
KbIPIbI3 PECTIYFJI}IKACbIHbIII
CAJIAMATTbIK CAKTOO

MI{HIICTPJI}ITIIHHH
AJIAbIHAATbI AAPhr KAPA)r(ATTAPbI
)I(AHA MEAI4UIIHAJIbIK EYIOMAAP

,IIEIIAPTAMEHTII

7 20044, Ksrprrrs Pecrry6nuracn
Euurrer ut., 3 - r'urrus. reuecy, 25

Ter: (0312) 2l-92-86, ren. r[axc: (0312) 21-05-08,
E-mail: dlsmi@pharm.kg

.IIEIIAPTAMEHT
JIEKAPCTBEHHbIX CPE,4CTB
pr MEArrurrH c Kr{x nSAF- Jrvrtrr

IIPI4 MI,IHI{CTEPCTBE
3NPABOOXPAHEHI{fl

KbIPIhI3CKOft PECIIYEJI}IK}I

7 20044, Knprrrscrar Pecrry6nura
n Euurrer, yt. 3-truuun, 25

Ten: (0312) 21-92-86, rtn. Qaxc: (0312) 2l-05-08,
E-mail: dlsmi@pharm.kg

H. f( /O"//, N"-/./--rM' /
ffi n"+opMalruoHHoe rl{cbMo

Ha Ns

t-

AJrfl CnequaJrl{croB 3ApaBooxpaHeHr{fl !

llonas uHQopMarlufl rr3 pa3AeJral 6esonacHocrn ucuoJrb3oBaHlrfl JreKapcTBeHHOrO

upenapara

0t.06.202L

Tpacrysyua6 eMransnH - prrcK 3KCTpaBa3arIuu u snrIAepMaJIbHOrO HeKpO3a

Kouurer 11o orIeHKe pLrcKoB EopoueficKoro MeAI{III4HcKoro areHTcrBa (PRAC EMA),

14 AepxareJrb perucrpaqlroHHoro yAocroBepeHl{t op[rl'IHaJrbHofo JIeKapcrBeHHOfO

rperapara (F. Hoffmann-La Roche Ltd, lllsefiqapl4t) BbI'BLIJI o pplcKe sKcrpaBa3aIJJl'I Lr

3rrLIAepMaJIbHoIo HeKpo3a flpu BBoAoHIaI4 JIeKapcTBeHHoro rrpelapaTa Tpacrysyr"ra6

SMTAH3IIH.

<Cuoco6 nptaMenenrlg u Ao3bI)

Haualruyro Ao3y QJreAyeT BBOAr{Tb [yTeM BHyTpI4BeHUofi uu$ysuvr B TerIeHI4e 90 Nauuyr'

flaquen16r IIOAneXaT Ha6JIrcAeH"ro uO BpeMt I4lqysnvl II, KaK MI4HI'IMyM' IIoCJIeAyIOque 90

Mrrgyr Ha rrpeAMor rrofiBJreHr4fl Jrr/rxopaAKu, o3uo6a I4JILI lIHbIx I{HOy3uoHHbIx peaKuufi' Bo

BpeMf, BBeAeHI4fl flpelapaTa cJIeAyeT TIIIaTeJIbHO KOHTpOnUpoBaTb MecTo BBeAeHI{t Ha

rrpeAMer Bo3Mo)KHoio o6puaoBa'rrfr noAKoxlloro I{HSI4JIbrpara. B uocrperl4crpalr1ogHoM

nap"oaa Ha6ffoAaJrvrab c[ryqav oTcpotIeHHOfO IIOBpe)KAeHlIf, I4JI[ HeKpo3a gfII4AepMI4Ca

II o cJIe gKcTp aBa3aIII4I4 JIeKap oTBeHHOTO [peuap aTa'

JIe.IeH[e TpacTy3yMa6ou SMTaH3IIHoM Y TIAIII{9HTOB, IOJIHOCTbIO IPEKPATI4BIIII4X IIPUEM

TpacTy3yMufiu u"rr"AcTBI4e pa3BPrTrufl.IlHOy3I{oHHbIx peaKquit, He fl3yqarlocb; IeqeHI'Ie TaKI4x

rrarlr4eHToB TpacTy3yMa6ovr sMTaH3I4HoM He peKoMeHAyeTct' llaqilenros cJIeAyeT

TrrIaTeJrbHo ,ru-6n*a*b Ha HaJrr4rrue uHQy3LIOHHbIX peaKIII4fi, OCO6eHHO IIpI4 IIpOBeA9HUVI

rrepBofi I4HQY3I4u.



Coo6rqatocr o pasBvrrzrvr uu$ysuounlx pearurafi (nclegcreze BblcBo6oxAenra-s

qurornnon), xapaKTepr,r3yroqtrxcfl oAHr4M vIIvI 6olee LI3 cJleAyroqux cI4MrIToMoB:

11oKpacHequg, osuo6, JrlrxopaAKa, oAbIIIIKa, rultoreH3l{g, cBtlcrtlrlee AbIxaHI4e, 6porrxocnasivt

, ,u"nup4nx. B ocHoBHoM, AaHHbre oLIMTIToMII He rIpof,BJUIJIlIcb B rgxelofi $oprrae. Y
6olHuuucrBa rraIIueHToB yKa3aHHbIe crrMtrroMbl pa3pelllllJll4cb B TetleHfie or HecKoJIbKI[x

qacoB Ao oAHoro AHr [ocJre rrpeKpaqeuur ranQysIau. V [aqueHToB c rs]I(eJIbIMr'r Qopuauz
uuQysuougbrx peaKqnfi re.reuue neo6xoAr,rMo [pepBarb Ao rex [op, rloKa [pI43HaKI4 LI

cr{MrrroMbr He pa3pelllarbct. PerueHue o sogo6uosreHlll,I JreqeHl{s ocHoBblBaerct Ha

Krr,rn14.recKofi orIeHKe cre[gHr,r rffKecrl4 peaKIII4rI. JIeqeHI,Ie AoJrxHo 6rtrr orMeHeHo

HaBcerAa B cJryrrae pa3B[Trd.rr yrpo)KarcIqrrx ]I<I43HI4 un$ysr'roHurrx peaxquft.

Pearrluu B Mecre BBeAeHI,It JleKapcrBeuuofo flpelapara
3r<crpaeasauax neKapcrBenHofo fipelapara rpacrysyrrla6a gMTaH3I'IHa Bo BpeMt

BnyrprrBeHgoro BBeAeHI4r Molrer Bbr3Barr 6olr B Mecre znQyst'tu, TtlICeJIbIe rIoBpexAeHI'Ig

TKaHr4 (eprarervry, [orBJreHr4e solgrrpefi) r.I nerpo3 grlldAepMIaca. B cJryqae sKcrpaBa3allull

seo6xo,ulrryro HeMeAJreHHo npeKparurb un$ysuro. flaquenra cJleAyer peryr.spHo ua6nroAarr,

rrocKoJrbr(y HeKpo3 Mox{er Bo3HI4KHyrb B TeqeHue HecKoJrbxux Auefi I4JII4 IreAeJIb flocJle

uuQysrau.

<<HeNerarelrnue pearrlurE>>

3rcrpanasaqur
B KrlrgtarrecKItx uccJreAoBaHufix rpacrysyrraa6a gMTaH3vHa na6moAanrcr peaKrII'M'

BbrgBaggbre gKcrpaBagarlrnefi. ,{aunrre peaKrllrl4 nan6oree qacro rIpotBJItJII4cb B TeqeHue 24

rracoB flocJre uu$ysrau u, KaK [paBlrJro, 6rtrur JIorK]IMII I{JIIa WepeHHbrMI4 I4 BKJIIOqaJIU

gplrTeMy, 6oresneHHocTb, pa3ApalKeHue KoXu' 6onr Lrru oTeK B MecTe uuSysuu' B

VI B KOJIb H

HaoTofiIIIge BpeMt
HCI43BECTHO.

cnequSuuecKoe JrerreHI4e 9KCTpaBa3auI{I4 rpacrysyua6a 9MTAH3I,IHA

Vmo ueo6xoduuo 3Hamb do uaqana npueMa [mopzoeoe uauueuoeauueJ

Eclu Bo BpeMs BBeAeHrr.rr rreKapcrBeHHofo rlpellapara rpacTy3yM 3MTaH3I4H BbI 3aMerI'IJII4

rax1re-rur6o aapuaarnble HelKeJlareJrbHbre peaKIrIaI4, cileAyer HeMeAneHso coo6uuu o6 grou

Bparry rrJlu MeAl4lluncrofi cecrpe.

Pearqrar,r, cBfl3aHHbre c BBeAeHrreM JreKapcTBeHHOfO llpelapaTa LIJII aJIJIepfl4tIoCKkIe peaKIII',M:

Tpacrysyrraa6 euranguu Bo BpeMfi r,rH$ysuu v$rvI B TerIeHI{e uepBoro ,uHs rlocre unQysuu

MOXeT BbI3BaTb fIOKpacHeHI,Ie, ApOXb' JII4XOpaAKy' 3aTpyAHeHHOe AbIXaHUe' H[3KOe

aprepr4aJrbHoe AaBJreupre, yqarqeuHoe cepAIIe6I4eH?Ie, oreK nrvrrJa,.f,3blKa urna upobneMbl c

anotunra*. Bpav rrJrr{ MeAcecrpa rrpoBepvrr, ecrb JII4 y Bac rarue'lz6o LI3 [epeq]IcJIeHHbIx

HexeJrareJlbHbrx pearqrzfi. Ecnu y Bac Bo3HtrKHer He)KeJIareJIbHaJI peaKIIVIfr, CfrAr\vlaJwlcr

cHtr3I,IT cKopocTb uw$yzuu rrpeflapaTa I'IJII4 [peKpaTuT ero BBeAeHue, MoXeT Ha3HarIIITb

JrerreHpre, qio6rr cHlr3r{TB pr4cK prrBlrrr{fl He)KeJIareJIbHbIx pearqrafi. BseAeH[e llpeflapara

MO)KHO IpOAOJTXI{Tb [O CJre yJryqilI eHu s oITMTITOMOB'

PeaK[uz s N,Iecre ggeAeuus



Ecnn y Bac rryBcTBO )r()I(eHUJ{, 6olr unz 6onesueHHocTb B MeCTe nnQysult' 9To MoxeT

yKasblBaTb Ha To, tITo lpacTySylna6 gMTaH3LIH IIOIaJI BO BHecOcy411CTOO [pOCTpaHCTBO'

Heo6xo.uuMo HeMeAJreHHo coo6lqurb 06 eroM Bpany IaJII'I MeAcecrpe. Ecrpr rpacrFWa6

OMTaH3LIH 1OIIaJI 3a IIpeAeJIBI KpoBeHOcHOrO CoCyAa, B TeqeHI,Ie H9CKOJITT'1X 4refi UrUl

HeAeJrb y Bac Moryf ycLIIIr4T'bCfl.6Onr, II3MeHI4TbCfl IIB9T KO)KHbIX UOKpOBOB' IIO'BI4TbC'

BOJTAbIpI'I, UreJryIlreHrle (nexpos KoxI4).

3auectuteJrb ArrPeKToPa M. Maru6eraJr[reBa
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