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' O HosHX AaHHbrx neKapcrBeHHbrx I

npenapaToB rr4ApoKcHSTr4nKpaxMana

(DegepanrHaf, cnyx6a no HaA3opy n c$epe 3ApaBooxpaHeHr4.rr B paMKax r,rcrroJrHeHr{.rr

rocyAapcrBeHHofi QyHrqIan rlo MoHr{ropr4Hry 6e:onacsocrn neKapcrBeHHhrx npenaparoB,
HaxoAtll{krx:fl. B o6paqeunu Ha reppr{ropr{r4 Poccuficxofi @e4epaquu, coo6qaer
cJreAyroqee.

14.06.2013 Konaurer no oIIeHKe pLIcKoB, cBr3aHHbrx c 6esonacHocrbro
JIeKapcrBeHHbIX cpeAcrB, EnponeficKoro AreHrcrea IIo JreKapcrBeHHbrM cpeAcrBaM
(PRAC EMA) 3atseplul4n aHaJrLr3 AaHHrIX KJILIHIdrIecKr4x r4ccJreAoBaHr4fi [pr4MeHeHlrt
I4Hoy3I4OHHbIX npenaparoB rHApoKcr{orlrnKpaxM€LJra y [arIr4eHToB B KpHTr4rrecKoM
cocrotHl,IVt'2'3 .

PaccuorpeHl4e PRAC Bolpoca o 6esonacHocrlr rr4ApoKcr{3TuJrKpaxMana 6ulo
BbI3BaHO pe3ynbTaTaMl4 npOBeAeHHOfO @e4epanbHbrM r4HCTr4TyTOM rro neKapcTBeHHbrM
cpeAcrBaM u MeALIIII4HcKI4M Ia3AeJILIflM OPf (BfArM) cpaBHLITeJIbHofo aHaJru3a
6egonacsocrl4 rI4ApoKcI{3Tr{nKpaxM€LJra H Kpr4cr€urJror,rAoB, npone4enHoM B Mapre 2013

4
fo.rla .

llo sarrloileHulo PRAC, B cpaBHenuu c Kpr{craJrnor4AaMr,r, rpr4MeHeHne pacrBopoB
fI4ApOKCHsTI4nKpaXMaJIa COrrpf,X(eHO C 6Onee BbrCOKr4M pr4cKoM pa3BrTr4fl [OBpe)KAeHHt

-IIOr{eK, Tpeoyrcqero AUaJILI3A, A Tapr(e c pr4cKoM yBenur{eHl4f, JreT€LrrbHocTr4.

B cBfl3vr c 3THM, Koruurer [pr4Hf,Jr perxeHr4e peKoMeHAoBarb Eepoueficrcofi
Kounccuu rplaocraHoBl4rb Ha reppuropvu EnponeficKoro Cotosa o6paqeuue AaHHbrx
neKapcrBeHHbrx cpeAcTB".

PaHee, 11.06.2013 Yupaueuue ro KoHrponrc 3a npoAyKTaMr4 rrtrraHnfl, v
neKapcTBeHHbIMI4 cpeAcTBaMIa CIXA no pe3ynbTaTaM a]Heuru3a HoBbrx AaHHbrx rro
6egonacHocrl,I rl{ApoKcl43Tr4nKpaxMaJra, [pr4rxno K BbrBoAaM o pncKe uosHueHHofi
Jler€ulbHocrll kr noBpe)KAelnuft roqeK, rpe6yroulvtx rpaHcrrJraHTaur.rn, y B3pocnbrx
TIaIIUeHTOB B KpHTI'IqeCKOM COCTO.SHI4I{, BKJIIOT{a' oOnbHbIX C CeIICI4COM U narU4eHTOB,
HaxoA{rrlvrxc fl, B orAeneH vrflx peaHn uaquu. o

t http://www.neim.oreldoi/fu I l/10. 1056/N EJMoa 1204242
2 http://www.neim.orsldoi/ful l/10. 1056/N EJMoa0707l-6
" http://www.neim.oreldoi/full/10. 1056/N EJMoa1209759
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B ceqsu c 3Tr{M, FDA orpaHr{rruno c$epy r4crroJrb3oBaHns, AaHHbrx neKapcrBeHHbrx

cpeAcrB. B qacrHocrr4, peKoMeHAoBaHo He r4cnoJlb3oBarb rrpelaparbr
|I,I.qPOKCI43THNKPAXM€UIA Y B3POCJIbIX IIAIIHEHTOB, HAXOAf,IIIU)(Afl. B KPUTI4TIECKOM

cocroflHr,rH, BKJrroqa.s 6omnblx B peaHI{MarIuLr kr naqueHToB c cercucoM, He }IcrloJlb3oBarb

AaHHbre pacrBopbr y [arlrreHToB c ra6orenaH]rrMrr rroqeK B aHaMHe3e; rrpeKparurb
r4cnoJrb3oBaHne npenaparoB npr4 rrepBbrx clrMrrroMax napyruenzil SyHrqnu noqeK;
KoHTponr4poBarb QyHxqnro [orreK KaK Mr4Hl4vrynr 90 Aneft rrocJle [pLIMeHeHI4f, pacrBopoB

fI4ApOKCr43Tr{nKpaXM€Lira y BCeX IIarIr4eHToB, yr{I4TbIBat pI4CKI4 nOpaXeHI{t IIOqeK B
oTAilTeHHOM rIepI{OAe.

O4uonpeueHHo c grr,rM, FDA paccMorpeno Mera-aH€uII{3 LIccneAoBauuit,

npoBoAtlBrur4xcr y [arIr4eHToB, KoTophrM BbInoJIHf,JIHCb OnepaqHl4 Ha OTKpbITOM CepAIIe B

ycnoBlrtrx HcKyccrBeHHoro xponoo6parlleHl{t. Vupanleuue npl4luno K BbIBoAy o

ueo6xoAraMocrr,r BKrrorrurb B HHcrpyKIIHIo trpertaparoB ruApoKcI43rHJIKpaxMaJIa

AorronHr{TeJrbnoe npeAynpe)KAeHr,re o pl{cKe KpoBorer{eluuit rIpH I{x ucrloJlb3oBaHvrvr.

B aBfl3Lr c orr,rM, FDA peKoMeHAoB€rro BKJIIo.IHTr B qycTpy{gra np€naparoB

fr,rApoKcI4STr{JIKpaXM€LJIa HOBOe rrpOTr,rBOIIOK€BaHI,Ie, 3aIIpeIIIarcIIIee ux I4cnoJIb3oBaHI4e y

rrarlr{eHToB, KoTopbrM noKa3aHa xupypfllqecKafl. onepalll4f Ha oTKpbIToM cepAIIe,

cBq3aHHas c [poBeAeHLreM r{cKyccrBeHHofo rponoo6palr{eHll.a. Tarxe VnpaueHueu
6uno peKoMeH.qoBaHo rrpeKparqarb r4crroJlb3oBaHl4e pacrBopoB npl4 [epBbIX rIpI43HaKax

Hapy[reHIafr cneprrt Baulafl. KpoBI{.

B coorsercrBnra c rrplrKa3oM MraHsApaBcolrpa3Burvrfl. PoccllIE or 26.08.2010 Ns757H

<06 yrnepxAeHrlll nopsAKa ocyulecrBrreHufl. MoHI,IToptIHra 6esouacHocr?I neKapcrBeHHbIX

npenapaToB 1rrfl MeAr{qrrHcKoro npHMeHeHH.fl, perl{cTpaIIHLI no6o'rHrrx $eircrnuit,
cepbe3Hbrx HexeJrareJrbHbrx pearqufi, HenpeABI4AeHHbIX HexeJIareJIbHbIX peanqufi npu

nplrMeHeHnr{ JreKapcTBeHHbrx npenapaToB I.nfl MeAI,IIIHHCKO|O IIpHMeHeHI{t>

(saperucrpr4poBaH MHHrocrou Poccr.u.t 31.08.2010 N 18324) La:aHafl. raH$oprr,rarryrfl., a

TaKxe pe3ynbrarbr MoHr,rropnHra 6esonacHocrl4 neKapcrBeHHbIX npenaparoB

rgApoKcr4srunKpaxMana B Poccuficxofi @e4epaqun, HanpaBJIeHbI B MuHucrepcrBo

3ApaBooxpa1e1ufl Poccuficrofi @e4epaqzu Arrfl pelueHl4t Borlpoca o roptAKe

AalrHefiruero o6paq e1vrfi yKa3aHHbIX JIeKapcTBeHHbIX cpeAcTB.

O4uoepeueHHo c 3Tr{M, Poc:4paeHaA3op AoBoAI4T Ao cBeAeHI4q ctrelll4€tflvcroB

3ApaBooxpaHeHuq rrr4cbMo poccuficxoro [peAcraBI4TeJIbcrBa OOO <<EepluH-Xevua/A.

Menapunn> ro Bonpocy 6esonacnocrl4 neKapcrBeHHbIX [penaparoB

f r4Apo Kcr43TI4JIKp aXMalI a.

Taxxe Poc:4paeHaA3op o6paulaer BHHMaHue, rITo B coorBercrBlll4 co crarbei4 64
(De4epanrHoro 3aKoHa or 12.04.2010 J\b61-O3 (06 o6paqeHnn neKapcrBeHHbIX

cpeAcrB) cy6rerru o6parqeHrax neKapcrBeHHbIX cpeAcrB o6ssaHrt coo6xlarb B

Oe4epanruyo cnyx6y ro HaA3opy B cQepe 3ApaBooxpaHeHnq o cepbe3Hblx

HexeJraTeJrbHbrx peaKrlr{rx vr HenpeABI,lAeHHbIX He)KeJIaTeJIbHbIX peaKIII4tX npLI

IIpI'IMeHeH[r4 neKapcTBeHHbIX npelapaToB, BKJIIOqaq O[I4CaHHbIe BbIIrre HeXeJIaTeJIbHbIe

peaKrlr4pr Ha neKapcTBeHHbre cpeAcTBa, coAepxalql{e fHApoKcH3TIIJIKpaXMan.

lIpunoNeHI,Ie: Ha 3 n. e I oxs.

Bpno pyKoBoAl,lreJlfl

C.B. fraro.nes 499 578 0l 31
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M ooo Eepnun'xeun/A. MenapnHn

CnequanncraM 3ApaBooxpaHeHlrs

02 Hrorq 2013 r.

LIn QyuI o H H ble p acTBopbl c rIIApoKc II STIIJI Kp axM aJIoM

(r3K)
Baxnafl lrHQopMallrrfl o 6eronacHocrlr

pacrBopoB nJra3Mo3aMenutelefi ,

ucnuraHuft, a raKxe OAHOIO oor'Iee paHHefo

ro neKapcrBeHHbIM cpeAcrBaM (EMA) rpoBeno

200ll83lEC) coorHoruesus <no,tr:a/pncrc> rpLI

KoN{naHHq <Eepluu-Xeuu Af ) xoreJla 6u coo6rqurr Bar'a cneAyrouyrc BaxHyto

r.rH$opnaauurc o 6esonacHocru :

Pe:yllfafSl HeCKOJIbKI,IX KJII'IHI'I.{eCKIrX ncnrtranufi IIOKa3iUln 3HaqhTeJIbHOe IIOBL'IIIeHHe

cMepTHocru B rer{eHHe rrepBbrx 90 Auefil y ilauHeHToB c cerlc'coM I^JIH noBbIIrIeHHe

seo$xoAnuocTl,I npoBeneHnt 3aMecTuTeJllHofi noqe'{Hofi '"pun'ut'2'' np' KpHTI'IqggKI'IX

CoCTorHHflx, BKJII0q€UI [aqHeHTOB c ceIICuCOM, IIOCJIe npnMeHeHlrg f3K B CpaBHeHI4I4 c

pacTBOpaMI't KpI4CTilnnouAoB.

Ha ocHoBaHHI't pe3ynbraroB,[aHHblx

uccneAoBaullr" Enpoueftcxoe afeHcrBo

H3yqeHI4e (Crarsx 3l ,flnPexrnnu
rrpHMeHeHHH f3K.

flocle 3roro Kovrurer $apr'aaxoHa43opa no oIIgHKe pI'IcKa (PRAC) EMA peKoMeHAOBaJI

(oro3Barb perHcTpau[oHHble yAocToBepeHvIA Anfl AaHHbIX neKapcTBgHHbIX npelapaToB) '

Aaunaq peKoMeHAaUHt fBnseTcff IIpeABapuTe,llHOft 14, raKI{M O6palOU' He flBJlfleTcf,

ooq3arenbHoH.

Kacarelrso: BaxHas nHQoprvrauuq o 6erouacHocrll

coAepxaunx rnApoKcIr3TIrJrKpaxMaJr (f3K)

Y saxae N{ rre pa6orH u xl'I c HcreM bI 3ApaBo oxp auenvs'

MTIAHH

TIOCTM CTHH

P V

HCH

Ao orosqaHufl upoueAypbl
Mepbl rlpeAocropoxHocTH B

coAepxaunx f3K

BAHVH JIbTA coocrBeH ncII uit v
HLIfl. CO|JI c .traH KOMC evl

b IAH M
ftuer e MectueB.

KoMnaHnq <Fep.nnn-Xeuu Af>> peKoMenAyer cJreAyloune

oTHorrreHr4H HCtIOJIb3OBaHI{s pacTBopoB nna3MOlauennrele fi ,

TITO

o O6utue
o hu$y:nrc pacrBopoB f3K !.nfl ,reqeHHs IrpH fl{rIoBotIeMI{H HeooxoAHMo

npeKpargTb, KaK roJtbKo AocrnrHyro cocrosHne HopMoBoJIeMHIt.,{alruefiuee

IIpHMeHeHl/IepacTBopapa3peueHoToIlbKorIpHIloBTopHoMIIof,BJIeHI,IH
rI.{NOBOJICMHH.

OOO "Sepnr'rr'Xemn/A. Mexaprxr" - ,.^- - 4A
b;;Ar;il;i upp"", PoccrR, 123317, r' Mocxaa, flpecxexcran xa6epexxan' 4 10 
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o PeroueuAoBaH rularelnsufi KoHTponb KoHUeHTpaIIHLI 3neKTponI{ToB B rIJra3Me,

coAep)r(aHur )KHAKocrH B opraHr,r3Me v $ynxuura noqeK. He HcKJIIoqeHa

seo6xoAuuocrb KoppeKTI'IpoBKI4 Ao3bI.

flpu xpuruqecKux cocroqHutx:
o Pacrsop f3K AonxeH npHMeHrTbcf, roJIbKo B cJlyqae, ecnu npI4MeHeHI'It roJIbKo

pacTBopoB Kpr,rcTannoI,IAOB Anfl JreqeHI,It II,IUOBOJIeMI4I,I HeAOCTaTOqHO. flOCle

nepBoHaqiurtuofi uopvarv3a!;ra o6reua rIJIa3MbI noso6HonreHue rIpLIMeHeHHt

f3K paspeureHo roJrbKo rrpu rroBTopHoM [oqBJIeHHI{ fuIIoBoJIeMuYt. Jle'aauruir

Bpaq AonxeH rrpaHuMarb peneHr4e 06 ucnonb3oBasuu f?K, ToJIbKo rularenbHo

B3BecrrB coorHo1rleHue <nolr,talprlcK) npu TIpHMeHeHHH AaHHofo flpoAyKTa.

o f3K MoxHo npr4MeHflTb roJrbKo, ecJIH fHrIoBoJreMI4t 6u,ra npeABapI'IreJIbHo

noATBepXAeHa y [aqLIeHTa IIoJIoxIlTeJIsuofi npo6oft sa Harpy3Ky xuAKocrbto

(nanpr.ruep, raccr.rBHbrfi noAreu Hor H Apyrlle BIIAbI Harpy3KI'I xltAxocrlrc)'

flocle 3rof o Ha3Haqalor HaI'IMeHbIrIyIo Bo3MoxHylo Ao3y'

I4nSyruoHHbte pacrBoprr f3K rplrMenflTb He crreAyer:

o y [aqlIeHToBCCencucoM

o y naqueHToB B troqeqsofi seAocraror{Hocrlto (upu HaJII'Iquu onl'IrypHlr'

a1ypvr;|- HnH Kpearvtlvla B rrra3Me >2rv.rlxt (177 uxrraontlt) wnw y

naur4eHToB. HaxoAq uluxcq Ha 3aMecrHTeJlrHofi no'{e'{Ho fi Tepafl H I'l )

o y nauHeHTOB C TffXeJIbIM Hapyllleuuert'r Qynxquu [IeqeHl',I'

B nonolHeHlre K Aannofi uH{opnraUHH MbI peKoMeHAyeM BpaqaM IIpIr tIpnMeHeHHH

r.rHQytuoHusrx pacTBopoB f3K yqHTbIBarb qeftcrnyroulue rrpoTlrBorloKa3aHHs'

npeAyllpexAeHnfl It Mepbl rlpeAocTopoxHocTll' yKa3aHHbIe n O6ufefi xapanrepgcTnKe

rpoAyKTa.

Aono,'Iuure,'IbHaq unQoPuaunr

Cneayrouar aKTyanbHiur lrHsopruauut 6ylet [pe.qocTaBneHa KoMllauuefi <EepluH-Xeltu

Af> noc,le oKoHr{aHr,rq flpoueAypbl. llpu Bo3HHKHoBeHHI,I BorlpocoB HJII{ neo6xonsuocur

A0noJrHuTeltsofi uusoprraauuu, o6paulafirecr s: ooo <Eeplr'rH-XeuulA' MeHapunn> no

renesoHy (495) 785-01-00, Qaxc (495) 785-01-01, email- info@berlin-chemie.ru.

Coo6uleuufl o Bo3MoxHsrx no6oqHblx peaKll[qx

Mor npogrM [oAaBarb coo6uleHnr o Bo3MoxHbtx no6o'IHrx peaKlrutx e OOO <EeplnH-

Xeuu/A. Meuapuul't)) HJIH n Pocr4panHaA3op.

C ynaxeuuelt,

leuepalrurtfi 4upexroP
OOO <Eep.nus-Xeuu/A. MeuaPuHu>

MeAuuIascxaI auperroP

fpr.rropren IO.B.

AxceHoea O.f.
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