
OEIIJ,AH XAPAKTEPHCTHKA JIEKAPCTBEHHOro IIPEIIAPATA 

1. HAHMEHOBAHHE JIEKAPCTBEHHOro IIPEIIAPATA 

;o:ocTHHeKc, 0,5 Mr, Ta6JreTKH 

2. KA qECTBEHHhIH fl KOJIIfqECTBEHHhIH COCTAB 

;QeiicTByIOw;ee Bew;ecTBo: Ka6epro1mH. 

O,l(Ha Ta6JieTI<a C0,lleplKHT 0,5 Mr Ka6eprorrHHa. 

BcrroMOraTeJil,HI,Ie Bew;eCTBa, HaJIH'Ille KOTOpbIX Ha,!10 )"!HTbIBaTb B COCTaBe rrer<apcTBeHHoro 

rrperraparn: JiaKT03a 6e3BO,l\HM. 

TioJIHI,IH rrepe'IeHb BCITOMOraTeJII,HI,IX Bew;ecTB rrpHBe,l(eH B pa3,lleJie 6.1. 

3. JIEKAPCTBEHHAH <l>OPMA 

Ta6rrenm. 

Berr1,re IlJIOCKHe rrpO,!IOJiroBaTbie rn6rreTKH C rpaBHpOBKOH «PU» H JIHHHeH pa3JIOMa C 0,!IHOH 

CTOpOHI,I H rpaBHpOBKOH «700» c He60JibIITOH HaCe'IKOH Ha,!\ H ITO,!\ paCITOJIOlI<eHHI,IM ITO 

I(eHTPY «0» c ,llpyroii CTOpOHbI. 

Ta6rren<y MOlKHO pa3,lleJIHTI, Ha paBHbie ,l\03I,I. 

4. KJIMHHlJ:ECKME ;QAHHhIE 

4.1. IloKa3aHHH K rrpHMeHeHIUO 

I1Hrn6upoBaHue/rrouaBrrem1e dm3uorrornqecr<0H JiaKT@HH 

TiperrapaT ;o:ocTHHeKc rrOKa3filI ,!\JUI rrpe,lloTBpaw;emur qJH3HOJiornqecKoH JiarCTaI(HH cpa3y rrocrre 

pO,!IOB ll ,!\JUI ITO,llaBJieHIDI HMeIOw;eHCl! JifilmUJ,HH B CJie,l\YIQW:UX CJI)"!aJIX: 

1) ITOCJie pO,!IOB, KOr,lla MaTb rrpHHHMaeT perrreHHe OTKa3aThCl! OT rpy,!IHOro BCKapMJIHBaHIDI 

pe6eHKa, HJIH B CJI)"!MX, KOr,l\a rpy,!IHOe BCKapMJIHBaHHe rrpOTllBOI10Ka3aHO MaTepH HJIH 

pe6em<y no Me,l\HI(HHCKHM IIOKa3aHHl!M; 

2) IIOCJie pOlI<,l\eHHl! MepTBOro ITJIO,l(a HJIH HCI<YCCTBeHHOro rrpepb!BaHIDI 6epeMeHHOCTH. 
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IIperrapaT J(ocnrneKc rrpe,n;oTBpilll\aeT cp.113.11orrorwi:ecKyIO rraKTaI(HIO rryTeM rro,n;rulJiemrn 

ceKpeu;.11.11 rrpomrn:nrna. 

Km!HH'IeCK.lle .IICCJie,!l;OBaHHll Il0Ka3aJIH, 'ITO 0,D;Ha ,!l;03a npenapaTa ,r(OCT.l!HeKc ] Mr B nepBLIH 

,n;eHL nocrre po,n;oB 3cpcpeKTHBHO no,n;aBJNeT ceKpeu;.11IO MOJIOKa .11 yMeHLIIIaeT Harpy6aH.11e 

MOJIO'IHLIX )KeJie3 .II 60JII, B MOJIO'IHLIX )KeJie3ax y 70-90 % lKeHIII.IIH. JIHIIII, y He6oJILIIIOH 

'!aCT.11 IIaI(.lleHTOK rra6JIIO,D;aJIOCI, Ha TpeTLeli He,n;erre nocrre po,n;oB B03BpaII1eH.11e C.IIMilTOMOB 

co CTOpOHLI MOJIO'IHLIX )KeJie3, HMeBIIIee, KaK rrpaBHJIO, crra6YIO .IIHTeHC.IIBHOCTL. 

IIpHMeprro y 85 % )KeHIIIHH, IlOJIY'J:.IIBIII.IIX B COBOKyrrHOCT.11 I Mr Ka6eprorr.11rra B 'IeTLipe 

np.11eMa B Te'Ierr.11e ,n;Byx ,l(Heli, rra6JIIO,l(anoc1, no,n;aBrrerr.11e ceKpeu:.11.11 MOJIOKa .11 ocrra6rrerr.11e 

.IIHTeHCllBHOCTll CllMilTOMOB, CBll3aHHLIX C rrarpy6arr.11eM MOJIO'IHLIX )KeJie3 .II 60JILIO IIOCJie 

rraKTorerre3a. 

Bo3Bpilll\errne C.IIMilTOMOB co CTOpOHLI MOJIO'IHLIX )KeJie3 nocrre IO ,n;rreli rra6JIIO,D;aeTCll 

pe,n;Ko. 

Jie<J:eHne HapyIIIeHHH, CBll3aHHLIX C rnneprrpOJiaKT.l!HeM.11eli 

IIpenapaT ,r(OCTHHeKC IlOKa3aH ,!l;Jill Jie'IeHllll Hapyrnerrnli, CBll3aHHLIX C 

r.11nepnporraKTllHeM.11eli, TaKHX KaK aMeHopel!, OJI.III'OMeHopel!, aHOBYJil!II.llll ll ranaKTopel!. 

IIpenapaT ,r(OCTHHeKC IIOKa3aH nau;neHTaM C nporraKTllHCeKpeTHPYIOIIl.l!Mll a,n;eHOMaM.11 

rnrrocpn3a (MllKpO- ll MaKponpOJiaKTllHOMLI); .11,!l;llOilaTH'IeCKOH r.11neprrporraKTl1HeM.11eli llJIH 

CllH,D;pOMOM «rrycToro» TYPeIIKOrO ce,n;rra B CO'IeTaHll.11 C rnnepnporraKT.l!HeM.11eli, 'ITO 

npe,I\CTaBJilleT OCHOBHL!e Bll,!l;LI naTOJIOrn.11, npHBO,!l;l!IIl.lle I( pa3Bl1Tll!O BLIIIIeyrroMllHYTLIX 

KJI.11Hnqec1mx npol!BJieHnli. 

IIpenapaT ,r(OCTHHeKC npn ,!l;JIHTeJILHOM e)l(eHe,n;eJILHOM np.11eMe B ,!l;03e 1-2 Mr o6ecne'IllBaJI 

HOpMaJIH3aII.IIIO CI,IBOpOTO'IHLIX KOHIIeHTPaIIHH nporraKT.l!Ha np!! rnrrepnporraKTl!HeMl!.11 

np!!MepHO B 84 % CJIY<J:aeB. Bo306HOBJieHl!e perym1pHLIX MeHCTpyau;Hli Ha6JIIO,D;aJIOCI, y 83 

% iKeHIIIHH c aMeHopeeli ,l(O rra<J:arra rre01emrn. Cornacrro pe3yJILTaTfuvr orrpe,n;errerrm1 ypoBHll 

nporecTepoHa BO BpeMl! JIIOTel!HOBOH cpa3LI MeHcTpyaJILHOro u:.111ma CTa6!!JILHal! OBYJillII.llll 

.l!MeJia MeCTO y 89 % IIOJIY<J:aBII!HX npenapaT )KeHIIIl!H, a faJiaJ<TOpell l!C'Ie3Jia y 90 % 

norry'IaBIII.IIX npenapaT nau;HeHTOK. Y 50-90 % )KeHIII.IIH H MY)l('Il!H c M!!Kpo- !!JI!! 

MaKponporraKTl!HOMOH Ha6JIIO,D;aJIOCb YMeHLIIIeHl!e MaCCbl orryxoJIH. 

4.2. Pe)l(!IM ,!1;03HpoBaHHll H crroco6 npHMCHCHHll 

Pe)K.IIM )l03.llpOBaHl!ll 

B CBll3H C TeM, 'ITO BO BpeMl! J(JI.IIHH'IeCK.IIX l!CCJie,D;OBaHIIH l!CilbITyeMLie np!!HIIMaJII! 

npenapaT ,r(OCT.l!HeKC B OCHOBHOM BO BpeMll e,n;1,1, a TaK)Ke B CBll31! C TeM, 'ITO rrepeHOCl!MOCTb 

npenapaTOB 3Toro KJiacca npH npHeMe c nHIIIeli o6L!'IHO YITY'J:lliaeTcll, np.11H.11MaTL nperrapaT 
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.D:ocTIIHeKc peKOMeH,11yeTCJ! BO BpeMJ! e,!II,I. 

Jf112u6upoea11ue/noi'Ja6Jle11ue rjJU3uoJ102u<tec1wu JlaJ,mai1uu 

llpei'Jonwpaiue11ue JlaKmauuu: rrperrapaT .D:ocnrneKc cne,11yeT m1:rna'IaTh B rrepBhm: ,11eHh 

IIOCJie pO,!IOB. PeKOMeHeyeMaJI ,!I03a rrperrapaTa COCTaBJIJ!eT 1 Mr 0,!IHOKpaTHO (2 Ta6neTKII ITO 

0,5 Mr) 0,!IHOKpaTHO. 

lloi'JaeJ1e11ue ycma11oeueweuc51 JlaKmauuu: .D:nJI rro,11aBnemrn naKTaI.(IIII peK0MeH,11yeMaJI ,1103a 

rrpenapaTa COCTaBJIJ!eT 0,25 Mr (1/2 Ta6JieTKII 0,5 Mr) ,!IBa pa3a B cyTKII qepe3 l(a)l(,!lh!e 12 

qacoB B Te'IeH1Ie ,11Byx ,11Heii (o6ITiaJI ,1103a paBHa 1 Mr). 

Jle<teHue 11apyiue11uii, C65l3a1111bzx c 2unepnpo!la1,mu11e,wueu 

PeKoMeHeyeMaJI Ha'IaJihHaJI ,!I03a COCTaBJIJ!eT 0,5 Mr B He,11emo B O,!IIIH nplieM (1 Ta6JieTKa 0,5 

Mr) IIJIII B ,11aa np1IeMa (no 1/2 rn6nenm 0,5 Mr, HanplIMep, B noHe,11eJihHIIK II qernepr). 

IlOBhIIIIeHIIe He,!leJibHOH ,!103bl ,11om1rno npOBO,!IIIThCJ! TIOCTeneHHO, npe,!ITIO'ITJ'!TeJ!bHO Ha 0,5 

Mr B He,11emo C MeCJ!'IHb!M IIHTepBaJIOM ,110 ,!IOCTIDKeHIIJ! OTITIIMaJibHOro TepaneBT1I'IeC1<0ro 

3CpcpeKTa. TepaneBTII'IeCKaJI ,!I03a o6hl'IHO COCTaBJIJ!eT 1 Mr B He,11emo, HO MOJKeT KOJie6aThCJ! 

OT 0,25 ,110 2 Mr B He,11emo. y IlaI.(IIeHTOK C rnnepnponaKTIIHeMIIeH nplIMeHJ!IOTCll ,!103h! ,110 4,5 

Mr B He,!leJIIO. 

B 3aBIICIIMOCTII OT nepeHOCIIMOCTII, He,!leJihHYIO ,!I03Y MOlKHO nplIHIIMaTh O,!IHOKpaTHO IIJIII 

pa3,11eJI1ITh Ha 2 II 6onee nplieMOB B He,!leJIIO. Pa3,11eJieH1Ie He,!leJihHOH ,!103h! Ha HeCKOJ!hKO 

nplieMOB peK0MeH,11yeTcl! nplI Ha3Ha'IeHIIII npenaparn B ,1103e 6onee 1 Mr B He,11en10, 

TIOCKOJ!hKY nepeHOCIIMOCTh TaKIIX ,1103 nplI nplieMe O,!IIIH pa3 B He,!leJIIO ou;eHIIBaJiaCh JIIIIIIh B 

He6on&IIIOM 'Il!CJie cnyqaeB. 

Bo BpeMl! no,116opa ,!I03hI nau;1IeHTOB Heo6xo,111IMO Ha6JI10,11aTh c u:enhIO onpe,11enemrn 

HalIMeHbIIIeH 3cpcpeKTIIBHOH ,!103hl. YpoBeHh nponaKTIIHa B ChIBOpOTKe KpOBII cne,11yeT 

onpe,11eJIJ!Th eJICeMeCJI'IHO, TIOCKOJ!hKY ero HOpMaJIII3aI.(IIJ! o6hl'IHO Ha6JI10,11aeTCll B Te'IeHIIe 2-

4 He,11enh nocne no,116opa 3cjJcpeKTIIBHOIT ,!I03hl. 

Ilocne OTMeHhI npenaparn JJ:ocTIIHeKc Ha6JIIO,!laeTCJ! pen1I,111IB 

rnnepnponaKTIIHeMIIII. 0,11HaICo B HeKOTOphIX CJiyqaJIX OTMeqaeTCll CTOHKOe yMeH&IIIeH1Ie 

ypOBHJ! npOJiaKTIIHa B Te'IeHIIe HeCKOJ!hKIIX MeCJI[\eB. y 60JihIIIIIHCTBa )KeHI[\IIH 

OBYJIJITOpHh!e [\IIl(Jlh] COXpaHl!IOTCJ! B Te'IeHl!e He MeHee 6 MeCJI[\eB TIOCJie OTMeHhl npenapaTa 

JJ:ocTIIHeKC. 

MaKCIIMaJihHaJI peKOMeH,11yeMaJI ,!I03a COCTaBJIJ!eT 3 Mr B cyTKI!. 

Oco6&re rpynnhI rrau11eHTOB 

llalJue11mb1 no:;1CW1020 603pacma 
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B cnrry rroKa3illlllH .11mr rrpnMeHemrn rrperraparn .[(ocnrneKc om,IT ero ncrrofil30BaHlll! y 

IIal.\lleHTOB IIO)Iamoro B03pacrn KpaHHe orpaHll'IeH. ,[(OCTJIIHhle )laHHbie He CBll,lle-TeJibCTB)'IOT 0 

KaKoM-ITll6o oco6oM pncKe. 

JieTll 

Ee3oIIaCHOCTI, ll 3cpcpeKTllBHOCTI, rrperraparn .[(ocnrneKC y rrmr MJia)IIIIe 16 JieT He 

ycTaHOBJieHhl. 

Crroco6 rrpnMeHeHnll 

.[(mr rrpneMa BHyTph. 

4.3. IIpOTllBOIIOICaJaHllH 

fnrrepqyBCTBllTeJihHOCTI, K Ka6epromrny HJIH K mo6oMy H3 BCIIOMOraTeIII,HI,JX BeIIIeCTB, 

rrepe'IHCJieHHhlX B pa3,lleJie 6.1, a TaK)Ke K mo6hIM aJIKaJIOll)laM CIIOpb!HhH. 

HarrH'Ille B aHaMHe3e Jiero'IHOro, rrepHKap,!IHaJihHOro HJIH peTporrepHTOHeaJibHOro 

cjm6p03a. 

IIpH )IJlllTeJII,HOM Jie'IeHHH: rrpH3HaKH Kap)IHaJihHOH BaJihBYJIOIIaTllll, Bhll!BJieHHhre /IO 

Jie'IeHml MeTO)IOM 3XOKap,!IHOrpacpnn ( CM. pa3)IeJI 4.4, IIO,llpa3)IeJI «<I>n6po3 H 

Kap)lHaJihHall BaJihBVJIOIIaTmI, ll IIOTeHUHafilHO CBl!3aHHbie KJillHH'IeCKHe l!BJiemrn»). 

4.4. Oco61,1e y1caJaH11!1 H Mephl rrpe)I0CT0p0lKH0CTH rrpH rrpHMeHeHHH 

O6mne VKa3aHHll 

IIperrapaT .[(ocnrneKC, KaK ll .11pyrne rrpOH3BO)IHI,Ie aJIKaJIOH)IOB CIIOph!IIhH, CJie)IyeT 

Ha3Ha'IaTI, C OCTOpOlKHOCTI,IO rrpH CJie)I)'IOII!HX COCTOl!Hlll!X n/nJill 3a60JieBaHllllX: Tl!)KeJib!e 

cep)Ie'IHO-cocy.11ncTble 3a6oJieBaHmI, CHH/IPOM PeiiHO, rreIITll'IeCKall ll3Ba, )KeJiy)IO'IHO­

](llI!Ie'IHI,Je KpOBOTe'IeHllll, HaJill'IHe B aHaMHe3e TlDKeJihlX IICHXH'IeCKHX 3a6orreBaHHH, 

oco6eHHO IICHX030B, H JMCTBeHHhIMH HapYIIIeHHl!MH B aHaMHe3e. 

IIairneHTaM C pe)IKHMH Hacrre,!ICTBeHHhIMH 3a6oJieBaHHl!MH, TaKHMH Kai( HerrepeHOCHMOCTI, 

rarraKT03U, rraKTa3Hall He)IOCTaTO'IHOCTI, HJIH MaJiba6cop6IIHll I'Jl!OK03hl H rarraI(T03hI, 

rrpHHHMaTh rrperrapaT ,[(OCTHHeKc He CJie.11yeT. 

Coo6IIIaJIOCI, 0 cepbe3Hh!X He)KeJiaTeJihHhlX l!BJieHHl!X, TaKHX KaK rHrrepTeH3Hll, HHcpapKT 

MHOKap)Ia, cy.11oporn, HHCYJihT HJIH IICHXH'IeCKHe paCCTpOHCTBa y )KeHIIIHH, rrorryqaBI!IHX 

Ka6eproJIHH rrocrre p0,!10B )IJill IIO)IaBrreHHJI JiaKTaJIHH. y HeKOTOpb!X rraIIHeHTOB pa3BHTHIO 

cy.11opor HJIH HHCYJihTa rrpe)II!leCTBOBarra CHJihHall roJIOBHall 60JII, n/HJIH rrpeXO)Il!IIIHe 

HapyureHHll 3peHHll. Bo BpeMl! rre'IeHHll He06XO)IHMO TIIIaTeJihHO KOHTpOITllpOBaTb 

apTepHaJihHOe )IaBrreHne. IIpn pa3BHTHH apTepHaJII,HOH rnrrepTeH3HH, rrpe.11rrorraraeMOH 6oJIH 
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B rpy,1\H, CHJibHOH, ITporpeccnpyroll(eH HJIH IT0CTOl!HHOH roJIOBHOH 60JIH ( C HapyrneHIDIMH 

3peHHll HJIH 6e3 HHX) HJIH ITpH3HaI<0B T0KCH'IeCK0ro B03,1(eHCTBHll Ha l(eHTpaJibHYJO HepBHyro 

CHCTeMy Jie'IeHHe Ka6eprOJIHHOM He06X0,1\HMO ITpeKpaTHTb H He3aMe,1(JIHTeJibH0 o6cJie,1(0BaTb 

ITa:[(HeHTa. 

Ile'IeHO'IHal! He)l0CTaT0'IH0CTb 

Ilal(l!eHTaM C TmKeJIOH ITe'IeHO'IHOH He,1\0CTaT0'IH0CTblO (KJiacc TmKeCTI! C ITO 

KJiaccmpl!Ka:[(l!l! lfaiiJI.1(-IlbIO ), K0T0pbIM IT0Ka3aHa ,1\JII!TeJibHal! TepaITI!ll ITpeITapaToM 

,I\OCTI!HeKc, CJie,1\yeT pacCM0TpeTb B03MOlKHOCTb ITpl!eMa ITpeITapaTa B 6oJiee Hl!3Kl!X ,1(03aX. 

Y ITal(l!eHTOB C Tl!JKeJIOH ITe'IeHO'IHOH He,1\0CTaTO'IH0CTblO (1macc Tl!ll(eCTI! C ITO lJ:ai\JI,1( -

Ilb!O) ITOCJie 0,1\H0KpaTHOro ITpl!eMa ITpeITapaTa B ,1\03e 1 Mr 3Ha'IeHI!e AUC 6bIJIO Bb!ille, 'IeM 

y 3,1\0pOBb!X ,1\06poBOJibl(eB I! JII!l( C MeHee Bbipim<eHHbIM HapyrneHI!eM qiyHKl(l!l! ITe'IeHI!. 

OPTOCTaTH'IeCKal! rl!ITOTeH3l!ll 

IlocJie ITpl!eMa Ka6eproJII!Ha MOlKeT pa3Bl!TbCll opTOCTaTI!'IeCKal! rl!ITOTeH3l!ll. Ha qJOHe 

Tepal!I!l! ITpeITapaTaMI!, 0Ka3b!BaIOJJ.(l!Ml! rl!ITOTeH3l!BH0e ,l(eHCTBI!e, Ka6eproJil!H CJie,1\yeT 

np!!MeHl!Tb C OCTOpOlKHOCTblO. 

<D!!6P03 I! KaPJll!aJibHal! BaJibBVJIO!JaTI!ll. I! ITOTeHUl!aJibH0 CBll3aHHb!e C Hl!MH KJil!Hl!'IeCKHe 

l!BJieHI!ll 

ITocJie ,1\JII!TeJibHOro ITpHMeHeHI!ll ITpOI!3B0,1\Hb!X aJIKaJIOl!,1\0B cnopb!Hbl!, l!BJil!IOJJ.(l!XCll 

aroHI!CTaMH cepoT0HI!Heprnqec1mx pel(eITTOpoB 5HT 28, Hal!pl!Mep Ka6eproJIHHa, 

Ha6JII0,1\aJil!Cb COCTOl!Hllll, npoTeKaIOJJ.(l!e C qJI!6po30M TKaHei\ I! BOCilaJieHl!eM cep03Hb!X 

o6oJIO'IeK, Tairne Kar< IIJieBpl!T, 3KCCy,1\aTl!BHblll ITJieBp!!T, ITJieBpOqJ1!6po3, Jiero'IHOll qJ1!6pm, 

nepmcap,l(I!T, 3KCCy,1\aTHBHbIB ITepI!Kap,1\I!T, qirr6p03 O,l(HOro HJIH HeCKOJibKl!X cep,1\e'IHb!X 

KJial!aH0B ( aopTaJibHOro, MHTpaJibHOro I! TpexcTBOp'IaToro) ll peTpoITepl!TOHeaJibHbIB 

qJ1!6po3. B HeKOTOpbIX CJiy'Ial!X llHTeHCl!BHOCTb Cl!MITTOMOB l!JII! ITPOllBJieHl!ll cep,1\e'IHOH 

BaJibBYJIOITaTlll! )'1-feHbIIIaJiaCb ITOCJie OTMeHbl ICa6eproJil!Ha. 

Ilp!! pa3Bl!Tl!l! 3KCCy,1\aTl!BHOro ITJieBpl!Ta!ITJieBpOqJI!6pma 6bIJIO 3aperl!cTprrpoaaHo 

HOpMb!. B CJiyqae yBeJil!'IeHrre CKOpOCTI! oce,l(aHl!ll 3p!!Tp01(HTOB 

Heofo,l!CHl!MOro ITaTOJIOrl!'IeCI<Oro yaeJil!'IeHHll 

peHTreHorpac]nrn opraHOB rpy.1\HOH KJieTKI!. 

(C03) 

C03 

BbIIIIe 

peKOMeH,1\yeTCll BbllIOJIHeHl!e 

Ilp!! ,1\JIHTeJibH0M Ilp!!MeHeHHI! Ka6eproJil!Ha Ha6JII0,1(aJil!Cb cJiy'Ial! BaJibBYJIOilaTl!l!, B CBll3I! 

C 3Tl!M, ,l(Jlll Jieqemrn CJie,1\yeT HCITOJib30BaTb Hal!MeHbIIIYJO 3qiqieKTHBHYJO ,l(03y ITpeITapaTa. 

Bpaq ITPI! Ka)!(,1\0M OCMOTpe ITal(l!eHTa ,1\0JIJKeH Ol(eHl!BaTb ITOTeHl(l!aJibHb]e p!!CK I! ITOJ1b3Y 

np!! np!!MeHemm Ka6eproJil!Ha c l(eJibIO onpe,1\eJieHl!ll Heo6xo,1\l!MOCTI! ero ,1\aJibHeiiIIIero 

npO,l(OJIJKeHl!ll. 

llo Ha'IaJia JlJil!TeJibHOro Jie'IeHl!ll ITpenapaTOM 
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,l(mr BbIBBJieHH51 B03MOJl<HOH 6ecCHMilTOMHOH naT0JI0rHH cep,11e'IHblX rrnanaH0B BCeM 

naI(HeHTaM Heo6XO,!IHMO BbllI0JIHHTb 06crre.110BaHHe cep,11e'1Ho-cocy,11HCTOH CHCTeMbl, 

BKJI10'Ia10mee 3XOKap.11rrorpacjm10. 

TaKJKe ,110 Ha'Iana rre'IeHH51 I(errecoo6pa3HO onpe.11errHTb CK0p0CTb oce,11aHH51 3pHTp01(HT0B 

(CO3) HJIH ypoBeHb .11pyrnx MapKeP.0B BocnaneHH51, 0I(eHHTb <PYHKI(HIO rrerKHX, BbllI0JIHHTb 

peHTreHorpacjJHIO opraH0B rpy,!IHOH KJienm H 0I(eHHTb <PYHKI(HIO Il0'IeK. 

,l(aHHb!e 0 B03MO)KH0M yxy,111IIeHHH Te'IeHH51 0CH0BHoro 3a6orreBaHH51 y naI(HeHT0B C 

rrnanaHH0H peryprHTaI(HeH 0TCYTCTBYIOT. ITpH BbIBBJieHHH cjJrr6p03a rrnanaH0B cep,111:(a 

Ha3Ha'IaTb Ka6eprorrHH He crre.11yeT (cM. pa3,11err 4.3). 

Bo BpeM;r J:JnHTerrbHoro nprreMa npenapaTa 

cI>rr6p03Hble H3MeHeHH51 Moryr pa3BHBaTbC51 6eCCHMilTOMHO, Il03T0My Heo6xo,11HMO 

peryrr;rpH0 K0HTporrrrpoBaTb C0CT051HHe IlaI(HeHT0B ,!ln51 Toro, 'IT06b! H36eJI<aTb pHCKa 

B03MOlKHUX npo;rBrreHHH nporpeccrrpy10mero cjm6p03a. Crre,110BaTeJibHO, BO BpeM;r rre'IeHH51 

Heo6xo,!IHMO o6pamaTb BHHMaHHe Ha crre.11ywmrre npH3HaKH H CHMilT0Mbl: 

C 

• nrreBpo-rrero'IHbie HapyrneHH51, ra1me 1<a1< 0.!lhllIIKa, 3aTpy,11HeHrre ,111,rxaHH51, 

HenpOX0,!1511I(HH Karnerrb HJIH 60Jib B rpy,!IHOH KJieTKe; 

• Il0'Ie'IHa51 He,!I0CTaT0'IH0CTb HJIH o6CTPYKI(H51 cocy,110B M0'IeT0'IHHK0B HJIH opraH0B 

6pl01IIHOH Il0JI0CTH, K0T0pb!e MoryT conp0BOlK,!laTbC51 6oJiblO B 601<y HJIH B o6rraCTH 

Il051CHHI(bl H 0TeKaMH HHlKHHX KOHe'IHOCTeH, JII06b1e o6pa30BaHH51 HJIH 

6orre3HeHHOCTb B o6rraCTH 6p!OIIIHOH Il0JI0CTH, 'ITO M0JKeT CBH,!leTeJibCTB0BaTb 0 

pa3BHTHH peTponepHT0HeanbH0ro cjJH6po3a; 

• cep,11e'1Ha;r He,!I0CTaTO'IH0CTb, Il0CK0J!bKY cjJn6p03 CTB0p0K KnanaH0B cep,111:(a HJIH 

nepmcap,11HanbHblH cjJH6po3 'IaCT0 MaHHcjJeCTHpOBanH I<aK .cepp;e'IHa;r 

He,!I0CTaT0'IH0CTb. TaKHM o6pa30M, npH Il051BJieHHH YKa3aHHblX CHMIIT0M0B 

Heo6XO,!IHMO HCKJIIO'IHTb cjJrr6p03 CTB0p0K KnarraH0B cep.111:(a (H KOHCTpHKTHBHblli 

rrepHKap,!IHT). 

I(eJiblO BbIBBJieHH51 cjJn6po3HblX H3MeHeHHH peK0MeH,11yeTC51 npOBep;erme 

C00TBeTCTBY!Omero KJIHHHK0-,!IHarH0CTH'IeCK0ro M0HHT0pHHra. ITocrre Ha'Iana rre'IeHH51 

rrepBoe 3XOKap.11rrorpacjJH'IeCKOe 06crre,110BaHHe HC06X0.!1HMO BbllI0JIHHTb B Te'IeHHe 3-6 

MeC511(eB; BII0CJie,11cTBHH Heo6XO,!IHMOCTb 3XOKap.11rrorpacjJH'IeCKOro 06crre.110BaHH51 ,!I0J])!(Ha 

onpe,11eJI51TbC51 pe3yJibTaTaMH C00TBeTCTBYIQII(ero IrnHHH'IeCK0ro 06crre.110BaHH51 B KaJK,!I0M 

K0HKpernoM Crry'Iae C y.11erreHHeM oco6oro BHHMaHH51 Bb11IIeynoM51HYTb!M rrpH3HaKaM H 

CHMIIT0MaM, HO OHO ,!I0J])KH0 BbllI0JIH51TbC51 He peJKe 0,!IH0ro pa3a B 6-12 MeC511(eB. 

ITpH BbIBBJieHHH BnepBbie rrpH 3XOKap.11rrorpacjJHH KnanaHHOH peryprHTaI(HH, orpaHH'IeHH51 

Il0,!IBHJl<H0CTH CTB0p0K KJiailaH0B HJIH HX YT0JIII(CHH51, a TaKJKe npH BbIBBJieHHH rrpH3HaK0B 
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( 

YDDKenemrn TeqeHJUI m1:rnaHHblX COCTOl!HHH, JJeqeHHe Ka6eprOJJHHOM ,!(OJJ)l(HO 6b!Tb 

rrpeKparn;eHo ( CM. pa3):(eJJ 4.3). 

Heo6XO,!(HMOCTb HCIIOJJb30BaHHll Apyrnx MeTO,!(OB o6cJJe,!(OBaHHll (HarrpHMep, KJJHHHqec1<0ro 

06cne,!(OBaHHll, BKmoqaJOmero ayc1<yJJhTfil\HJO cepm:\a, peHTreHonornqec1<oro nccne,!(oBaHHll 

H KOMIIbJOTepHOH TOMorpacjmn) ,!(OJJll(Ha orrpe,!(eJJl!TbCll HH,!(HBH):(yaJJbHO. 

,I(oIIOJJHHTeJJbHOe na6opaTOpHoe o6cJJe,!(OBaHHe, HarrpHMep orrpe,!(eJJeHHe CKOpOCTH oce,!(aHHll 

3pHTpOI1HTOB (CO3) H CO,!(eplKaHHll KpeanrnnHa B CbIBOpOTKe KpOBH, CJJe,!(yeT rrpoBO,!(HTb 

rrpH Heo6XO,!(HMOCTH IIO,!(TBepll<,!(eHHll cjm6p03Hb!X H3MeHeHHH. 

CoHJJHBOCTblBHe3arrHoe 3acbmaHne 

ITpHMeHeHHe Ka6eproJJHHa Bbl3bIBaeT COHJJHBOCTb. y IIaI(HeHTOB C 6one3Hbl0 ITapKHHCOHa 

rrpHMeHeHHe aroHHCTOB ,!(OqJaMHHOBb!X penernopoB MO)KeT Bbl3BaTb BHe3aIIHOe 3aCbIIIaHHe. 

B II0,!(06Hb!X cnyqal!x peKOMeH,!(yeTCll CHH3HTb ,!(03Y Ka6eproJJHHa HJJH rrpeKpaTHTb TeparrHJO. 

(CM. pa3,!(eJJ 4.7). 

I1Hrn6npoBaHne/rroJlaBJJeHne <bH3HOJJornqecKou naKTaunn 

Ka6eproJJHH, KaK H Apyrne I1p0H3BO,!(Hble aJJKaJJOH,!(0B CIIOpbIHbH, He CJJe,!(yeT Ha3HaqaTb 

)KeHIT:(HHaM c o6yCJJOBJJeHHOH 6epeMeHHOCTblO apTepHaJJbHOH rnrrepTeH3Heu, HarrpHMep, c 

rrpe3I(J]aMITCHeu HJJH ITOCJJepOAOBOH rnrrepTeH3Heu, 3a HCKJJJOqeHHeM cnyqaeB, KOr,!(a 

ITOTeHijHaJJbHal! I10Jlb3a OT rrpHMeHeHill! rrperrapaTa rrpeBbnnaeT B03MO)I<Hb!H pHCK, 

CBl!3aHHblll C JJeqeHHeM. 

Bo H36ell<aHHe B03HHKHOBeHHll rrocTypanbHOH rnrroTeH3HH y KOpMl!Il:(HX rpy):(b!O MaTepeu, 

ITOJJyqaJOIT:(HX Ka6eproJJHH ,!(Jill ITO,!(aBJJeHHll JJaKTaljHH, ero pa30Bal! ,!(03a He ,!(0JJlI<Ha 

rrpeBbIIllaTb 0,25 Mr (cM. pa3,!(eJJ 4.2, I10Apa3,!(eJJ Bblllle «OpTOCTaTHqeCI<al! rnITOTeH3Hll»). 

J1eqeHHe HapymeHHH, o6yCJJOBJJeHHblX rnrreprrpoJJaKTHHeMHeu 

B CBll3H c TeM, qrn rnrreprrponaKTHHeMHll c aMeHopeeu HJJH ranaKTopeeu n 6ecrrJJO,!(HeM 

MOlKeT Ha6JJJO,!(aTbCll rrpH orryxoJJllX rnrrocjJH3a, ,!(0 rrn•rana JJecJeHHll 1rn6eproJJHHOM qJJHKI1Hll 

3TOH )KeJJe3bl ,!(0JJlI<Ha 6bITb BCeCT0p0HHe HCCJJe,!(0BaHa. 

Ka6eproJJHH BOCCTaHaBJJHBaeT 0BYJJl!I1HIO n cjJepTHJJbHOCTb y lI<eHIT:(HH C 

rnrreprrponaKTHHeMnqecKHM rnrroroHa,!(H3M0M. ,I(o Haqana neqeHHll 1<a6eproJJHHOM cneµyeT 

HCKJJIOcJHTb 6epeMeHHOCTb. yqHTb!Bal! ,!(JIHTeJJbHblH rrepH0,!( IT0JJJBb!Be,!(eHHll Ka6eproJJHHa n 

orpaHnqeHHbie ,!(aHHbie 0 ,!(eHCTBHH 1<a6eproJJHHa Ha IIJJ0,!(, B KaqecTBe Mepbl 

rrpe,!(0CTOpOlKH0CTH IT0CJJe IT0l!BJJeHHll 0BYJJllTOpHb!X I1HKJI0B rranneHTKaM, rrnami:pyJOmHM 

6epeMeHHOCTb, peK0MeH):(yeTCll rrpeKpaTHTb ero rrpHeM 3a MeCllI1 AO rrpe,!(IT0JiaraeMoro 

3aqaTHll. 

ITOCKOJlbKY 6epeMeHHOCTb M0)KeT HaCTyrrHTb AO B0CCTaH0BJieHHll MeHCTPYfil\HH, 

peK0MeH,!(yeTCll rrp0B0,!(HTb TeCTbl Ha 6epeMeHHOCTb He pel!(e 0/:(HOrO pa3a B 4 He,!(eJJH B 
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Te'IeH11e ITeprro.n;a aMeHoperr, a ITOCJie BOCCTaHOBJieH!!J! MeHCTpya[(!!!! - Ka)K)J;blli pa3, Kor.n;a 

OTMe'IaeTCJ! 3a.n;epl!(!(a MeHCTpya[(!!!! 6oJiee 'IeM Ha 3 ,[\HJ!. )KeH!L(!!HaM, )Keml!O!L(!!M !!36ell<aTb 

6epeMeHHOCT!!, CJie.n;yeT !!CITOJ!b30BaTb 6apbepHb!e MeTO,[\bl KOHTpfil(eITL(!!!! BO BpeMl! Jie'IeH!!J! 

ITpeITapaTOM ,I\OCT!!HeKc, a TaKlKe ITOCJie OTMeHbl ITpeITapaTa !! ,[\O ITOBTOpeH!!J! aHOBYJIJIL(!!!!. 

)I{eHIL(!!Hbl, y KOTOpb!X HaCTYIT!!Jia 6epeMeHHOCTb, ,[\OJllKHbl HaxO,[\!!TbCl! ITO,[\ Ha6mo.n;eH!!eM 

Bpa'Ia ,[\Jill CBOeBpeMeHHOro Bbll!BJieH!!J! C!!MITTOMOB yBeJI!!'IeH!!l! I'!!ITOCp!!3a, ITOCKOJibKY BO 

BpeMl! 6epeMeHHOCT!! B03M0ll(H0 yBeJI!!'IeHrre pa3MepoB YlKe cy!L(eCTBOBaBIII!!X OITyxoJieii 

rnITocp!!3a. 

ITcrrxrraTp!!'IeCK!!e paccTporrcrna 

C L(eJib!O Bbll!BJieH!!l! ITp!!3HaKOB KOHTPOJIJ! Ha!]; IT06yll(,[\eH!!J!M!! ITfil(!!eHTbl ,[\OJllKHbl 

HaXO,[\!!TbCJ! ITO,[\ peryrrl!pHb!M Ha6JIJO,[\eH!!eM. I1a[(!!eHTbl !! Jl!!L(a, OCy!L(eCTBJil!IOIL(!!e 3a Hl!MI! 

yxo.n;, ,[\OJllKHbl 6b!Tb ITpO!!HcpopM!!pOBaHbl O B03MO)KHb!X paccTpOllCTBax !!MITYJibC!!BHOfO 

KOHTpOJIJ!, B!(JIIO'IaJI rraTOJIOI'!!'IeCKOe ITp!!crpaCT!!e I( 83apTHb!M 11rpaM, ITOBbIIIIeHHOe rrrr6rr.n:o, 

I'l!ITepceKcyarrbHOCTb, HenpeO,[\OJll!MOe BJie'IeH!!e K ITOKYilKaM !!JI!! rpaTaM, !!MITYJibCl!BHOe 

ofo1mpcrno I! KOMITYJibC!!BHOe ITepee.n;aH!!e Ha cjJoHe rnpaITl!I! .n;ocjJaM!!HOBb!M!! aroHl!CTaMI!, B 

TOM 'I!!CJie ITpeITapaTOM ,I\OCT!!HeKC. ITp!! B03H!!KHOBeH!!!! 3T!!X Cl!MITTOMOB crre.n:yeT 

paCCMOTpeTb B03MOlKHOCTb CH!!lKeH!!J! ,[\03bliITOCTeITeHHOll OTMeHbl ITpeITaparn. 

4.5. B3a!!MO,[\eHCTB!!e C /.lpyrHMH JieimpcTBeHHhIMH rrperrapaTaM!! I! /.lpyrHe Bl!,[\bl 

B3al!MO,[\CHCTB!!H 

MHcjJOpMa[(l!J! 0 B3a!!MO,[\ellCTBIH! Ka6epromrna !! .n;pyrnx aJIKaJIOI!,[\OB CITOpb!Hb!! 

OTCYTCTByeT, IT03TOMY 0,[\HOBpeMeHHOe ITp!!MeHeHl!e 3T!!X rreKapcTBeHHblX cpe).ICTB BO BpeMJI 

,[\JI!!TeJibHOll TepaITI!!! Ka6epromIHOM He peKOMeH.n;yeTCl!. 

ITocKOJibKY Ka6eprorr!!H OK83bIBaeT TepaneBTH'IeCKOe .n;errcrnrre ITJTeM Ilpl!MOll CT!!MYJIJIL(!!!! 

,llOcpaM!!HOBb!X pe[(eITTOpOB, ero HeJib3J! Ha3Ha'IaTb 0,[\HOBpeMeHHO C npeITapaTaMI!, 

,11errcrnyIOIL(!!M!! KaK aHTafOH!!CTbl ,11ocjJaM!!Ha ( cpeHOT!!a3!!Hbl, 6yTrrpocpeHOHbl, T!!OKCaHTeHbI, 

MeTOIOIOITpaM!!,11 rr .n;p.), TaK KaK OHH MoryT ocrra6!!Tb HHr!!6!!pYJOIL(ee .n:errcrnrre 

Ka6eprorrrrHa, HaITpaBrreHHoe Ha ceKpeII!!JO ITporrai<THHa. 

Ka6eprorr!!H, Ka!( ll .n:pyrne ITp0!!3B0,11Hb!e aJIKaJIOH,[\OB CITOpb!Hb!!, He crreeyeT ITp!!MeHJ!Tb 

0,[\HOBpeMeHHO C aHTH6!!0Tl!KaM!!-MaKpOJI!!,llaMH (HaITp!!Mep, 3P!!TPOM!!L(!!HOM), TaK I<aK 3TO 

MOlKeT ITp!!BeCT!! K yBeJI!!'IeHHIO 6!!0,llOCTyrrHOCT!! I<a6eprorrrrHa. 

4.6. <I>epTI!JlhHOCTh, 6epeMeHHOCTh H Jiaicra[(l!H 

EepeMeHHOCTb 

8 



H3,!(Jie)lca!IIlIX 11 CTporo K0HTporr11pyeMo!X lICCJie,!(OBa!lllll ITO ll3)T'IeHl!IO Ka6eprorr11Ha y 

6epeMeHHl,IX )KeHIIIl!H He ITp0B0,!(lIJI0CJ,. I1ccrre,!(OBaHllll Ha lKHB0THl,lX He BJ,ll!BlIJII! KaK!!X­

JIH6o TepaToreHHJ,IX CBOHCTB y 1ca6eprorr11Ha, 0,!(HaK0 IT0Ka3aJII! HapH/1Y C 

cpapMaICO,!(l!HaMll'IeCKOll aKTlIBH0CTl,JO ITpeITapaTa era HeraTlIBH0e BJil!l!Hl!e Ha cjlepT!!JIJ,HQCTJ, 

113M6p!!OTOKCllqecKoe ,!(ellCTBlle (CM. pa3,!(eJI 5.3). 

B Ha6JIIO,!(aTeJioHOM lICCJie,!(0Ba!ll!I! ,!(Jil!TeJIJ,HQCTJ,IO ,!(BeH3,!\l.\aTo JieT ITO 113yqeHl1!0 :,cpcjleKTOB 

Ka6epromrna y 6epeMeHHoIX lKemn11H 61,rn11 ITorryqeH1,1 ,!(aHHoie o TeqeHHI! 256 

6epeMeHHOCTell. 113 3Tl!X 256 6epeMeHHOCTerr B 17 CJI)T'IMX (6,6 %) Ha6JIIO,!(aJI!!CJ, rr1160 

TH)Kerr1,1e Bp0lK,!(eHHoie IT0p0Kll pa3B!!Tl!H y ITJI0,!(a, rr1160 l!MeJI MeCTO a6opT. HMeIOTCll 

,!(aHHUe o 23 113 258 H0B0p0lK,!(eHHoIX, y K0T0poIX B o6merr CJIOlKH0CTI! HMeJI0CJ, 27 IT0p0K0B 

pa3B!!Tl!ll, j(al( THJKeJioIX, TaK II He Tll)KeJioIX. Hau6orree qaCTo!Mll Bp0lK,!(eHHJ,IM!! aH0MaJil!l!Mll 

llBJIHJilICI, IT0p0KH pa3B11Tllll CKeJieTH0-MJ,IIIIeqHQll ClICTeMU (10) 11 IT0porm pa3B!!TlIH cep1111a 

11 JierKlIX (5). )];aHHJ,Ie 0 ITep!!HaTaJIJ,HJ,lX HapyrneHlIHX y H0B0p0lK,!(eHHoIX, IT0,!(BeprnyTo!X 

B03,!(ellCTBlIIO Ka6eprorr11Ha B YTP06e MaTep11, a TaK)!(e ,!(aHHo!e 06 lIX ,!(0JiroBpeMeHH0M 

pa3B!!Tllll, 0TCYTCTBYIOT. CorrracHO He,!(aBH0 OITy6JilIKOBfillHJ,IM ,!(a!JHJ,IM 

pacITp0CTpa!leHH0CTJ, TH)KeJIJ,IX Bp0l!(,!(eHHJ,IX IT0p0K0B pa3B11Tllll B o6merr IT0ITYITHl.\l!ll 

C0CTaBJil!eT 6,9 % lIJill Bo!Ilie 11 0TJil!qaeTCll B pa3JillqHJ,IX IT0ITYJIHl.\l!HX. OITpe,!(eJilITI, TQqffQ 

B03MOlKH0e yBeJmqeHlle p11cKa . B03HlIKH0BeHllll BpOlK,!(eHHJ,IX IT0p0K0B pa3B11TlIH 

HeB03MQ)l(HQ B CBll311 C 0TCYTCTBl!eM B l!CCJie,!(0BaHlll! KOHTpOJIJ,HQll rpyrrITu. 

Ilepe,!( HaqarroM rreqeHlIH ITpeITapaT0M )];OCTl!HeKC Heo6X0,!(11MO lICKJIIO~TJ, 6epeMeHHOCTJ,. 

Ka6eproJil!H crre,zzyeT ITplIMeHHTJ, y 6epeMeHHJ,IX )KeHIIIl!H T0Jil,K0 ITp!! llBHOll H_a TO 

Heo6X0,!(11MOCTI! 11 IT0CJie TIIIaTeJioHOll 01.\eHKH C00TH0IIIeHl!ll p!!CKa 11 ITQJIJ,31,], CBH3fillHJ,IX C 

ITp11MeHeH11eM ITpeITaparn ( CM. pa3,!(err 4.4, IT0/1Pa3/1eJI «JleqeH11e HapY1IIeH11rr, 

o6ycrroBJreHHoIX mITepITporraKT11HeM11ell:» ). 

C yqeT0M ,!(Jil!TeJioH0ro ITeplI0,!(a IT0JIYBo!Be,!(eHl!ll Ka6eprorr11Ha (79-115 'IaCOB) 11 

orpaH11qeHHl,lX ,!(aHHJ,IX 0 B03,!(ellCTBllll ITpeITapaTa Ha ITJI0/1 )KeHIIIl!HaM, ITJiaHl!PYJOIIIl!M 

6epeMeHHOCTJ,, IT0CJie IT0llBJieHl!ll peryrrHpHo!X 0BYJIHT0pHo!X l.\l!KJI0B CJie,!(yeT ITpeKpaTl!TJ, 

ITp!!eM Ka6epromrna 3a 0,!(lIH MeCHI.\ /10 ITpe,!(IT0JiaraeM0ro 3aqaTllll. 3TO IT03B0JI11T 

ITpe,!(0TBpaT!!TJ, B03M0)KH0e B03):(ellCTBl!e ITpeITapaTa Ha ITJI0/1 I! He IT0BJil!HeT Ha CITOC06HOCTJ, 

K 3aqaTl!IO, IT0CKQJIJ,KY 0BYJIHT0pHoie l.\l!KJIJ,] coxpaHHIOTCll B HeICOT0poIX CJI)T'IMX B TeqeHl!e 

6 MeCl!l.\eB IT0CJie ITpeKpameHl!H rreqeHl!ll. Ilp!! HaCTyrrrreHl!I! 6epeMeHHOCTI! BO BpeMH 

JieqeHllll Ka6eprorrl!H crre,zzyeT 0TMeHlITI, Cpa3y IT0CJie ee IT0,!(TBeplK.11:eHl!H ,!(ITH yMeHollieHl!ll 

/:(Jil!TeJioH0CTI! B03,!(ellCTBl!H ITpeITapaTa Ha ITJI0/1. 

flaKTaUlrn 
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y Kpb!C l(a6eproJIHH HIIIJIH ero MeTa60JIHTI,] BhlBO,!\l!TCll C MOJIOKOM. HmpopMal(Hll 0 

Bh!Be,!\eHHH l(a6eprOJIHHa c rpy,!\HI,IM MOJIOl(OM y qeJIOBel(a OTCJTCTByeT; TeM He MeHee, eCJIII 

Jial(Tanmo He Y.!\aJIOCI, rrpe,!\OTBpaTHTI, HJ!ll IIO,!(aBIITI, l(a6eprOJIHHOM, MaTepllM CJie,!\yeT 

OTI«l3aTI,Cll OT rpy,!\HOro BCl(apMJIHBaHllll. ITOCl(OJII,l(y l(a6eproJil!H rrpe,!\OTBpamaeT 

JiaI<Tanmo, m1:rna'!aTI> ero MaTepl!M, 11Me10mHM HapyrneHHll, CBll3aHHI>Ie c 

rnrreprrpoJial(TI!HeMHeH, 11 )l(eJiaIOl[(IIM l(OpMllTI, rpy,!\I>IO, He CJie,!(yeT. 

<!>epTIIJ!hHOCTh 

,l\aHHh!e OTCYTCTBJIOT. 

4.7. BJIHSIHHC na cnoco6nocTh ynpaBJUITh TpaHCIIOpTHhIMII cpe,!\CTB8MII II pa60T8Th C 

MexaHH3M8MII 

B Ha'!aJie Jie'!eHl!ll rran11eHTaM CJie,!\yeT 6bITI, OCTOpOll(Hb!MH rrp11 Bb!IIOJIHeHHll )J;~HCTBIIH, 

Tpe6yIOl[(HX 6b!CTpOH H TO'IHOH peaKilllll. 

IIan11eHTOB, IIOJiy'laIOl[(l!X Jie'!eH11e l(a6eproJIIIHOM, y 1(0TOpbIX Ha6JIIO,!\aeTCll COHJ!llBOCTb 

WHJIH 31Ill30,!\bl BHe3aITHOro HaCTyrrJieHl!ll CHa, crre,!\yeT IIHCpOpMIIpOBaTb O Heo6XO,!\HMOCTII 

B03,!\ep)l<aHIIll OT yrrpaBJieHHll aBTOTPaHCIIOpTHb!MII cpe,!\CTBaMII HJIH OT 3aHl!THll 

)l;el!TeJibHOCTbIO, rrp11 l(OTOpOH HapyIIIeH11e l(OHileHTpaI:(1111 MO)l(eT IIO,!\BeprnyTb HX CaMl!X l!Jlll 

OKpyll(aIO!IlllX pHCl(Y cepbe3HOH TpaBMI,I l!JIH CMepTH (HarrpnMep, pa6oTa C MexaHII3MaMH), 

,!\O Tex rrop, IIOl(a OHH He rrepeCTaHYT HCIIbITb!BaTb peilH,!\HBbl II0,!(06Hb!X 31Ill30,!\0B II 

COHJ!l!BOCTI, ( CM. Tal()l(e pa3,!\eJI 4.4, IIO,!\pa3,!\eJI «COHJIHBOCTblBHe3alIHOe 3aCb!IIaHHe» ). 

4.8. He,KeJiaTeJihHh!e peaKilHII 

Ta6JIH'IHOe pe3IOMe He)l(eJiaTeJibHb!X peal(Ill!H 

IIp11 rrpHMeHemm l(a6eproJIIIHa 6burn BblllBJieHbl H 3aperHCTpnpoBaHbl CJie)J;yro!IlHe 

He)l(eJiaTeJibHb!e 3<pqJel(Tbl, l<OTOpble 6um1 l(JiaCCHgJHl\llpOBaHbl no 'laCTOTe l!X rrpOl!BJieHIIll 

crre,!\YIOIIlHM 06pa10M: o'leHb 'lacmo (? 1/10), 'lacmo (om~ 11100 oo < 1/10), He'lacmo 

(om~ Ill 000 oo < Ill 00), peoKo (om~ Ill O 000 oo < Ill 000), o'leHb peoKo (om 

<I/JO 000) u 'lacmoma fteU36eCmHa (Ha OCH06GHUU UMelOUfUXCJl OGHllblX OtjeHUmb 

He603MO:J/CIIO). 

CHcTeMHo-opraHHh!H 
qaCTOTa HemeJiaTeJihHhle 3$cpeICThl 

KJiacc 

HapYJI!eHHl! co CTOpOHbl QqeHb qacTO BaJibBYJIOIIaTHll (Bl(J]lO'lal! !OJaliaHHYIO 

cep.!\n:a peryprHTal\1110) H CBl!3aHHb!e HapYJI!eHl!ll 

(rrepHl(ap,!\llT 11 3KCcy,!(aTl!BHb!H 
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CHCTCMHO-opraHHhIH 
1:laCTOTa HemeJiaTeJihHhie 3$4>eKThl 

KJiacc 

rrepHKap.!(HT) 

HeqacTO OmymeHHe cep.n:rre611eHHJ1 

He113aecTHa CTeHoKap.n:1151 

HapyrneHH51 co CTOpOHhl HeqacTO .[(HCITH03, 3Kccy.n:aTHBHhlll rrrreBpHT, 

.!(h!XaTeJll,HOll CHCTeMhl, qrn6p03 (BKJIIO'Ia51 rrero'IHOH qm6po3), 

opraHOB rpy.n:Holi KJieTKH H HOCOBOe KpOBOTe'IeHHe 

cpe.n:ocTeHH51 O'IeHh pe.n:Ko IIrreapoqm6po3 

He113aecTHa HapymeHH51 co CTOpOHhl opraHOB 

.!(h!XaHH51, .!(h!XaTeJihHa51 

He.n:ocTaTO'IHOCTb, rrrreBpHT, 60Jib B 

rpy.n:Holi KJieTKe 

HapymeHH51 co CTOpOHhl HeqacTO PeaKITHH mrrepqyBCTBHTeJibHOCTll 
. 

l!MMyHHOll CHCTeMbl 

HapymeH1151 co CTOpOHbl QqeHb qacTO forroBHa51 6orrh *, rorroBOKPY)KeHl!e l!Jlll 

HepBHOll Cl!CTeMbl aepTl!ro 

1faCTO COHJil!BOCTb 

HeqacTO IIpeXO.!(l!IITa51 reMHaHOITCH51, o6MOpOK, 

rrapecTe3l!H 

HeH3BeCTHa BHe3arrnoe 3achmaH11e, TpeMop 

HapyrneHHll co CTOpOHbl HeH3BeCTHa HapymeHHe 3peH1151 

opraHa 3peHl!51 

IIc11x11qecK11e HapymeHHll 1-faCTO .[(errpeCCHll 

HeqacTO II0BhIII1eH11e JIH611.n:o 

He113BeCTHa ArpeCCHBHOCTh,6pe.n:, 

r11rrepceKCYaJibHOCTb,ITaTOJIOr11qecKoe 

BJie'IeHl!e K a3apTHb!M 11rpaM, 

ITCl!XOTl!'IeCKl!e HapymeH1151, 

raJIJIIOITIIHarrHII 
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CHCTCMHO-opraHHhlll 
q::icTOTa HemeJiaTCJibHhle 3<l><!>eKTbl IeJiacc 

Hapyrneamr co CTOpOHbl lJacrn ,[(ocnrneKc o6bP.!HO OKa:JhrnaeT 

cocy,!\OB rHIIOTeH3HBHOe ,!(e!iCTBHC rrpH 

,!(JIHTeJihHOM rrpHMCHCHHH; 

opTOCTaTH'ICCKaJI rHIIOTCH3HH, 

rrpHJIHBhI* * 

He<J:acrn CII83M cocy,!\OB IIaJihl(CB, o6MopoK 

)Kerry,!\O'iHO-KHIIIC'!Hhle O'1CHb 'laCTO TOIIIHOTa*, ,!\HCIICIICHH, racTpHT, 60Jib B 

HapyrneHHH )Kl!BOTe* 

lJaCTo 3arrop,pBoTa** 

Pe,!\KO Eorrb B 3IIHraCTpaJibHOll 06.n:aCT!f 

O611(.!!C HapyrneHHH ll O'1CHb <J:aCT0 ACTCHHH* * *, IIOBblillCHHaJI 

peaKL(llll B MeCTe BBC,!(eHHH yTOMJIHeMOCTb 

He<J:aCTO OTeK, rrepmpepH'ieCKllll OTeK 

HapyrneHHH co CTOpOHbl HeH3BeCTaa HapyrneHHC cpyHKL(llll IIC'!CHII 

rre<J:eHH ll )](eJI'iCBblBO,!(HIL(HX 

rryTen 

HapyrneHHH co CT0pOHbl He<J:acTo Cnmh, arrorrerrHH 

KO)KII II IIO,!(](O)KHbIX TKaHCll 

HapyIIIeHHH co CTOpOHhl He<J:acTo Cy,!\oporn Hor 

Mh!IIIC'!HOH, CKerreTHOll II 

COC,!\IIHHTCJibHOll TKaHH 

HapyrneHHH co CTOpOHbl lJacrn Eorrh B MOJIO'!HhIX )Kerre3ax 

perrpO,!\YKTHBHOll CIICTCMbl II 

MOJIO'!Hh!X )KCJIC3 

Jia6opaTOpHb!C H lJacrn EecCHMIITOMHOC CHllll(CHHC 

llHCTPYMeHTaJihHbie ,!\aHHb!e apTepHaJibH0ro ,!\aBJieHHH 

( CHCTOJIH'!CCKOC apTepHaJihHOe ,!\aBrrea11e 

c:: 20 MM pT. CT. H ,!\HaCTOJ!ll'iCCKOe 

apTepllaJibHOe ,!(aBJICHlle c:: 10 MM pT. CT.) 
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CllCTeMHo-opraHHblH 
qaCTOTa HeJKeJiaTeJibHhie 34>cpe1u1,1 

I~Jiacc 

He'!aCTO y )l(eHIIIllH C aMeHopeerr B Te'!eHHe 

rrepBbIX HeCK0J!bKHX MeclIT(eB rrocne 

B0306HOBJieHllll MeHCT]lY<mllll 

Ha6mo,11anocb YMeHbIIIeHHe yp0BHll 

reMorno6HHa 

HeH3BeCTHa IloBbIIIIeHHe ypoBHll 

KpeaTHHCpoccpoKHHa3bl B Kp0Bll, 

0TI<n0HeHHe OT H0pMb! 6HOXllMll'IecKHX 

IIOKa3aTenerr q>YHKl.\llll rre'!eHH 

* O'!eHb '!aCTO y rrauHeHTOB, II0JIY'IaBIIIllX rrperrapaT ,!(Jill Jie'!eHlll! HapymeHHll, 

CBl!3aHHb!X C rnrreprrponaKTHHeMHerr; '!aCTO y rrauHeHT0B, II0JIY'IaBIIIllX rrperrapaT ,[\Jill 

rrpe,t10TBpaII1eHlll! llJ!ll II0,[laBJieHlll! JlaKTaullll. 

* * qacTO y rrauHeHT0B, II0JIY'IaBIIIllX rrperrapaT ,[\Jill Jie'!eHllll HapymeHllll, CBll3aHHb!X C 

mrreprrponaKTHHeMHerr; He'IaCTO y rrauHeHT0B, II0JIY'IaBIIIHX rrperrapaT ,[IJ!ll 

rrpe,!(0TBpaIIIeHllll llJ!ll II0,!(aBJiemrn JlaJ<Taullll. 

*** O'IeHb '!aCT0 y rrauHeHT0B, II0JIY'J:aBIIIllX rrperrapaT ,!(Jill Jie'!eHlll! HapymeHllll, 

CBll3aHHb!X C mrreprrponaKTHHeMHerr; He'!aCTO y rrauHeHT0B, II0JIY'IaBIIIllX rrperrapaT ,!(Jill 

rrpe,!(0TBpaIIIeHlll! llJ!ll II0,[laBJieHlll! JlaJ<Taullll. 

OrrllCaHlle 0TJ;leJ!bHb!X He)I<eJiaTeJ!bHb!X peaI<Ullll 

Paccmpoucm6a KOHmpoJIJl Hao no6y:;1coe1Jw1.Mu 

y rrauHeHT0B, II0JIY'J:a!Oil.\llX aroHHCTb! ,!l;Oq>aMHHa, BKJLJQ'Ial! rrperrapaT ,[(oCTHHeKC, M0ryT 

Ha6mo,!(aTbCll rraT0JI0rll'!eCK0e BJie'!eHHe K a3apTHb!M HrpaM, II0BbIIIIeHHe JIH6ll,D;O, 

rHIIepceKcyanbH0CTb, CI(JI0HH0CTb I( K0MIIYJ!bCllBHb!M TjlaTaM llJ!ll II0KyrrKaM, llMIIYJibCllBH0e 

ofo1wpcTBO ll K0MIIYJ!bCllBH0e rrepee,D;aHlle (cM. pa3,11en 4.4). 
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Coo6memrn o rron03peBaeMbIX He)ICeJrnTeJibHbIX peaICu1rnx 

Ba)l<HO coo6ru:aTu o rro,n:03peBaeMbIX He)l<erraTeJ!bHbIX peaIC!.(l!l!X rrocJie perucTpfil\1111 rrperrapaTa 

C l(eJib!O o6ecrre'IeHl!ll HerrpepbIBH0ro M0HIIT0p!!Hra C00TH0IIIeHl!ll «II0J!b3a-p11CJC)) 

JieKapCTBeHH0ro rrperrapaTa. Me,n:11l(IIHC!illM pa6oTHl!KaM peK0MeH,n:yeTCll coo6ru:aTb o mo6b!X 

rro,n:o3peBaeMbIX He)ICeJiaTeJibHbIX pear(l(l!llX JieKapcTBeHHoro rrperrapaTa qepe3 Hal(II0HMbHbie 

C!!CTeMbl coo6ru:eHl!ll 0 He)KeJiaTeJ!bHb!X peai(l(l!l!X rocy,n:apcTB - qrreH0B EBpa3!!HCKOro 

3K0H0Ml!'IeCK0ro C0I03a. 

Pocc11iic1rnn C()e,n:epal\HH 

<l>e,n:eparrbHM crry)l(6a rro Hamopy B ccpepe 3,n:paBooxpaHemrn. 

A,n:pec: 109012, r. Moc,rna, CrraBl!HCKM rrrroru:a,n:b, ,n:.4, CTp.1. 

TerrecpoH: +7 800 550 99 03 

3rreKTpOHHM rroqrn: pharm@roszdravnadzor.gov.ru 

CaiiT B !!HcpOpMal(l!OHHO-TeJieKOMMYHIIKal(liOHHOll ceni «HHTepHeT»: 

https:/ /www.roszdravnadzor.gov .ru/ . 

Pecny6mm:a KaJaxcTaH 

A,n:pec: 010000, r. AcrnHa, palioH EaliKOHbip, yrr. A. l1MaIIOBa 13 (EU "HypcayrreT 2") 

Prn Ha TIXB «Hal(HOHaJibHblll l(eHTp 3KCIIepT113bl JieKapcTBeHHblX cpe,n:cTB H Me)l:l!l\!!HC!illX 

113,n:eJIHH» KOMHTeTa Me,n:lll(IIHCK0ro II cpapMal(eBTH'IeCKOro K0HTp0Jill MHHIICTepcTBa 

3,n:paBooxpaHeHHll Pecrry6rrmrn KaJaxCTaH 

TerrecpoH: +7 (7172) 235-135 

3rreKTPOHHM II0'ITa: farm@dari.kz 

CaiiT B HHcpOpMal(l!OHHO-TeJieKOMMYHHKal(IIOHHOll ceTH «HHTepHeT»: https://www.ndda.kz 

Pecny6n111rn Eenapycb 

A,n:pec: 220037, r. MnHCK, ToBapnmecrrnli rrep. 2a 

YTI «UeHTp 3KcrrepTH3 n 11crrbITaH11li B 3,n:paBooxpaHeHHH» M11HHCTepcTBa 3,n:paBooxpaHeHl!ll 

Pecrry6JIHKH Eerrapycb 

TerrecpoH oT,n:erra cpapMaK0Ha,n:3opa: +375 (17) 242-00-29 

3rrer<TpOHHM rrona: rcpl@rceth.by 

CaiiT B HHcpOpMal\l!OHHO-TeJieKOMMYHIIKal(IIOHHOll ceTH «HHTepHeT»: http://www.rceth.by 

Pecny6n111rn ApMeHHH 
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A.n;pec: 0051, r. EpeBaH, rrp. KOMHTaCa 49/5 

«U:eHTp 3KCrrepTH3L! JieKapCTB H Me,!(HI.(HHCKHX TeXH0JIOrHli» fHKO 

TerrecpoH: +374 (10) 23-16-82, 23-08-96; +374 (60) 83 00 73 

3rre1<rpOHHM rroqra: info@ampra.am 

CaliT B HHCpopMal(HOHHO-TeJieKOMMYHHKal(HOHHOll ceTH «HHTepHeT»: http://www.pharm.am 

Kh1prb13CKaH Pecny6JiuKa 

A,!\peC: 720044, r. nHIIIKeK, yrr. 3-l! JlHHUll, 25 

,[(errapTaMeHT JieI<apcTBeHHI,IX cpe,!\CTB H Me,!(UJ1HHCKHX !!3,!(eJIHll rrp!! MHHHCTepcTBe 

3.l\paBooxpaHeHHll Kupr1,ncKoli Pecrry6rrmrn 

TerrecjJoH: +996 (312) 21-05-08 

3rreKTpOHHM rroqra: vigilance@pharm.kg 

Calir B HHcpopMa11noHHO-TerreKoMMYHHKa11HoHHOli ceTH «HHrepHern: http://www.pharm.kg 

4.9. IIepe)J:03HpOBKa 

C!!MIITOMI,I: Cl!MIIT0MI,I rrepe)J:03Hp0BKH, Bep0l!THee BCero, 6y,!\yr TaJrnMH )Ke, KaJ( !! rrpH 

qpe3MepHOH CT!!MyJil!Ijl!l! ,!\OcpaMHHOBI,IX pe11errropoB, a l!MeHH0 T0IIIH0Ta, pB0Ta, 

,!\l!CIIeIITH'leCKHe paccTpOHCTBa, opT0CTaTH'leCKaJI rHII0TeH3Hll, crryraHH0CTI, C03HaHHll, 

IICHX03, rarrJIIOijl!Hal(l!l!. 

JieqeHHe: rrpH He06XO,!\HMOCTH CJie,!(yeT rrp0B0,!(HTI, 06111He II0MeplKHBaIOIIIHe Meporrp!!l!Tl!ll, 

HarrpaBJieHHI,Je Ha BbIBe,!\eHHe He BC0CaBIIIerocl! rrperrapara H, rrpH He06XO,!\l!MOCTH, 

II0Mepimurne aprepHaJibHoro ,!\aBJieHJrn. KpoMe rnro, peKoMeH,!\yercl! Ha3Ha'leHHe 

aHTarDHHCT0B ,!\OcjlaMHHa. 

5. <l>APMAKOJIOfliqECKIIE CBOMCTBA 

5.1. <J>apMaKO)J:HHaMH'lec1rne CBOHCTBa 

<J>apMaKOTeparreBTH'leCKaJI rpyrma: MoqerroJIOBaJI Cl!CTeMa II II0JI0BI,Je ropM0HI,I. ,[(pyrne 

rrperrapaTI,[ ,!\Jill Jie'leHHll rHHeK0JI0rn'leCKHX 3a6orreBaHHll. ITponaKTHHa ceKpel(HH 

HHrn6HTOpI,!. Ka6eproJIHH. 

Ko,!\ ATX: G02CB03 

<l>apMaKOJlHHaMH'lec1rne 3cbcbeKTbI 

ITperrapaT ,[(ocTHHeKC l!BJilleTCl! rrp0!!3B0,!(HI,IM aJil(aJI0H,!\a CII0pbIHI,H, o6Jia,!\aIOIIIHM 

,!\OcjlaMHHeprnqecKHM ,!(ellCTBHeM !! xapaKTep!!3yeTCl! M0IIIHI,IM !! rrp0,!\0Jll!(l!TeJII,HI,IM 
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( 

rrpoJiaKTIIHCHlllKa!O[I(IIM ,!(eHCTBlleM, o6ycJIOBJieHHb!M IIpJ!MOH CTIIMYJIH!.\lleH D2-

.!(0cjlaMIIHOBb!X penerrTopoB JiaKTOTpOIIHblX KJieTOK rnrrocp113a, qTo IIHrn611pyeT ceKpel.\11!0 

rrpOJiaKTI!Ha y Kpb!C rrp11 BHJTPlllKeJIY,!(OqHOM BBe,!(eHIIII B ,!(03ax 3-25 MKI'IIIT, a in vitro - rrp11 

KOH!.\eHTpan1111 45 rrr/Mn. KpoMe Toro, rrp11 rrp11eMe 6oJiee Bb!COKIIX ,!(03 ITO cpaBHeHll!O C 

TaI(OBb!MII ,!(JIJ! CHlllKeHIIJ! ypoBHJ! rrpoJiaKTIIHa B CbIBOpOTKe KpOBII, rrperrapaT ,[(OCTIIHeKC 

o6Jia,!(aeT neHTpaJibHb!M .!(OlpaMIIHeprnqecKIIM 3CpcjleKTOM BCJie,!(CTBlle CTIIMYJIH!.\lll! D2-

penerrTOpOB. 

,[(Jil!TeJibHOe CHlllKeHne KOH!.\eHTpaI.\llll rrpOJiaKTIIHa B KpOBll IIOCJie rrplleMa 1<a6eproJI11Ha, 

BepOJ!THO, o6ycJIOBJieHO ero ,!(OJII'IIM IIpllCYTCTBlleM B TKaIUJX r11rrocj_J113a, Ha qTo JI<a3bmaeT 

Me,!(JieHHOe JMeHbIIIeHne PMIIOaKTIIBHOro ll3JiyqeHll5! B o6Jiacrn Ha3Bfil!HOH )KeJie3bl y Kpb!C 

IIOCJie 0,!(HOKpaTHoro rrepopaJibHOro BBe,!(eHIIJ! 1<a6eproJI11Ha C PMIIOaKTIIBHOH MeTKOH (tv2 

OKOJIO 60 qacoB ). 

<l>apMaKO,!(IIHaMIIKa rrperrapaTa ,[(OCTIIHeKC 113yqaJiaCb y 3.!(0pOBb!X .!(06poBOJibl.\eB, )KeHJnllH B 

rrocJiepo.!(oBoM rrep110.!(e II y rranneHTOB c rnrreprrpoJiar<TIIHeM11ei1:. ITocJie O.!(HOKpaTHoro 

rrepopaJibHOro rrp11eMa rrperraparn ,[(ocm11e1<c B .!(03e 0,3-1,5 Mr cymecrneHHoe YMeHbIIIem1e 

ypoBHH rrpoJiaKTl!Ha B CbIBOpOTKe KpOBII Ha6JIJO,!laeTCJ! y JIii!.\ BCex IICCJieeyeMb!X IIOIIYJIH!.\IIH. 

3TOT 3CpcjleKT pa3BIIBaeTCJ! 6bICTpo,. CHlllKeHIIe KOH!.\eHTpan1111 rrpoJiaI<TIIHa B IIJia3Me KpOBII 

OTMeqaeTCJ! B TeqeHIIe 3 q rrocJie rrp11eMa rrperrapaTa II coxpaIIJ!eTCJ! B TeqeH11e 7-28 .!(HeH 

rrp11 HOpMaJibHOM ypoBHe rrpoJiaKTIIHa II rnrreprrpoJiaKTIIHeMIIII, 11 ,!10 14-21 ,F(HeH - y 

)KeH[I(IIH B IIOCJiepo,!IOBOM rrepl!O,!(e. CTerreHb II ,!(JIIITeJibHOCTb CHmKeHIIJ! ypOBHJI 

rrpoJiaKTIIHa 3aBIICIIT OT ,!103bl rrperrapaTa. qTO KacaeTCJ! .!(pyrnx 3H,!10Kpl!HHb!X 3cpcpe!(TOB 

rrperrapaTa ,[(OCTIIHeKc, He CBJ!3aI!Hb!X C ero fil!TIIIIpOJiaKTl!HeM11qecK11M ,!(eHCTBlleM, ,!(OCTJIIHM 

11m]lopMaI.\IIJ! o rrp11MeHeH11II rrperrapaTa y JIIO.!(eH rrowBepJI(.!(aeT 31<crrep11MeHTaJibHbre ,!laHHble, 

YKa3bIBaIO[I(lle Ha TO, ~o rrperrapaT ,[(OCTIIHeKc 06Jia,11aeT CTporo 1136IIpaTeJibHb!M ,!(eHCTBlleM, 

He OKa3bIBaeT BJIIIJ!HIIJ! Ha 6a3aJibHyIO ce1<penmo .!(pyrnx ropMOHOB rnrrocp113a II KOpT1130Jia. 

K c]lapMaKO,!IIIHaMllqecKIIM B03,!leHCTBIIJ!M rrperrapaTa ,[(OCTIIHeKc, He CBJ!3aHHb!M C 

TeparreBT11qec1<11M 3ipcpeKTOM, OTHOCIITCJ! TOJibKO CH11l1<e1111e apTepllaJibHOro ,[laBJieHIIJ! (A,[(). 

IlpII O,!(HOKpaTHOM rrpIIeMe rrperrapaTa MaKCIIMaJibHb!H r11rroTeH3l!BHb!H 3cpcpeKT OTMeqaeTCJ! 

B Teqe1111e rrepBb!X 6 qacoB II ero Bb!palI(eHHOCTb II qacTOTa B03HIIKHOBeHIIJ! 3aBIICJ!T OT ,!(03bl 

rrperraparn. 

5.2. <l>apMaICO!Cl!HeTI1qecn:ue CBOHCTBa 

<l>apMaKOKl!HeTIIKa II MeTa60Jill3M rrperrapaTa ,[(ocmHeKc 113yqaJIIICb y 3.!(0pOBb!X .!(06poBOJibl.\eB 

MY)KCKOro II )KeHCKoro IIOJia II y rran11eHTOB C rIIrreprrpOJia!(TIIHeMIIeH. 

A6cop6uIIJ! II PacrrpeneJie1111e 
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ITocne rrepopa.rrbH0ro rrp!!eMa MeqeHHI,Ill pa,n:HOaJ<Tl!BHOH MeTKOH Ka6eproJil!H 61,1cTpo 

BCac1,rnaeTCll 1!3 )KeJiy.[(oqH0-KHIIIeqH0ro TpaKTa, MaKCHMaJ!hHal! K0HI(eHTpaI(Hll B IlJia3Me 

Kp0BH ,!\0CTHraeTCll qepe3 0,5 - 4 qaca. 1Iepe3 10 .[(Hell II0CJie IIpHeMa rrperrapaTa B M:oqe I! 

KaJie o6HapylI<HBfilOTCll C00TBeTCTBeHH0 0K0JI0 18 % ll 72 % OT rrpHHJITOH .[(03U, MelJ:eHHOH 

pa,!\HOaJCTHBHOH MeTKOH, rrp!!qeM ,!\0JIJI HeH3MeHeHH0ro rrperrapaTa B M0qe C0CTaBJilleT 2 - 3 

%. 

bl!OTpaHC©OOMaJlllll 

OcHOBHI,IM rrpo,!\yKT0M MeTa60JIII3Ma Ka6eproJil!Ha, l!.[(eHTHCjlHII!!pOBaHHI,IM B M0qe, 

l!BJil!eTCll 6-aJIJil!JI-8~-Kap6oKCH-3proJil!H B KOHIIeHTpaIIl!ll .1(0 4 - 6 % OT rrpHHJITOH .[(03!,!. 

Co.[(eplI<aHl!e B M0qe 3 .[(0II0JIHl!TeJII,HI,IX MeTa60Jil!TOB He rrpeBUIIIaeT 3 % OT IIPHHJITOH 

,!(03b!. y CTaH0BJieH0, ~o in vitro IIp0,!\YKThl MeTa60Jil!3Ma o6Jia,!(filOT 3Haql!TeJibH0 MeHbIIll!M 

3<p<peKTOM B 0TH0IIJeHl!ll II0,!\aBJieHirn ceKpeIIl!ll rrponaKTl!Ha no cpaBHeHHIO C 

Ka6eproJil!HOM. 

bHOTpaHCqJOpMaIIHll MeqeHH0ro pa.[(l!OaKTl!BHOH MeTKOH rrperrapaTa ,IJ;ocnrneKC .TaKlI<e 

1!3yqa.rracb y 3,!\0p0BI,IX .[(06poBOJibIIeB MYlI<CK0ro II0Jia, rrp!! 3T0M 0Ha 61,ma 6b!CTpOH I! 

3HaqHTeJihHOH. 

3JI!!MHHaUHll 

HH3Kllll ypoBeHb Bb!Be,!(eHl!ll HeH3MeHeHH0ro Ka6eproJIHHa C Moqojj: 61,m II0.[(TBeplI(.!\eH TaKlI<e B 

l!CCJie.[(0BaHl!l!X c HCII0Jib30BaHl!eM rrperrapaTa 6e3 pa,!\!!OaJCTl!BHOH MeTKH. ITo pe3yJihTaTaM 

orreHKH IIOKa3aTeJieH BhI,!(eJieHHJI c M0qojj: rrperrapaT ,Il;OCTHHeKC o6Jia.[(aeT .[(JIHTeJII,]II,JM 

rrep!!0.[(0M II0JIYBbIBe,!(eHl!ll ( 63-68 qaC0B y 3.[(0p0Bh!X .[(06pOBOJibI(eB !! 79-115 qacoB y 

rrarrneHTOB c rHIIeprrponaJcTl!HeMHen). 

BcJie.[(CTBl!e .[(Jil!TeJibH0ro rrepH0,!(a II0JIYBbIBe,!(eHJrn C0CT0JIHl!e paBHOBeCHOH K0HIIeHTpaIIHH 

.[(0CTl!raeTCll qepe3 4 He.[(eJIH, qTo II0.[(TBeplK.[(aeTCll cpe.[(Hl!Mll 3HaqeHHl!MH MaKCl!MaJihHOH 

K0HIIeHTpaIIHH Ka6eproJil!Ha B IIJia3Me Kp0BH, IIOJiyqeHHh!Mll II0CJie ero 0,!(H0KpaTH0ro 

rrpneMa (37 rrr/Mn ± 8 rrr/Mn) H MHOroKparnoro rrpneMa B TeqeHne 4 He,!\eJih 

(101 rrr/MJI ± 43 rrr/MJI). 3KcrrepnMeHThl in vitro II0Ka3aJII!, qTQ rrp!! K0HIIeHTpaL\llllX 0, 1-10 

Hr/MJI I<a6eproJIHH CBll3bIBaeTCll c 6eJIKaMH IIJia3Mhl Kp0BH Ha 41-42 %. 

ITpneM IIHIIII! He 0Ka3bIBaeT BJIHJIHl!e Ha a6cop6rrmo ll 61!0,!\0CTyrrHOCTh Ka6eproJil!Ha. 

5.3. JJ:aHHhle AOKJIHHlllJ:ec1rnii 6e30il3CHOCTll 

3KcrrepHMeHTI,J Ha 6epeMeHHI,IX MbIIIIax, II0JiyqaBIIIIIX Ka6eprolil!H B .[(038X .1(0 8 Mr/KrlCYT, 

(rrp!!MepHO B 55 pa3 BbIIIIe MaI<Cl!MaJ!bHOII peKOMeH.[(yeMOH ):103!,! .[(JIJI qenoBeKa) BO BpeMll 

opraHoreHe3a y 3M6p!!OHOB, II0Ka3aJII! T0KC!!qecI<0e .[(eHCTBHe rrperrapaTa Ha CaM0K, HO He 

BhlllBHJII! y Hero TepaTOreHHb!X CBOHCTB. 
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Y 6epeMeHHh!X Kph!C, II0JI)"IaBIIIllX Ka6epromrn B ,1103e 0,012 MriKr (IIpiiMepHo 

1/7 MaICCliMaJII,HOii peK0MeH,n,yeMOH ,1103bl ,Lilli! qeJIOBeKa) BO BpeMH opraHoreHe3a y 3M6pnoHOB, 

Ha6JIIO,llaJIOCh YBerrwiem1e qaCT0Thl II0CTIIMIIJiaHTaI]IIOHHOii m6err11 3M6p!!OHOB. 3TOT 

qieHoMeH M0)KeT 6b!Th o6ycJIOBJieH 110,llaBJieH!leM Ka6eproJ111HOM CeKpe[(!III rrpoJiaIITRHa. B 

3KCIIep11MeHTe Ha 6epeMeHHh!X CaMKax Kporrrnca, II0JI)"IaBIIIllX Ka6eproJ111H B ,1103e 

0,5 Mr/rcr/cyr. (rrpHMepHO B 19 pa3 BhIIIIe MaKCIIMaJII,HOii peK0MeH,n,yeMoii .1103bl .1llliI qeJioBeKa) 

BO BpeM51 opraHoreHe3a y 3M6p!!OHOB, Ha6JIIO,llaJIOCh T0KCll'feCK0e .11eiiCTB!le rrperrapara Ha 

CaM0K, xaprucTep1130BaBIIIeecH YMeHhIIIem1eM y HllX MaCCh! Terra II YMeHhIIIeH!leM ofo,eMa 

rrorpe6lli!eMoii HM!! 111111(1!. y CaM0K Kp0JIHJCa, II0JI)"IaBIIIIIX Ka6eproJIIIH B .1103e 4 Mr/Kr 

(11p11MepHO B 150 pa3 BhIIIIe MaICCHMaJihHOii peK0MeH,n,yeMoii .1103hl .Lilli! qerroBeKa) BO BpeMH 

oprattoreHe3a y 3M6p!!OHOB, Ha6J110,11arracb 6orree Bh!C0KM qacT0Ta pOll(.!leH!IH ,11eTeHhIIIIeii C 

pa3Jill'!Hh!MII rropOKaMII pa3BIITIIH. O,!IHaICO B .11pyroM IICCJie,!IOBaHIIII Ha CaMKax KpOJIIIKa, 

IIOJI)"IaBIIIIIX Ka6eproJIIIH B .1103ax .110 8 Mr/Kf/cyr. (rrpHMepHO B 300 pa3 BhIIIIe MaICCIIMMbHO.ii 

peKoMeH.!IYeMoii ,110%1 .Lilli! 'ferroBeKa), CB513aHHbIX c 11ccrre.11yeMhIM rrperrapaTOM rropoKOB 

pa3BIITIIH y IIJIO.!I0B II 3M6p!!OTOKCll'IHOCTII He Ha6JIIO,llaJIOCh. 

6. <l>APMAU:EBTH1IECKME CBOMCTBA 

6.1. Ilepe'IeHh BCII0M0raTeJihHhIX Bel1(eCTB 

naKT03a 6e3BO,!IHM 

fleii[(IIH 

6.2. HeCOBMeCTHMOCTh 

He rrpHMeHHM0. 

6.3. Cpm, f0/1:H0CTH ( cpoK xpaHemrn) 

2 ro.11a. 

6.4. Oco6ue MephI rrpe11:ocTopomHocTH rrpH xpaHeHHH 

XpaHl!Th 11p11 TeMrrepaType HmKe 25 °C. 

6.5. Xapa1nep H co11:e pmamie rrepm1qHoil. yrrarrnmrn 

no 2 llJIII 8 Ta6JieTOK II0Mel1(aJOT BO qinaKOHhl 113 HHTapHoro CTeKJia KJiacca I C aJIIOMIIH!leBoii 

BllHTOBOii KphlIIIICOll .Lilli! KOHTpOJI51 rrepBoro BCKph!TIIH llJill qirraKOHhl 113 IIOJill3TIIJieHa 

Bh!COKOH IIJI0THOCTII (TI3BTI) C IIOJIIIIIp0IIIIJieHOBOll (TITI) Kph!IIIKOH C 3ru[(IITOU OT BCKph!Tlll! 

,lleThMll. 

AJIIOMllH!leBM BllHTOBM Kph!IIIKa .Lilli! KOHTPOJI51 rrepBoro BCKph!TIIH, IICIIOJih3YeMM B 

Ka'feCTBe cpe.11crna yKyrropK!! .Lilli! CTeKJIHHHh!X qirraKOHOB, OCHal1(eHa rrpOKJia,!IKOii 113 

II0Jill3T!IJieHa Hll3KOH IIJIOTHOCT!IITepMOIIJiaCTll'fHOfO 3JiaCTOMepa (TI3HTI/TTI3), 
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HCIIOrrHiI!OlT(eH porn, KOHTettHepa C C_HrrHKarerreM, CHH3Y 3aKpbITOro rrrraCTIIKOBOH KpbllllKOH C 

rrop!!CTOH 6YMarott. 

IIorr1111porr11rreHOBall KpbllllKa C 3alT(l!TOH OT BCKpb!Tllll ,!\eTbMII, l!CIIOrrb3yeMall B Ka'IeCTBe 

cpe,!\CTBa YKYIIOpK!! .IJ:llil II3BII-qirraKOHa, OCHalT(eHa BHYTPeHH!!M II3Hil-KOHTettHepoM ,!\rrll 

BrrarorrorrroT11Terrll, 3arrorrHeHHbIM c11rr11KarerreM. 

no 1 qirraKOHY BMeCTe C IIHCTPYKIIl!eH IIO Me,!\l![]IIHCKOMY rrp11MeHeHl!IO (rrllCTKOM­

BKrra,!\blllleM) IIOMelT(aIOT B I<apTOHHYJO rra'IKY c/6e3 KOHTporreM rrepBoro BCKpb!Tl!ll. 

6.6. Oco6ble Mepb! rrpeJJ;0CT0p0:lKH0CTI! rrpu YHII'ITO,KeHIIII IICII0Jlh30BaHH0ro 

ne1rnpcTBeHH0ro rrperrapaTa HJIH 0TX0)J;0B, II0JiyqeHHbIX II0CJie rrp11MeHeHirn 

ne1rnpcTBeHH0ro rrperrapaTa II Apyn1e Mammymm:1111 c rrperrapaToM 

B Kpbl!llKaX qirraKOHOB rrperrapaTa ,[(OCTl!HeKC COJJ;ep)KIITCll BrrarOI!OrJIOTl!Terrb. 

BrrarorrornoT11Terrb Y.IJ:aITl!Tb He crreJJ;yeT. 

<t>rraKoH rrocrre 113Brreqemrn Ta6rrenrn crreJJ;yeT TlllaTerrbHO 3aKpbIBaTb. 

Beeb OCTaB!lll!HCll rreKapcTBeHHb!H rrperrapaT II OTXO,!\bl crreJJ;yeT YHll'ITO)Kl!Tb B COOTBeTCTBIIH 

C ycTaHOBrreHHb!MH Ha[]l!OHaJlbHb!M 3aKOHO,!\aTerrbCTBOM Tpe6oBaHHl!MH. 

7. J:J:EP)KATEJih PErHCTPAU:HOHHoro YJ:J:OCTOBEPEHIDI 

Ilqiatt3ep Mme 

A):(pec: 66 Xa.1J:COH EyrrhBap I1cT, Hb10-l1opK, lllTaT Hb10-l1opK 10001-2192, ClllA 

Terr.:+ 1 (212) 733-23-23 

https :/ /www.pfizer.com/ contact/ email 

7 .1. IlpeJJ;CTaBIITeJib JJ;epmaTemI per11cTpan:110HH0ro YA0CT0BepeHHll 

IlpeTeH3HH IIOTpe6HTerrett HarrpaBrr51Tb IIO wmecy: 

Pocc11ttc1cal! «l>eJJ;epan:1rn (a TmoKe JJ;Jill Pecrry6nmrn ApMeHHll II Kb1prh1Jc1wii 

Pecrry6nmrn) 

000 «IIqiatt3ep I1HHOBa[]l!H)) 

A.ll:pec: 123112, r. MocKBa, IlpecHeHCKM Ha6., .IJ:. 10, EU: «EarnHll Ha Ha6epe)KHOH» (ErroK 

C) 

Terr.: +7 (495) 287-50-00 

<I>aKc: +7 (495) 287-53-00 

3rr. IIO'ITa: Russia@pfizer.com 
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Pecny6Jimca l{a3axcTaH 

<l>mrn:an KOMrramrn Pfizer Export B.V. (Ilcpali3ep 31<crropT E11.B11.) B Pecrry6nm<e l(a3axcrnn 

Anpec: 050000, r. AnMaTbI, Mep;eycK11li palion, rrp. H. Ha3ap6aesa, p;. 100/4 

Ten.: +7 (727) 250 09 16 

<l>aKc: +7 (727) 250 42 09 

3n. rroqrn; PfizerKazakhstan@pfizer.com 

Pecny6Jimca EeJiapyc1, 

IIpep;CTaBl!TenbCTBO 1-laCTHOll KOMIIaHJrn C orpaH!l'leHHOll OTBeTCTBeHHOCTbIO 

«Pfizer Export B.V.» (Koponescrno H11p;epnaHp;os) B Pecrry6n11Ke Eerrapyc1, 

A)l;pec: 220036, r. M11HcK, rrp. ,[(3ep,1mnc1<oro 8, ocp11c 403 

Ten.: +375 (17) 309-38-00 

<l>m<c: +375 (17) 309-38-19 

3n. rro'lTa: belarusro@pfizer.com 

8. HOMEP PErMCTP AU:MOHHOro Y,IJ:OCTOBEPEHIDI 

JIII-N2002089-Pr-KZ 

9. ,IJ:ATA IIEPBMquon PErMCTPAU:MM (11O,IJ:TBEP)K,IJ:EHIDI PErMCTPAU:MM, 

IIEPEPErMCTP AU:MM) 

,[(am rrepB!!'lHOH per11cTpari1111: 17 Arrpem1 2023 

10.,IJ:ATAIIEPECMOTPA TEKCTA 

O6Il\a51 xapm<Tep!!CTl!Ka ne1<apcrneHHOro rrperraparn ,[(OCTl!HeKC )l;OCTYIIHa Ha 

!!HCpopMan110HHOM rroprnne EBpa3!fllCKOro 3KOHOMll'ICCI<Oro COI03a B !!Hq:>OpMaI1l!OHHO­

l(OMMYHIIKan110HHOll CeTI! «HHTCpHeT» http://eec.eaeunion.org/ 
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TirlJirEH, H0MIPJ1EHrEH 1K8HE M0PM EH 

6EKITIJlfEH / 
nPOWl1TO, nPOHYMEPOBAHO 11 CKPEnJl EHO 

TTEY.A'CJ>!Q 
- - - (Ha _di/ __ JlHCTax) 

TTAPAI<; / J111,,CTQB,r. c 
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