOpEe, M BO30OHOBUTH
OOBIYHEIH PEXUM JO3UPOBAHIS; €CIIM ONO3AAHUE B IPHEME COCTABHIO Goree 10
4acoB, TO MPOTYIIEHHYIO A03y NPHHUMATh HE CIEAYeT, W CIEMYIOmas 1032
NPMHAMAETCS B 00bI9HOE BpeMs. ITanueHT He J0/keH MPUHUMATS JABOMHYIO 103y
lpenapara, 9To0bl KOMIIEHCHPOBATh HPOILYLIEHHYIO 103Y.

Ocobuvie epynnwvl nayuennos

Tooicunou 6ospacm
Koppekuwst 10361 nipenapata SCIIEPABUP® ne Tpebyercs B 3aBHCHMOCTH OT

BO3pacTa.
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Koppekuus nos3er npenapara DCIIEPABUP® e Tp,eﬁyercﬁ;'ﬁﬁg;ﬁéﬁneﬂms c
II0YECYHOMN HEJOCTATOYHOCTEIO.

Ileuenounas nedocmamoyuHocme

Koppexuus noser npenapara DCIIEPABUP® e Tpefyercss mis MAalMeHTOB C
IIEYEHOYHOM HEJOCTATOYHOCTHIO.

Iemu

OrcyrctByroT pamHBle O GesomacHOCTH M 3(QQEKTHBHOCTH NpPUMEHEHHS

npenapara JCIIEPABUP® y neteii no 18 ner.

ITob6ouHoe HeiicTBHue

KpaTtkoe ommcanue npodung 6e30macHoCcTH

Hanbonee yacTbiMi HeXenaTeIbHBIME PEaKIUSIMH, 3apETHCTPHPOBAHHEIMEA BO
BpEM JIEUCHUs MOIHYIHUPaBHPOM B 1103e 800 mr kaxkaeie 12 gyacoB B TeueHwue 5
JHEH U B TcYcHHME 14 nHed mocie mpueMa mociepHel 103l mpemapata, Gbuim
puapes (3%), tomnora (2%), ronosokpyxerue (1%) u ronosnas Goms (1%),
KOTOPBIC UMEJIH JIETKYIO MU CPEAHIO0 CTEIIEHE TKECTH.

Cponnas TabiMIIa 10 HEXKENATENbHBIM PEaKIHsIM

HexenaTenbHble peakIuy HIDKE yKa3aHBl 110 KIaccaM OpPraHOB M CHCTEM U
9acTOTe Pa3BUTHA. JacCTOTHI OIPENENANUCEH CASAYIONIUM 00pa3oM: OYeHb YacTo
(=1/10); wacro (= 1/100, mo <1/10); mewacto (= 1/1 000, mo <1/100); peaKo
(=1/10000, 50 <1/1 000); 0uens peaxo (<1/10 000).

Ta6mua 2: Ceognas TabaMua no HeKEIATEIbHBIM peakuusamM

Oyens | Yacto Heuacro Penxo Ouenn Yacrora
qacTo penKo HEHM3BECTHA
Hapywenus co cnoponst Heperoil cucmemst

TOJIOBOKPYKEHHE

ronoBHas 00Ib

Kenyoouno-kuuieunvie napymenus

Auapesa pBOTa

TOIIHOTAa
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Ouent | Yacro Heuacro Penxo Ouenp | YacroTa
Yacro _____ | penko " | HemsBecTHa
Hapyuienue co cmoponst Kodcu u nOOKoICHBIX MKaHel

CBIIIb

KpaIriBHHIIA

1o naHHBIM KIMHMYECKOTO HccienoBanus Tpenapata DCIIEPABUP® ne 6b110

3aperHCTPUPOBAHO HEXKENATEIBHBIX SBJICHUH, CBA3aHHBIX C IPUEMOM TIpenapaTa.

IlepenoszupoBka

Her namHBIX 0 Ciy4asx NepelO3UPOBKH JICKAPCTBEHHBIX IIPELAPATOB C
ACHCTBYIOIKM BEIIECTBOM MOJIHYITHPABHD.

Jleuenue

B cmyuae mnepemosupoBku nekapcTBeHHBIM npemapatoM JCIIEPABHP®
JICHCHHE PEKOMEHI0BAHO IIPOBOIUTE HA OCHOBE OOIINX IIOIEPKUBAIONINX Mep,
BKIIIOYas. MOHUTOPHHI KIMHHYECKOIO COCTOSHMA MaruenTta. OXHMOaeTcs, 4To
reMouanu3 He NpuBefeT K J(OPEeKTHBHOM >IUMHUHAIMK EHCTBYIONIEro

BEIIIECTBA IIperapara.

B3aumopeiicTBUe ¢ APYTHMM JIEKAPCTBEHHBIMH CpPEICTBAMHE

KinHuvecknx ~ MccleNoBaHMii  JIEKAPCTBEHHBIX  B3aUMOJCHCTBHE ¢
MOJTHYIIMPaBMPOM HE IIPOBOAMIOCE. Ha 0CHOBaHMH OrpaHH4YeHHOr0 KOJIHYEeCTBA
JOCTYNHBIX TAHHBIX IN Vitro HE BBIABICHO CYIIECTBEHHBIX PUCKOB KIMHHIECKU
3HAYMMBIX JICKAPCTBEHHBIX B3aMMOJICHCTBUA NPU IIpHEME MOJIHYIUPABUPA B

no3e 800 mr kaxkapie 12 9acoB B TEUEHHE 5 JTHEH.

Oco0nle ykazanus

Dakmoput pucka npozpeccuposanus COVID-19 0o mascenozo meuenus.

Pan comyrctByromux 3aboneBaHMil yBENMUMBAIOT PHCK IIPOTPECCUPOBAHMS
COVID-19 no Tsxenoro TeueHus: eospacm > 60 nem, oxcupenue (HMT >
30ke/m?), caxapmoiii duadem, XpOHUUEeCKas 00n1e3Hb NOUeK, mAadceivle

3aboneeanus cepoeuHo-cocyoOuUcmoii cucmembl, XpOoHUYeCcKas
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00CmpyKkmueHaa  0OnesHb  Ne2Kux,  aKmUeHblEe

; 3ﬂoxauecmeeuﬂbte
HO6000pazoeanus. e

IIpumenenue npenapata SCIIEPABUP® B03MOKHO TOBKO MO HAGIIOICHIEM
Bpada.

Ilpu paseuTH 1OGOYHOrO ACHCTBHS HEOOXOAMMO coobImaTh 06 9TOM B
YCTAaHOBIICHHOM  TIOpAAKE UL  OCYINECTBICHHS  MEPOIPHATHH 10
(apmakoHa30py.

IIoCcKoIBKY B MCCICIOBAHHAX MOJHYIHMPABHPA HA JKMBOTHBIX HaGTIOmAmach
PENPOAYKTHBHAs TOKCHYHOCTh, mpemapar DCIIEPABUP® menp3s HazHauaTh
OepeMEHHBIM M NPEIIOIOKUTENEHO OEpEMEHHBIM JKEHIHHAM.

Ilpu nasnadeHun nekapcrBenHoro npemapata DCIIEPABUP® JKEHILIMHAM,

CIIOCOOHBIM K JAETOPOKICHHIO (B TOM YHCIE B OCTMEHONAY3e MCHEE 2-X JIET),

HBO6XOIH/IMO NOATBEPAUTHE OTPHUIIATCIBHBIN PE3VYIIETAT TECTA Ha 6CD€M6HHOCTI>

A0 Havyana jedeHus. II0BTOpHEIA TecT Ha GepeMEHHOCTh HEO6XO0IUMO TIPOBECTH
IOCIIE OKOHYAHHUS [TPHEMa JIEKapPCTBEHHOTO TperapaTa.

JKennmuaM, CnocoGHBIM K HETOPOXICHHIO, HEOOXOMUMO B IIOIHOM Mepe
OOBSACHATE PUCKM M TIIATENHHO MPOMHCTPYKTHPOBATH MX MO MCIIONB30BAHHIO
3 PeKTUBHBIX METOI0B KOHTPALIETIMK BO BPEMs pHeMa Hpernapara v B TCUCHHE
4 mHew mociie ero okoHYaHust. [Ipy NpenonoKeHHH 0 BO3MOKHOM HACTYILICHUH
OepeMeHHOCTH HEOOX0MMO HEe3aMEINTENHHO OTMEHHTD IIPHEM npenapara u
IIPOKOHCYILTHPOBATHCS C BPAYOM.

JlaHHEBIC O HAMMKMK MOTHYTTMPABUPa B IPY/HOM MOJIOKE OTCYTCTBYIOT. JlaHHbIE
0 BO3MOXXHOM BJIMSHUH MOJHYIHPaBHpa Ha BBIPabOTKY IPYJHOTO MOJIOKA WITH
BIMSHHE Ha peOCHKa, BCKAPMJIMBAEMOr0 IPY/IBIO, OTCYTCTBYIOT. Mccnenosanus
BIIMAHUA MOJIHYIIMPABHpPA HA JIAKTAIMIO Y )KUBOTHEIX HE NPOBOJUIHCE. Mcxomas
M3 BO3MOXKHOCTH Pa3sBUTHA OOOYHBIX PEAKIMH Y IPYAHBIX JeTeil, He0OX0auMMO
IPEKPaTUTh I'PYHOE BCKApMIIMBAHUE HAa BPEMs IIpHeMa U TeueHue 4 fqHel moce
nocaeaHel o3l npenapara DCIIEPABUPY.

B CBA3M ¢ TeM, 4TO B MCCIEN0BAHMAX Ha KHBOTHBIX MOKA3aHA PEIPOLYKTUBHAS

TOKCHYHOCTh MOJIHYIMPABHPA, PEKOMEHI0BAHO HCIOIb30BaHKE 3((EeKTHBHEIX
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METO/0B KOHTPALETIHH y MYKYHH BO BPEMs IIPHEMA IIPENApaTa U B TeueHue 3
MECSILIEB TIOCTIE €r0 OKOHYAHMS. -OTaACoBAN
ITayuenmeul c napywenuem yukyuu nevenu u nouex

TTalMenTsI ¢ THXEN0H CTEHEeHBIO M0YEYHOM HEJOCTATOYHOCTH MCKITIOYATHCh 13
KITMHUYECKUX HCClenoBanii. ONBIT IPYMMEHEHHS! MOJIHYIHPABHPA Y HALHCHTOR
¢ KaKOH-ITHOO0 CTENECHBIO IEYeHOYHOH HeOCTATOTHOCTH OrpaHHuYEH.

Hampuii

JaHHEI! JIeKapCTBEHHBIH MIpenapar coaepkut Menee | MMOJIb HaTpus (23 Mr) Ha
J103y, COCTOAIIYIO U3 4 KAICYIl, TO €CTh IO CYTH, HE COIEPKUT HATPHS.
Biusinne Ha CHOCOGHOCTH YNPaBASATL TPAHCHOPTHBIMH cpeacTBamMu,
MeXaHHu3MaMH

WUccnenosanmnii  BIuAHMA JIeKapcTBeHHOro mpemapata DCIIEPABUP® Ha
CIIOCOOHOCTL YIPABIIATH aBTOMOGHIEM HE HPOBOIHIIOCH.

Bo Bpems jedeHus creyeT BO3IEPXKAThCS OT YNpPAaBICHHS aBTOMOGHIEM, a
TaKKe 3aHATHH MOTCHLHAILHO ONACHBIME BHIAMH IESTENLHOCTH, TPeOYIOMIX

OBBIICHHON KOHLCHTPAIMM BHUMAHHUSA ¥ GBICTPOTHI IICKXOMOTOPHBIX PEaKIIHIA.

®opma BeIMyCcKa
Kancymer, 200 mr, 400 mr.
ITo 10 xamcysn B KOHTYPHYIO SYEHKOBYIO YIIaKOBKY U3 IuleHKd [IBX Mapku OI1-

73 win wu3 mnenku [IBX/MTIBAX wmm w3 mnenxun OIIA/AJI/IIBX u (Gonbru

AIFOMUHHEBOM II€YaTHOM JIAKUPOBAHHOM.

Ho 40 xancyn (dosuposxa 200 me), 20 xancyn (dosuposxa 400 Mm2) B OaHKy
TIOJTMMEPHYIO U3 TIOJIMATUJICHA HA3KOT'O JAaBJIEHUS ¢ KPEIIIKONH HABUHYUBAEMOIA C
KOHTPOJIEM IIEPBOTO BCKPHITUS W3 IIONUATHIICHA HHU3KOIO JABIICHHUS IS
JICKapCTBEHHBIX CPECTB MM B 0aHKY M3 HOJIMITHICHA BBICOKOH ILIOTHOCTH,
YKYTIODCHHYIO KpPBIIIKOH HABHHYHBAEMOH W3 MOIMIIPONUIEHA C KOHTPOICM
IIEPBOT0 BCKPBITHS.

Onny 6anky mwiu 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYPHEIX SUEHKOBBIX YITAKOBOK

BMECTE C MHCTPYKIIHEH 10 MEAULMHCKOMY MPUMEHEHUIO IOMEIAIOT B MAUKy M3
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KapToHa.

YciaoBus xpaneHust
XpaHUTb MpU TemIlepaType He Bie 25 °C B OpUruHaNbHON yIIaKOBKe (mauke).

XPaHUTh B HEOCTYIIHOM JIJIs1 IETEH MecTe.

Cpok roanocTn
2 roga.

He ucnons3osate nocie HUCTEUYCHHA CPOKA T'OJITHOCTH.

YcnaoBust ornycka

OTIyckaroT 1o perenry.

Biajenen perucTpanuoHHOIo yI0CTOBEPEHHS
000 «[TPOMOME/JI PYC», Poccus
129090, r. Mocksa, nmpocuexkt Mupa, gom 13, cTpoenue 1, oduc 13

IIpousBoanTenn

AO «buoxumuky, Poccus

FOpupuuecknit  anpec: 430030, PecryGnuxka MopmoBus, T. Capanck,
yi. Bacenko, 0. 15A

Anpec mecta npoussogctsa: 430030, Pecry6iuxa Mopmosus, T. Capanck,
yi. Bacenko, 1. 15A

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

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

Opranusanus, NPHHEMAIOLIAS NPETEH3NH MoTpeduTemeit
000 «ITPOMOME/]] PYC», Poccus

129090, r. Mockga, npocext Mupa, nom 13, crpoenne 1, ouc 13
Ten.: +7 (495) 640-25-28

E-mail: reception@promo-med.ru
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Kpyrnocyrounsii teneon ropsaeit minun Gapmakonamzopa: o

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

PykoBoauTens oTaena perucTpaiy 1

PEryJIATOPHBIX OTHOLICHUH
000 «ITPOMOME]I PYC»

T.B. JIrotoBa

OBLLUECTBO C MoanucaHo undpposoit
OrPAHUYEHHOW MeAnMcbio:

OBLLECTBO C
OTBETCTBEHHOC orpAHUYEHHOM
TbiO OTBETCTBEHHOCTbIO

! "IPOMOME] PYC"
NMPOMOMEL [ata: 2022.02.01

"
PYC 11:39:04 +03'00'
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