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BI}EtrEHPIE
<HATOJIAIil>- pacrBop Arrfl r{Hbercqnfi uo 3 pr.n

llcc'ne4yen'Irtfr rperapar: <HAToIIAI I) - pacrBop Anrr HHT,eKutrfi, reHi:pzx [2].
If pou r eoA r.rleJr b : OOO cDupv a << G)eprvr cr rr>>, po ccu.:r
Cocras ua I anauyny (3 m.rr):

AxrHeurtfi KoMTIOHeHT: pacrBop Hr43KoMoJreKyn-spHbrx caxap(lB -I2 Mr.
Bcnorr'rorareJlbHEle KOMIOHeHTbI: Harprr,{ xnopr'rA, BoIa 1tnfl vH:,;exqzft. ,llpe4craBJrrer
co5ofi pacrBop r-rr43KoMoJreKyJTf,pHbrx caxapoB, [oryrreHHbrx u3 Melta (H_neHro:a,
lrTroKo3a' caxapo3a, fuIIrIo33, faJIaKTo3a, 4rpyKTo3a, lar<rosa).
(Da pua rcore parr eBTr.r q ec Kaq r py[ ra : r 

-enaronp oreKrop
@apnrarcoJrorr{qecKoe Aeficrene: HATOIIAH oKa3brBaer aHrLroKcrr.rraHrHoe
4efrcreue, cnoco6crByer ctaSuttuzarJr4;u h yMeHbrxeHr4ro npoHkruaeMocrz uelr6pau
reJIaToqI4ToB' yMeHbIrIaeT aKTI4BHocTb B cblBopoTKe KpoBI4 MapKepoB noBpe)KAeHr4-s
reJlarolluroB - $epn'renroe AJII', AC-f, Il]O, fI'TlI, ycvrnr4Baer aHrr4roKcr4r{ecKyro
SyHr<quro nerreHl4, ynyquaer ee 6e.nc,xcrrHTe3r4pyrorqylo u Jrvnr4rodpa:onareJrbHyro
SyHxqzu. vrraeurruaer BocnaJrrlTeJrbHble r43MeHeHI4r B rler{eHrl, rITo BeAer K cHI4xeHI4ro
n Hefi aKTI4BHocrI{ AecrpyKTI4BHofo npouecca, yMeHbrrraer r4HTeHcr4BHocrb 14 ycKop.rrer
IICqC3HOBCHI{C KJII4HI4qCCKI4X npoxnlteHrafr rerrarr{Ta (Iucuencr4rrecKoro.
xo{ecrarl4qecKofo 14 acreHoBeferaf'prBHofo CHHApOMOB, f e[aroMersnzz),
llpenapar' KaK npaBl4no xopotxo repeHocr4Tcq, He Bbr3brBar 6oreerrx oqyrqeHufi e
Mecre [rHbeKIII4I{. llpenapar noJIHoc'rblo BKrrroqaercr B nrera6olu.recKzfi rlr4K.rr,

QvrHaruHrrfi npo4yxr lrera6oJrrz3Ma - yrJreKr{crurfi ras r{ Bo.qa.

ff o xasaH ufl R np uJvteHeHuro

' B cocraBe KoMIIJIexcnofi Tepailvtr aJIKc)roJrbnofi 5one3Hr4 rrerreHz Ha nro6 ofi c;;311uu;

' B cocraBe KoMuexcuofi Tepanur4 HeaJriKoroJrbHoro crearoren arvra (e cocraee
KoMrrJreKcHofr repannn) ;

' B cocraBe KoMnJrexcuofi Teparruvr neKa.pcrBeHHbrx nopaxeHr4fi neueHu;
. B cocraBe KoMrrJrercHofi Tepanvu roKcr,rqecKzx nopaNeHufi tteqeHr,r;

' 8 cocraee KoMrlJlexcuofi Teparrvr4 ur4ppo3oB [erreHr.r B craruu KoMrreHca .IJkrLr Lr

cySrouneHearJW (n cocraee KoMrrJrercuofi repanzu);
. B cocraBe KoMrrJrercnofi Tepailzr4 'roKcLrKo3oe 6eperreHHbrx.
Cnoco6 [pHMeHetl'lafl n Ao3br:
[Ipenapam eeodumc-n GHympu-n/tbtutettHo, zny6oxo, I lepxHuil uapycrcuaui x:eadpaum
nzoduquoil uuruut no 5 un cozrqcHo cnedyotl4uw cxeMaM;
IIpu anxoeonuuott 6onesuu neHeHu 1 pas B Aer{b rro cxeMe -1,2,3 AeHb no !l un; 4,5 Eeus
lo 6 ul; 6,7 qeus no 9 nan; 8,9 4eur no (i nrn;

10,11 ,12 geun no 3 ul;
IIpu ueanKozonbHoM cmeemozenamume I pas B AeHb rro cxeMe -7 ,2,3 AeHb .so3 nrn; 4.5
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.4eHb no 6 Mn; 6,7 Aeur no 9 nrn; 8,9 Aeur no 6 vrr; 10,11 ,72 geusno 3 vrr - 3-4 Kypca 6
Ter{eHr4e nonyfola.
Ifpu nercapcmseHHbtx u moKcwtecKux nopatceHunx neHeHu - slM6 lrl nepnue 6 4uefi,
3areM no 3 ul n/'u exe4HeBHo B 3aBI4cIrMocrI4 or KJrzHr4qecKoro cocrof,Hr4.f, [arlr4eHTa;
IIpu qupposax neLteHu - ilo 6 un I pag B cyrKrz. Kyp. l0- 1 5 1uefi;
IIpu morccuKo3qx 6epeu.euuutx - slM 6 vl repnrre 6 4uefi, 3aTeM no 3 Nrn s/Na

CXCAHEBHO B 3ABI{CI4MOCTI,I OT K,rII4HI4qC CKO|O C OCTO'HIZ' NAqIZEHTA.

@opua BbrrrycKa: pacrBop AnfluH'exuuft B aMrrynax no 3 un
Cepun:03 0520 Cpox roAHocr.r.r z 05.2023
Ilpenapar cpaBHenran (aHa,ror): <feurpoHr@> - pacrBop Arrfl LrHTexqzft, Ha ocHoBe
KOHrIeHTpaTa MeAoBofo

Ilpou:eoAr{TeJrb: Cn OOO <Novopharma plus>. Vs6exzcrau
Cocrae ua 1 amny.ny (3 un):
Ar<rueHrrfi KoMrroHeHT: pacrBop Hr43KoMoJreKynrpHbrx caxapoB -1,2 Mr.
BcnolrorareJlbHble KoMIIoHeHTbr: Harpru xnopr4A, BoAa AIrfl vrHuercqzfi. 'llpe4craBJr-fler
co6ofi pacrBop HZ3KoMoJreKyupHbrx caxapoB, nonyr{eHHbrx vr3 MeAa (H-neHrosa,
|JIIOKO3a, Caxapo3a, I[IIFIO33, IAJIAKTO3A, Spyxro:a, naxrosa).
@a pua rcorepa n eB'ru sec Ka fl r-py tr ra : l-eraronpo.reKrop
@apmarcoJrorrrrrecKoe Aeftcrsn e: fenrpour oKa3brBaer aHTr4oKcr4raHTrF{oe geitcrnue,
cnoco6creyer cra6vrvgar\kruI,I yMeHbrneHrrro npoHurlaeMocrz nrerur6pan feJrarour4ToB,
yMeHblxaer aKTI4BHOCTb B CbIBOpOTKe KpOBr4 MapKepOB noBpexAeP']/lfl feJrarorlr4ToB -

Qeptreuroe A,[T, ACT, IIIQ, ffTll, ycunr4Baer aHrrrroKcr4r{ecKyro $yHrqr,rro rerreHrr,

ynyquaer ee 6eloxcvHT%I4pyror(yrc v rhnv^oSpasoearenbHyro Qyuxquu. VlreHruraer
Bocna[I{TeJrbHble I43MeHeHI4t B ler{eHrr, rrro BeAer K cHrD(eHlaro B nefi ar<ruBHocrl4

AecrpyKTI4BHOfO [pOqeCCa, yMeHbrrraer r4HTeHcr{BHocrb r4 ycKop[eT Hcqe3HoBeHr4e

KJII4HI4rreoKI,IX npoflererrufr ferrarrrra (4ucneucl4rrecKofo, xo.gecrarzr{ecKoro u
acreHoBeferarr{BHoro cHHApoMoB, rerraroMersnuu).

llpenapar, KaK npaBI4JIo xopotito [epeHocr4rcr, He Bbr3brBaq 6oreerrx orqyrqenrafi e

Mecre I4HIeKIII4I4. Ilpeuapa'r noJrr{oc'rbrc) BKJtoqaercq e \aera6oru.{ecxufi qrrKJr,

SuualrHrrft npo4yxr vera6oJrr,r3Ma - yrneKr4clufi ra: r4 BoAa.

floxas uH un K np uJvteH eH uru
. B cocraBe KoMrrJlexcuofi Tepanvrv a.rrKofoJrbHoft 6one3Hu ilerreHu ua tt<t6ofi craguu;
. B cocraBe KoMIrJIexcHofi Tepanur4 HeaJKoroJrbHoro crearorerarura (e r:ocrane

KoMrrJreKc H o fi repanur);
. B cocraBe KoMrrJreKcHofi Tepanr4r4 neKapcrBeHHbrx riopaxeHllfi ne.IeHra:

. B cocraBe KoMnJlercHofi Tepail:rrz roKorrqecKr4x nopaxeuzfi neqeHr{;

. 8 cocraee KoMrlJlercuofi Tepantrv q[ppo3oB rrerreHz B crarLr:z KoMrreHcrarJnvrn

cy6xorrne HcarJvrr4 (n c ocraee KoMnJre rcuofi rep anza) ;

' B cocraBe KoMrrJrexcuofi Teparrr4r{'roKcr4Ko3on SepelreHHbrx.



Cnoco6 rrprrMeHeHkrr. v Ao3br:
Ilpenapam eeodumcfl sHympuMbtuteHHo, zny6orco, B BepxHuil uapycrcuutil rceadpaum
nzodurauoiL uaruut no 5 un coenacHo cnedynu4uxr cxe^4aw;

IIpu anrcozonunoil 6onesuu neqeHu 1 pa:r B AeHb rro cxeMe -1,2,3 AeHb no 3 ul; 4,5 geus
no 6 n:r; 6,7 1ens uo 9 vn; 8,9 AeHr uo 5 un;
10,11,I2 geus no 3 ul;
IIpu uea.aKozotbHov cmeamozenamume 1 pa: B AeHb rto cxeMe -1,2,3.4e]:rb xo3 nrn; 4,5

/(cFIIrno6v:r,6,7 gertr rro9nur; 8,9;lerrrno6nar; 10,1l,12peusuo3vl -3-4rcypcaa
TerIeHI4e [OnyfoAa.

[Ipu nercapcmneHHbtx u moKcutrecKux n.opaaceHuflx neqeHu - zlw 6 lrr nepeue 6 4Hefi,
3areM no 3 ul n/'u exeIHeBHo B 3aBr4cprMocrr,r or KJrr4Hr4rrecKofo cocro.glt{u{ raIIr4eHTa;
Ifpw qupposax nexteHu - no 6 nan 1 pa3 B cyrKr4. Kyp" 10- 1 5 4Hefi;
ITpu morccuKo3ax Sepeueuuutx - r,lNr 6 vn nepnue 6 4Hefi, 3areM no 3 nan s/Na

e)KeAHeBH O B 3aBI4CTIMO CTI4 OT KJII4HI4TI e (lKOf O COCTOf, Hufl |I aUrIeHTa.
(Doprua BbrrrycKa: pacrBop An.rr r.rHberr.{ufi B aMnynax no 3 un
Cepnr: 021 t 18 Cporc roAHocrn z 121202

PerucrpaqrroHHoe yAocroBepeHr{e: DV/M 00800/05/16 20105116 (nee4euu
usN{eHeuux 18l0Bl17)

Idenr nccJreAoBall.uirz a3yqeHtle 6proexsheaJreHrHocrrz rpenapara <FIATOIIAFL) -
pacrBop nnfl uu:sexqnfr, (c,030520, c,r.05.2023), rpoz3BoAcrBa OOO @zpnra

<<@epuerir>>, Pocczx B cpaBHeHuvr c flpetrapaloM aHaJrorov <feurponr@> - pacrBop

An-s I4H:ser<r1ufr' (c. 021118, c.r'. 1212021 J\. vr qara perIzcrp. DVA{ 00800/05/16
l&l08l l7), rpor43BoAcrBa CII OOO <NrtvopharmaPlus>, Vs6eKzcrau.
3aAaqu HccJreAoBanufi:

l.Zry.reHl4e ocrpofr roKcl4rlHocrr{ rperapara <FIATOJAFb) - pacrBop 1rrfl.lrHbercqzfi,
(c.030520, c.r.05.2023), npou3BoAcrea OOO (Dzprraa <<@epntenr>>, Pocclrq B cpaBHeHr4rr

c nperaparoM aHaJIoroM <fenrpoHr@> - pacrBop AJr.rr r{Hbexqufi, (0. 021118, c.r.

1212021 Ns vr rara perlrcrp. DV/M 011800/05116 18/08/17), npoHsBorcrBa CII OOO
<Novopharma Plus>>, VsSeKucraH. B gKcneprrMeHTe Ha 6elrx Mbrrrrax.

2.Vzytenlze feuaronporeKroprryFo aKlr4Br{ocrb nperapara (HATOJIIIFL) - pacrBop

IJnfl nnr,er[nfi. (c.030520. c.r.05 .2023), rpon3Ro/IcrBa OOO rDzpua <@epvem>,

Poccu-fl B cpaBHeHl4rr c ilpe[aparoM aHa.JrofoM <fenrpoHr@> - pacrBop AJr.f, lrHbexqufi,
(c.021 118, c.r, 1212021 N v Aara perr4crp. DV/M 00800/05/16 18108117),

npol43BoAcrea CII OOO <Novopharma. Plus>, Vg6erzcraH. B oKcneprzMeHre na 6enrrx
Kpbrcax.

3.Crarzcu4r{ecKar o6paSorr<a noJryr{er{Hbrx pe3ynbraron [6].



I . I4CCIEtrOBAH]I{E OCTPOI,I TOKCI4qHOCT'I{

Marepua.nsl v MeroAbI. Oc'rpyro roKcr,rrrHocrb v3yuanu oSrqenpuH.f,TbrM

oAoM, orII4CaHHbIM B nl'rrepaType, oAHoKparHbIM BBeIeHI4eM JTeKapCTBeHHbIX

aparoB c onpeAeneHr{eM Knacca roKcrdqHowu ll,7l.
Bud u KoJruqecmno )IcuromHux: rnr 3Kcnepr4MeHTa r4crroJrb3oBarrtr Serr,rx

nopoAHblx urrurefi caMIIoB B KoJrl4rlecree 36 foJroB, rraaccofr TeJra 19 - 2l f,
blAepxaHHbrx Ha KapaHTHHe B Ter{eHwe: 74 AHeft.

Ilpoeedeuue eKcnepu*teHmu: gKenepr4MeHT no r43yr{eHuro ocrpofi
paBHI4BaeMbrx npenaparoB npoBoArrnr4 B AByx cepr4sx. B nepeofi cepuvr

brrrraM BBoAr4Jrr4 npenapar (HATOIII\IL) - pacrBop l.nfl r4Hbexqufi,

TOKCI,II{HOCTI4

SKCnepLrMeHTa

npor43BoAcTBa

(Duprua <@eprueHr>>, Poccarr cJreAyloquM o6pasotr:

I rpyun e/Na e 4o:e 20 ur/xr (0,1 ul);
2 rpynna- e/Na e 4ose 60 vr/xr (0,3 lrn);
3 rpynn s/N{ e Aoge 100 nr/rcr (0,5 nan).

Bo etopofi cepw gKcrrepr4MeHTa MbrruaM BBo,qrzJrlr npenapar cpaBHeHr4t

fenrpour@) - pacrBop AJIf, l4Hibexqui., rpor{3BoAcrea CII OOO <NovopharmaPlus>,
s6eKracraH cneAyrour4M o6paso'H,r :

I rpynna- n/M s lose 20 ur/xr (0,1 run);

2 rpynna- e/Na B Ao3e 60 trr/xr ri0,3 rran);

3 rpvnna- e/Na e lose 100 vr/rcr (0,5 vn).
Kax4yro Ao3y I4crIbITbIBaJrI4 Ha 6 usruax, qro flBrrflercfl Aocraror{HbrM An-fl

rpeAeneHnr LD5s.

llocle 3aBeplxeHl4fl 3Kclepr4MeHT'a orpeAen.qerc.a II[56 14 KJrac0 roKcr'rrrHocTr4

penapara 11,71.

HadnrudeHue: B nepnufi AeHr 3Kcrre krMeHTa 3a )Kr,rBorHbrMrr BeJrr4 ua6ruo4enue
)KeqacHo B ycJIoBI4xx na6oparopvwr, npr4 sroM peracrpr4poBaJru noKura'feJrkr BHerrrHero

a (cocroxHI4e Iuepcrtr, crvr3vrcrbrx o6oroqex r4 T.A.); QyHxqrzoH€urbntoro cocro.flHrr-f,

BbIXI4BaeMocrb B TerIeHI{e oIIbITa, o6n,ee cocroqHue, Bo3Mo}KHbIe cyAoporr{ ra ru6em)
[oBeAeHI,I.t. [anee exeAHeBHo, B 'rer{eHue 2-x HeAenb B ycnoBr,rjrrx BnBapvfl, y
BorHbIX Bcex rpynn ua6mogarru, 3a o6rquira cocro.rrHr'reM u aKTraBHocrbro,

o6eunocrqMl4 roBelJetvrfl) peaxqnefi 1ra raKTrrrbHbre, Soleeue,3ByKoBbIe uI cBeroBbre

Apa)KureJrl4) qacro'roh u lly6ranon AbrxareJrbHbrx ABrr)KeHr4it, pr4TMoM cepAerrHblx

paIrIeHI4Z, COCTO-f,HI4eM BOJTOCflHOTO V KOXHO|O nOKpOBa, IIOJIO)KeHI4eM XBOCTa,

orl4qecrBoM Lr KoHcucreHrlr4efi Qer<altuttx Macc, .racrorofi Morlel4cnyctaHzrfl'

3MeHeHrIeM Maccbl TeJIa u Ap. rToKa3areJrflMvr. Bce noAonbirHbre )c4BorHbre

Aepxanl4cb B oAI4HaKoBbrx ycnoBr4sx u Ha o6ulenr pallr4oHe rrr4TaHvrs, co ceo6oAHbrM

ocrynoM K BoAe u nraure [3].



llocle 3aBeprxeHr4-s 3Kclepr4MeH.la

perapara ll,7l.
ollpeAeJr.fiercr II[56 r'r KJrocrs ToKcr4r{HocTu

1.2. [IoryqeHHbre pe3yJlblalbt :

flpu rzsyqeHuu ocrpofi ToKcr4r{Hocrrz

nrerqnfi, rpor43BoAcrBa OOO @Iaplra

rpenapara <HATOIAFI) - pacrBop Arx
<<(Depueur>>, Poccras 6:';rrrrt noryrreHbr

eAyrour{e AaHHbre:

1 rp)rnna (aosa 20 rur/xr): rocJle BrBeAeHr4.f, [penapara B Ter{eHvre AHfl Mbrr]rr4

BaJII4cb aKTI4BHsIMI{, I43MeI{enuit B rroBenetr4v 14 dvnxuzoHaJlbHoM. cocrotHrrr4 He

a6:rrcAalocr. CocroflHt4e ulepcrr{ z KoxHbrx rroKpoBos o6ruHoe 6e3 H3MeHeHZfi, or
r4rr\v kr BoAbI He orKa3blBaJrr{cb, ru6ern lmrurefi ue Ha6lrotranocb. Ha nropofr 4eHr ra e

e4yrorqzfi nepl4oA ua6mo4euur naroJrorr4qecKr4x lrsN4eHeHufi B noBeAeHrzr4 u

rr3HoJIorI,IqecKI4x no a3arer-sx Mblruerfi He 6rrlo. Yno'rpe6neHr4e Bo4br r4 KopMa B

opMe, orcraBaHl4e B pocrenpa3Bururl He ua6lro4a.rrocb. lu6enu lrunrefi B TerreHze

4 nueit se 6lrro.
2 rp)tnna (aoga 60 Nar/xr) nocJle rBBeAeH[-f, npenapara B Ter{eHtre r;Hs. Mbrrur4

KTI4BHIIe, LI3MeHeHI4fi n noee4eHvrv u QyurcqzoHaJrbHoM cocro.rrHrlu He Ha6lroAaJlocb.

ocroflHze rxepcrkl I{ Kox{Hbrx noKpoBoe o6rrqHoe 6eg r43MeHeHr{it, ot naq}I kr BoAbr He

BaJII.{cb, ru6etu lmrurefi ue na6.nroAanocb. Ha eropofi 4enr 14 B nocJre4yrorqzfi
epl4oA HaSriro4et{nt riaroJlolaqecKr4x r43M nesuh B rroBeAeHr4vr kr $zszololr4qecKr4x
oKa3areJlf,x lruurefr ue 6r,uo. YnorpeS:reHl4e BoAbr 14 KopMa B HopMe, orcraBaHr4e B

Te u pa3Br4'tLrvr He Ha6lro.qaJlocb. fra(5ena uruuefr B TerreHne 14 lueli He 5rrno.

3 rp)rlla (Aosa 100 xar/xr) rocJle BBetreHrr{ y Mbrrxefr Ha6rroAanacb

TKoBpeMeHHa-f, B-f,Jlocrb 14 Marro[oABr4)KHocrb, Koroparr npoxoAr4na rrepe3 30 - 40

I4Hyr. r{epe: 1 qac MIIIUI4 Bo3BpauarLrcb K cBoeMy [pex(HeMy cocrorHr,rro, rroBeAeHr4e

KTr4BHoe, Snszuecxr4e rloKa3areJrr4 He orKJIoHflIrvrcb or HopMbr.

Ha eropoli 4eHr Ir Bo Becb nepr4o,l ua6ruo4eHu.rr B Terretue 14 4Hefi y urrurefr B

oBeAeHI4I4 lI Apyrl4x Qu:Hvecrczx noKa3areJr.f,x r43MeHeHr4it se Ha6lro4aJrocb, Mbrrrrr4

xorHo ynorpe6runrl KopM I4 BoAy, peaKUI4I4 Ha cBeroBbre H 3ByKoBbre pa3lpaxr4reJrr{ B

BaJrr{cb HopMe, Ixepcrb u KoxHbre [oKpoBbI rrl4crbre, Moqet{cnycKaHkre vr

BbIAeJIeHuIe B HopMe, Macca a pocl Mbr ez ue orcraBa[r4 B pa3BrTvrw. ln6etu
srruefi He Ha6nroAaJrocb (ra6tuua J\b1).
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Onpele,reHr{e ocrpofi ToKcr{qHocr
rpor.r3BoAcrBa OOO @r.rpvra <<@epmr

nHbeKuIt ir,, Ha, rrpou3Boncrea Cfl
x!
Xu

BOT-

HbIX

(HATOjTAH>) - pacrBop AJrrr fiHr,e
nporr3BoAcrna OOO (Dnpnra

<<@epuenn>. poccuq

o6renr I Ilyru
ur/xr I vr"'r leselenus

pe3y

I 20 0,1
elNr 0t

2 60 0.3

0,5

s/wr

elNr

0i

0t

a
J

100

LDso

AHaLroru.{ulre AanHbre 6slvt rro

perapara <fenrpoHf@) - pacrBop Anr
por43BoAcrBa CII OOO <Novoph arma

LDso npenaparoB (HATOIIAFb)
)upua (((DepMeHT)), Pocczs rz <fenr1
oHIIeHTpaTa MetroBofo, [pou3BoAcTBa

f,craBJrre'r Ao3y > 100 ur/xr.

.3.3arc.nroqeHrre: T'arzl,r o6pasou, rr

HATOJIAFI) - pacrBop Inq uurexqzi
)upva <<@epuenr>, Poccrz.s B cpaBHe

ecrBop Enr nHlexquri, (c.021 118,

0800/05/16 1 8/08/17), npon:BoAcrBa

D5e cocrsBJl.ler Ao3y > 100 ur/xr.

Ta6nuua J\b 1

u <HATOIAID> - pacrBop A.rrq r{HbeKrlr{fi,
pMeHT>>, Poccuq u <IeurpoHr@> - pacrBop A.rrq
Cn OOO <Novopharma Plus>>, V:r6enracrano arma us)r y:]oeKLtCTaH

u) <fenrpoHr@> - pacrnop AJrfl uurercquft,
Ha, rporr3BoAcrBa Cl|I OOO

<<Novopharma Plus>>, Y:l6exr.rcran

r'TAT
o6rerr Ifyru

BBCAEHI{S
pe3yJrbTaTur/nr Mlrl

20 0,1
el\a 0t6

60 0,3
r/v 0t6

100
0,5

e/Na 0t6

>100 nr/xr

tloJrylreHbr npv Lrcy.ue:nvrv ocrpofi ToKcur{Hocra

Jnr r4HbeKryufr, ua ocHoBe KoHrIeHTpara MeAoBofo,
na Plus>, Ys6exzcraH

b> -- pacrBop rn.s r,rHbeKrlr4fi, rrpor4:rBoAcrBa OOO
nqlour@>) - pacrBop Anr zHrercqzfi, Ha ocHoBe
rea CII OOO <Novopharma Plus>>, ys6eKracraH

{pu BHyTpI4MbIIIIeIIHOM BBeAeHr.ru npenapaTa

it, (c.030520, c.r.05 .2023), npor43rBoAcrea OOO
,uLrrr e rrpelaparoM aHaJrorotr <]-enrponr@> -
c.r. 1212021 J\l'e vr [ara perr4crp. DV/M
CII OOO <Novopharma Plus>r, Vs6exzcrau

JI



AeHvrr4 xI4BorHbIM CCl4 Ha6nroAallocb yBerr4qeHr4e KoJrr{qecrBa Qepvrenron B

BoporKe KpoBr4 KoHrponbHbrx Kpbrc: AIAT n 2,15 pa3a, AcAr n 1,61 pa3a rro
cBI4AeTeJIbCTByeT O TOKCHT{eCKOM

3HarreHr4.sx Me)KAy rrpe[apaTaMr4

BHeHr4ro c nHrarrnofi rpynnofi KDbIc. r,ITo

eHr4vt rrer{eHr4 (ra6wrua Nq2). PasHraua B

r4rracb HeAocroBeprrofi (P | <0,05 ).
Y Kpbrc, nonyrraBruzx rtpenapar

I{3BoAcrBa OOO (Dvrpvra <<@epvreHr:>>,

(HATOIIAFL) - pacrBop [Jrs. unsexguii,
Poccz.s na $oue roKcr{LlecKoro rerrarrrra

2, VIC C JIEAOB AHLI E CIIE III4@ NqE CK O IZ AK TI4B TTO C TI4
2'l'Mareprrar v MeroAbt: fenaronporeKTopHyro aKTuBHocrb [penapaToB

3yt{aJr]a na 24 lloJlotso3peJll'Ix Kpblca.{., BecoM 180 - 200 r MeroAoM r4HToKcrrK arruu
erIeHI4 rlerblpexxnopl4crblM yrnepoAoM [5]. ToKcn.{ecKoe rropaxeHr4e [erreHr4 CC]o
llpoBoxAaerc.fl pe3KI4M I43MeHeHVe]\4 B crpyKrype reqeHr4 c n1teo5la4arou1efi

ttttoit xapoeofi 4rzcrpo0ura renarouI4ToB, a TaK)Ke yMeHbrxeHrzeM cr4HTe3a
CII{HbIX KI4CJIOT II XOICCTA3OM.

ln-a npoeeAeHl4-s 3KcnepzMeHTa r(pbrc pa3Aen urru Ha 4 rpynnrr no 6 rorroB B
aNAofi:

1 -rpynna - r4HraKrutre (s4opontre ) xr4BorHbre ;

2-rpynna KoHTponb xlzBorHble c xaprzuofi ToKcr4qecx:oro rerraTrrra
I4BorHbre, [onyr{aBurue CClano.qKo}KHo 2vrn/rcr);

3-rpynna - onbrr - xrzBor,Hbre, noryqaBrrrtze e/N{ nperapar (I{ATOIAFI>) -
<(tepuenr>, Poccvrr e Aose 40

acrBop r,nfl vrqleKurzpi, npoa3BoJ(crna OOO @upva
r/xr (1 r'ln/l00r) + CCI+ roAKoxr{o 2lrllr<r;

4-rpynna - olbrr - xr4BorHbre, loJryr{aBrur4e n/nr npenapar d-enrpoHr@>
rBop AJI' zHbexqrafi , rpol43BoAcrBa CII OOO <NovopharmaPlus>, Vs6eKzcraH

40 vrr/xr (1 un/1 00r) + CCl4 roAKoxH o 2wtlxr.
Atts BocnpoI43BeAeHI4t KapraHbI ToKct4r{ecKot'o nopa}r(eHr4-s rerreHu, CCla B Br4Ae

o/o waclxHofo pacrBopa BBoAtrJrr4 rroAKo)KHo B Ter{e uue 3 AHeft B AO3e 2 MilXt .
fIbITHbIM fpynnaM Kpblc cpaBHl4BaeMbre ilpenaparbr BBoAr4Jrr4 BHyrpr4Mbr[rerrHo za 2

Ao I4HToKcLrKarJuu CCl4. Ha 3 AeHb oIIbITHbIM xrrBorHbrM BBoAunv cpaBH1rBaeMbre
enaparbl. Bcex rpynn )KI4BorHbIX HapKorr43r{poBaJtn yperaHoM B Ao3e 1200 nrr/r<r.

u6proruvHHo. Bu:ro Il3yqeHo I4:rMeHeHr4e aKTrzBHocrr4 $epuerrroe ArAT n
cAT e cbrBopo'rKe KpoBt4 y Bccx r.pylr )to4uo.n{brx.

oupe4creuzc aKTr4BHocrr4 SepueHroe B cbrBoporKe KpoBr4

MOIIIbIO CTAHAAPTHbIX TTA6OPON PEAKTIIBOB: ACT/IFCC (HUMAN

auux); AfT/ IFCC (Human GmbH, 12022 fepnaaHra.a) Ha

anrr3arope MINDRAY BA-88, Kurafr:.
arLrervqecKlre pacqe'rbl IlpoBO/u4JrA rro rapHoMy Kpr4Tepr4ro Crrro4eura [6].

2.2.IlostyqeHHbIe pe3yJ'Ibr-arbl: Kar< rroKa3aJrr4 AaHHbre, tTpu noAKo)KHoM

B

rrpoBotrr4nr4 c

GmbH, 12021

6u;oxutvturlecKoM

IoAaJIocb AocroBepHoe cHrIXeHZe KoJrnqecrsa $epvreHToB B cbrBc,porKe KpoBr4,



K KoJrl{qecrBo AnAr Ha 36%0, a Ko.rnqecrBo AcAr 6ulo cHrDKeHo na 21 %o rro
BHeHHIo c KoHTponbHofr rpyrrnofi KF,uc c HererreHHbrM ocrpbrM rerralr4ToM. pasHraua

3HarIeHI4f, x MexAy np en ap ar aMu flBvrIracb Hetrocronepuofi (P2<0, 0 5 ),
y Kpblc, [onyrraBlxux npenapal <fenrpoHr@> pacrBop [,Jiifr uHrercqzfi ,

porl3BoncrBa CII OOO <Novoph arnra Plus>, VgSexacran B cbrrloporKe KpoBr4

a6lroAalocb AocroBepHoe cHrrlKeHr4e KorurrecrBa eepMeHToB, TaK KoJr,aqecrBo AnAr
bIJIo cHIDI(eHo Ha 37 %o, a KoJrl4rlecreo AcAr 6ulo cHH)KeHo na 27,5%o no cpaBHeHrrro

KoHrponbuoft rpynnofi xpuc.

Ta6nraua J\s2
Bruqune rperaparoe <<fllATorAlil> - pacrBop Anq nurercqnfi,

npol{3BoAcrBa OOO @npma <<@epnreHr>>, Poccvrs. tr <IeurpoHr@>> - pacrBop AJrs
I{HbeKIII{trr, laa, [pol{3BoAcrBa CII OOO <<Novopharma Plus>, V36ercncraH

Bec, r ACT
B Cr,tBOpOTKe

nrnrours/"r

233 + 4.8
P3 > 0,05

T.e. cpanHr4BaeMbre rrpenaparbr

poBr{, pa3Hl4ua B 3HarIeHI4tX Me)rqy

crrLDKalrn aKTr4BHocrb $epueHroB B cbrBoporKe

lp enap ar aMV flBnnacb Ao cronepnoi,r (P3>0, 0 5 ).

2.il 3arc,rroqeHr,re:

Tar<uvr o6pasorvr, noryr{eHHbre AaHHbre noKa3blBaror, rrro I43yrraerltrrfi [penapar
FIATOJIAFL) - pacrBop Anr r4HbeKrlknft, (c.030520, c.r.05 .2023), npov3BoAcrea OOO

IlpMa <@epveHr>, Poccz-s B cpaBHeHurvr e rpelaparoM aHaJIoroM (fenrpoHr@> -
Bop Antr nureruzfi, (c.021 1 18, c.r. 1212021 N vr Aara perl4crp. DV/M

800/05/16 l8/08/17), uporz:BoAcrBa CII OOO <Novopharma Plus>, VsSerzcraH

Ha aKTr{BHocrb SepmeHroB B Kponu (M + m)

AiIIT
B CbrBOpo'rKe

rrl.ro,rys/.n

165 r 3.9

Pj > 0,05

I,llHrarcrHaq

184 + 6,2

KoHrpo,ruHan CCla

263 t 5.1

P1 < 0,05
(IIATOJIAb) - pacrrlop A,'rq r.rHrercuuft, rporr3BoAcrea OOO (Dnpma

166+5'7LVV _ J)I

Pz < 0,05

<<IenrpoHr@> - pacrnop AJrfl uHrercuufi, Ha, rpor.r3BoAcrBa CII OOO

__ 1N gryp_!3ln! I P_ILsL Y-r6_exucra n

190 + 5,2

185,5 + 4,3 297 + 7,4
Pr < 0,05

186 + 3,6 234 + 6,2
P2 < 0,05

t0



eKTOpHbrM AefiCTBr4eM Lr .rrBnqroTcq

E 3AKJIIOTIEHI,IE

ocTI4 rro tloKa3aTengM ocTpzl.rr ToKcI4rIHOCTr,

o (HATOJIAH) - pacrBop Arq r4Hbexgufi,

Clupua <@eprreHr>, Pocclrq B cpaBHeHnrr

pacrBop nnfl rantexuafi, (c.021 1 18, c.r.

105116 18/08/17), npouzBorcrBa CII OOO
OI Of IZqC CKI4 3 KBIIBAJICHTHbI]{.

TepaTypa

creeHuoft orIeHKr{ $apnrarconorrlrlecKoro

HHbre neKapcrBeHHbre cpe4crBa. Mocxna,

HHbrx cpeAcrB. Mocxaa, 2008. - C.21 -30.
eHnro o6uleroxcr4r{ecKoro gertctnur-

Pyxoeo4cree rro gKcrtepr,rMeHTanbHoMy

apMaKonorr4qecKkrx BerrlecrB. lloa o6lreft
npoSeccopa P. y. XAEPI4EBA. Ilz4.arrue

M.: - 2005. - M.: OAO ,<ZsnarenbcrBo

yrreHzro renaro3arrlzrHofi aKTrrBHocrr4

yKoBoAcTBe rro 3KQIIepr4MeHTanbHoMy

apMaKonorr4qecKrrx BerrlecrB. lloe o6ruefi

npoQeccopa P. y. XAEPVLEBA. Vlzsauue

M.: - 2005. - M.: OAO <<I4ztarerrbcrBo

o6pa6ornr pe3ynbra'roB Qapua-
yKoBoAcTBe rro 3Kcnepr4MeHTanbr.roMy

Qaprrarconorr4rrecKr4x Bexlecre lIoA o6rqefi

npo$eccopa P. y. XAEPI,IEBA. I,4Lz1.a:oue

M,: - 2005. - M: OAO t<LlztaretbcrBo

AoBaHr4.rr neKapcrBeHHbIX cpeAcrB., Kzee

11



llcnorurureJrr'r: Tatxu6aee A.E.

Ma4paxur\doBa O.M.

6.PEOEPAT

O6rercr rccJreAoBannfl', npenapara (HATOIIAFI) - pacrBop AJII uHrerqufi,
c.030520, c.r.05.2023), npoz:BoAcrBa OOO (Dzpna <@eplreur>>, Poccz-a.

Ile"rrr pa6orsr: npoBeAeHr4e rlccJre.qoBauuit no z3yqeHr4ro 6zororz.recrcofi
BaJreHrHocrr,r neKapcrBeHHoro nperapara <<FIATOJIAIb> pacrBop AnA

nrerquft, (c.030520, c.r.05.2023), rryc>u3BoAcrBa OOO @npvra <@epveHr>, Poccur n

eHr4u c lpenaparoM aHaJroroNr <fenrpour@> pacrBop nnfl unrerqzfr,
ooSoo/os/16 18/08/17),

B gKcnepraMeHTe na 6erux
c.021118, c.r. 1212021 N v )Ja.ra perr4crp. DV/M
porr3BoAcrea CII OOO <Novopharmer Plus>, Yg6ercucran

brcax u MopcKI4x cBr{HKax.

C erofi rleJrblo npoBeAeHbr r4ccJreAoBaHvrfl. no r43yrreHuro ocrpofi roxcrzrrHocrr/I

ecrHo-pa3Apaxarouee 4efi crnue.

Pesylrrarbl I4ccJleAoeauufi oQoplrneHbl B BI4Ae HayrrHoro orrlera o HayrIHo-

ccJreAoBarelrcrofi pa6ore corrracHo rpe6oraHr4f,M fOCT a O'zDSt 276:2013

exarqa.s na6oparopHar npaKTr4Ka,>>, Taurxe sr 20 13 .

I2


