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OMUA5I XAPAKTEPHCTFIKA JIEKAPCTBEHHOFO HPEHAPAIFA 
YTEP)KflEHD 

LHMCTEPCTBOM 

3flPABOOXPAHEH l 
PECflybflWKM E.EI1PYCb 

flp44Ka MMCTe T 3JPBOOxpaHeH I 

1. HAHMEHOBAHHE JIEKAPCTBEHHOUO IIPEHAPATA ________________ 

UHIIPHHOJI®, 250 Mr i 500 Mr, Ta6MeTKH, [I0KbITbI flfleHoqHoll O6OJIOKOi 

2. KAqECTBEHH1IIñ 14 KOJ1HECTBEHHM1I COCTAB 

I ia6nema, flOKbITM mIeHoHoIi 06on0qKo , CO) P)KHT 250 r.ir iurn 500 Mr wrnpocMoKcaw*ia a 

aaie urnIpo4J1o1(caLwHa rjpoxiropna M0H0rHEpaTa 291 MF Ii 582 Mr CooTBeTCTBeHHO. 

BcHoMoraTeJmHbIe seniecaa neperncie i B pa iene 6.1. 

3. JIEKAPCTBEHHA$1 OPMA 

Ta6J1eTKH, ITOKMThI I1JIeHOqH0il o60JIOKOi 

Ta6J1eTKH 250 Mu: Kpyrnble, 6ern,re, ThBOSIKOBbIHyKJ!ble, Co CKOWHHbIMI4 K BMH H HaCeIKO}i Ha 

OLHOU CTOOH Ta6J1eTK11, [IOKbITb! nMeHoHoi o6onoqKoli. Ta6JIe'rKa MO)KT 6blm noei1cHa Ha 

1LBC oJU1HaKoBbIe acTn, cO.rep)KanLHe paa e 1O3bI. 

Ta6.nelKu 500 Mu: oaanbHble, 6eJlbie, BOMK0BbIflylUIbIC, C HaCe'.IKOi Ha OHOH CTOPOHC Ta6JIeTKH, 

nokpblmle UJICHOMHOH o6oJ1oqKoB. Ta6iie'rxa MOKCT 6blm norLeJ]eHa Ha LB o1HHaKoBbIe TiaCTM, 

coepaiue panie O3bI. 

4. KJIHHH11ECKIIE JLAHHb1E 

4.1 HOKa3aHH1 K fl HNICHCHhIO 

14rnpHHo.n .LUIM .ieie1-rni cneJyonHx  HH4)eKww (cM. 3LCJIbI 4.4u5.1). 

fl epe. 1-laqaJioM epanrn I111CTaJ1BHO BHHMH14 ciiejye O6paTHTB Ha HHCj)OpMaW4}O o 

C314CTHTHOCTH K LwnpocjirloKcauHHy. CJ1ejyeT HFIH14MTB 80 BHHMaHHC ocjrnLHaJIBHbIe 

peKoMei-inaurnl OTHOCHTJThHO FLane)Ka1uero HC[JOJIb3OBaHH2 aHTH6aKTep14aJIbHbIX cpecTs. 

Bpociu,:e 

• Km/i el(açuu nu#cnux omôe.izoe ôbzxamem1m1x nymeü, 6bl36flHbI 2paM-ompuLameJ1b1muiu 

6aKmeplutu. 
- o6ocTpeHHe XOHH CKO14 o6cTpyIcrHBHoi 6osIe3HH ilerKMx; 

- 6poHxoneroMHbIe HH4eKUHH npø MYKOBHCUHO3 H 6poHxo3KTaTH4ecKo 6oxIe3HI4; 

- HHCBMOHH$1. 

• 06ocrnpeuue xpouuIecKo2o 2KOU1O2O cpeôiiezo omuma; 

• Oôocntpeuue xponweci.co.'o cuuycuna, oco6eHHo BbI3BHHOO FPMOTPHUTCJ1bH&IMH 

6aicrcp-utr.iu; 

• Heocizodlcnenubzii oc,npb,u tucinum; 

• Ocrnphiü flueJiOU&/Jpurn; 

• Ocilodldueuuble uiu/ieKlfuu Mo'eebz6oàsw4ux nymeü; 

• BaK?nepuamnb1ü npocrnanium; 

• ffll4eKiluu nojiogbiX nymei: 

- roHoKoKJco6blu ype,npu,n u tfep6ulfuFn, BbI3aaHHbIe Neisseria gonorrhoeae; 

- Opxo9nuu&ui4um, B TOM 'IICJIe BM3BBHHbffl Neisseria gonorrhoeae; 

I 16.04.2024 
Crp 1 113 23 J 



nOCnEOBATEnbHOCTb(1 fl i s i[ 

- Bocnwzumeilbnbze 3a6oJ1eeanux op2axo :wzoo rna3a, BKM}oqasl BbJ3BHHM Neisseria 

gonorrhoeae. 

• HuçbeKquu d,ceJiyôoL1Ho-Kuwe'oIo2o mparna (HarlpliMep, Ju{apesl nyrernecTaeHuHxa); 

• I'IHrnpaa6ao. tunamubie uuçbeiaiuu; 

• Hn1eKz4uu K03/CU U M52KUX FnKaUeii, BM3BHHM fPMOWHUTJThHbIMH 6aKTep1DlMM; 

• 3'ioKatiecrnGeHnbzii HapyuIcFm:u omum; 

• HHJieKLUU Kocmeu U cycrna606; 

• L(unpo/iJzoKcatIuu oaicem npUMeH5unbC51 ày? .ae'teHu5? nauenmoe C fleUmpOneHUeU U 

iiuxopaakou, KO?flOpa.S? npeôno!lodcumeJlbuo 6b136axa 6aKrnepuwlbuoü uHçbeKl4ueü,• 

• Hpoçbu.iaKmuKa Uu6a3U6I-ibzX unçbeklçuü, 8bl36H1ThlX Neisseria meningitidis 

• Hu2aJzRtuoHHaR /opMa cu6upcKoi U6bl (nocTKoHTaIcrHaM npo4wJIaKmKa i1 

3a6oJJeBaHHM). 

flocKonbKy 4TOpXHHOJ1OHM, B TOM 'I}iCJIe UHflPO4JTOKCaUHH, MOFF CCOLUThPOBThC C CebC3HbIMH 

He)KenaTeJthHbIM1I peaxIuilMvI, a y HKOTOb1X 1UHHTOB C OCTp&IM 6pOHXHTOM, OCTPbIM 

6aKTcpllarnln.IM CHHCHTOM H HCOCJ1O)KHHHbIMH HH4eKUHMH MO BbIBO ILUHX riyrei y.nymeHne 

MO)KT Ha6Jllojlamc,l 6e3 J1eqeHHM, B K CTBC peep oro 

JICK CTBHHOO cpeLCTBa. HpH Ta1<Hx floKa3aHll$lx, KaI< O6oCTpeHHC XOHHCCKOO 6pOHXHTa, 

060c'rpeHHe XOHW1CKOFO cilHydllTa, HeOCJ1O)KHeHHbIe MH4eKuHH MOeBMBOHU. 1X nyreil, ero 

MO)KHO HCflOJ1b3OBTb TOJIBKO rip OTCTCTBHH JI&TCHTHBHOfO neqeHHsi. 

/lemu u noôpocmKu 

• Epouxo.?e2o'Hble unçbeKtuu, 6bl3611Hbi Pseudononas aeruginosa, y aemeu C MyKO6UCIfUôo3OM; 

• OcJzowcHeHnb1e unc/eKLçuu oieeoo mpama U OCmpbiu nueJloHepum; 

• Hnwunçuonnax Cu6upcKaR cua (rioc'rxoHTaKTHasi r1po4HnarniKa it iie'-ietiue 3a6oneBaHi&si). 

LHnpo4JLOKCaunlH MO)KT TaK)Ke I1C[IOJIb3OBaTbC$l W151 JIeleHHM T5DKe3Th1X HH4JeKIjHH y .LeTec1 H 

flOtLpOCTKOB, orma 3T0 c'-lHTaeTcs[ Heo6xoJu1MMM. 

J1eern1e JIOJDKHO 6bllb H3H HO TOJ1bKO spa1aMH, KOTOb1 HMCIOT OflblT nee ii 

MYKOBHCUIWO3a HI}LflH T5{)KCJ1b1X MH KUH y eTeii H 11OTpOCTKOB (CM. pa3ienbL 4.4 ii 5.1). 

4.2 PCKHM L1O3HpOBaHIItI II CHOCO npueenui 

PeMM .IO314pOBaHH$1 

O3a w4npO4JJoKcauuHa 3BHCHT OT BW H T$DKCTH 3a6oJ1eRaHMs1, THH HH4eKUHM, COCTO5IHHg 

opl'aHH3Ma, 4yHKUI1H noe riaue a, a y LeTeH H HOPOCTKOB - aicce OT MCCM Teila. 

fl po.zjorn<HTeJmHocm ieensi 3BHCHT OT T5DI.zecTH 3a6oJ1eBaHIL, P3Y TTOB KJ1HHHeCKHX H 

6aKTepHoiiorw1ecKMx HccMeoBaHHc1. 

JJDl neern nH4exw4n, Bb13BHHbIX HKOTOPMMH MHKOOP HH3MMM (HanpHMep, Pseudomonas 

aeruginosa, Acinetobacter 1,u1I4 Staphylococci), rvioryr no'rpe6oBamcM 6oiiee BbICOKH ZO3bI 

unrIpo4lJ1oKcauMHa, a aioie OLULOBPMCHHO H3HUCHH .ZIpyF}IX aHTn6aKTep}IaJmHbIx nperlapaToB. 

fl pH JTeMeII1414 HKOTOPb1X HiI4eKUH (HanpMMep, BocrlajlwreslbHble 3a6oneBaFu{51 opranoa 'ra3a, 

nHTpaa6L1oMI4HaJIbHbIe HH4CKLU1H, HHcjeKurn1 y fl UMCHTOB C HeiiTpOneHHeI iUThI HHceIuWH KOCTei 

H cyCTaBoB) Mo)teT 6},ITb a aeua COIIYCTBYIOW51 TepfII4B pyI'HMH aHTI46aKTepMaJ1bHb1MI4 

J1CK CTBCHHMMH cpe1CTBaM}1. 
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ll oKa3aHlle i np eueuiim Cyronaii Elo3a, MF O6luaH 

fl O)OJIKHTJ1bHOCTb 

J1cqcHHø (c 9TOM 

Tepallifil, HallaToli 

HPHTPJILHMMH 

4opMaMfl 

________________________________________ _______________________ 

lulnpo4)loKcanHHa) 

I4H4)eKunn I1H)KHI4X OT,LeJIOB h1XTCJThHMX 500 ir — 750 Mr rBa paa 7 - 14 z1HeM 

nyre _____________________ 

B Hb ______________________ 

HH4eKw4H 060crpeHMe 500 Mr - 750 Mr flB paa 7 - 14 jHC}I 

Bepxnllx OTJIe.TIOB xpo ecoro CHHCHT B JeHL ______________________ 

LMXTJThHMX XpoHHecKMi rHOiHbIi 500 Mr - 750 Mr a paa 7 - 14 u-iei 

nyrei 
CpeJ1HHi OTMT B LHb _____________________ 

3J1oKaecTBeHHb1i 750 Mf a paa B .IieHb OT 28 mHeii ro 3 MecslueB 

________________ 
Hapy)*cHbI OTHT ______________________ 

______________________ 

HeocMoxcHeHHbI 250 Mf — 500 Mr ja paa 3 ai 

MO BbIBOMLLMX OCThH LII4CTHT B .reHL _______________________ 

nyre )KeHUIHHaM B nepuo fl MHOflY3bI — 500 MF OJWH 

B zeHB. _______________________ 

Ocno IeHHbIe 500 MF Ba paa B LeHb 7 ru - eii 

I1H4eKLu4I 

MoqeBb!BoJsLIw1x riyrei, 

OCTpbIfl nneJIoHe4pI4T 
______________________ 

______________________ 

Ocoi<HeHHI,li OCThW 500 w — 750 Mr LB paa He eee 10 uuei, B 

IuIeJIOHe4JpuT B Hb HKOTOMX C.nytla5lX 

(I-iaripMMep, upil 

a6ceccax) nee e 

MO)KT 6bITb HO)1)1HO jO 

__________________ 

___________________ 

21 HB. 

BaicrepuajlbHblii 500 Mr — 750 MF Ba paa O'r 2 — 4 eieim (ocrpbIi) 

rlpocramT B LjCHb 

4 - 6 HeLeJIb 

_______________ 
_____________________ 

______________________ 

(xpoHnecKHI) 

YporeHHTaJm- FOHOKOKKOBMi YTi1T OuioRpaTHb1 i HHM 1 HB (oHoKpambIii 

HbI HHceKUHH H UPBHL1HT 500 Mr flpMeM) 

OpxorIFuu&wiMHT 500 Mr — 750 Mr LB paa He eee 14 jweii 

BOCI1aJH1TeJIbHbIe B Th Hb 

3a6oneBa}rn2 oprao 

________________ Malloro Ta3a _______________________ 

HH4eKuHH )KKT HapeB, BbI3BHH I 500 Mr paa B IHb 1 Hb 

H EIaTOFeHaMM, B TOM 

HHTpaa6LIOMHHaJ1 Tmcs!e S/i igella spp., 

bHMC HH4eKIUIH KPOM Shige/la dysen-
teriae Till 1, i 

riipiqecicoe iieeiie 

T5?KeJIO zxiapei 

nyreuIecTBeuHHKa ______________________ ______________________ 

)Iiapei, RbI3BHHH Shi- 500 Mr paa B I t-ib 5 ru-iei 

ge/Ia dysenteriae Tin I 
_________________ 

)Inapei, Bb13BaHHas Vib- 500 Mr JB paa B Hb 3 .LIHI 
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rio cholerac _________________________ 
__________________________ 

EpIoLIIHoH TH4J 500 MF ,LBa paa B 7 He 

I4HTpaa6LoMFrnaJIbHLIe 500 Mr - 750 Mr 2IB paa 5 - 14 wie 

MH4eKuFrn, BbI3BHHbI B Hb 

________________ 
MHKpOOpI'aHH3MaMH _______________________ 

MHeKLu1H KO)KH H MErKHX TKaueH 500 MF — 750 Mr .aBa paa 7 - 14 iuiei 

B ,eHb _____________________ 

MHckCKUHFI CCTBOB H KoCTeH 500 Mr — 750 Mr 1B paa MaKC. 3 MecLa 

B 
ICH b  

______________________ 

J1eeHHe HHcjeKLw1 y j1UHCHTOB c 500 Mr - 750 Mr paa TepanH J1pOBOLI1TC$1 B 

HenTponeHHeu, iorma floo3peBaeTC, 4TO B Hb Te'IeHHe Bcero nepoia 

.nHxopau(a cB53ai-1a C 6aKTepHaJIbHOH HCHTpOfleHHM 

nH4eKineH. 1HnpocbJIoKcaunH cne.nyeT 

a aam COBMCCTHO C 1 FHMU 

aHTH6aKTepHaJ1bHbIMH JIeKapCTBeHHbIMM 

CCJCTBMH B COOTBTCTBH1{ C 

o4HLuIaJIhHbIMM peKoMeHJLauw!MH. ______________________ 

flpornaKTHKa HHB3HBHbIX HH4eKUHi , OJHOKpaTHM fl HM 1 JCHB (oHoKpaTHbIi 

BM3BaHHbTX Neisseria meningitidis 500 Mr flpMeM) 

HOcTKoHTaKTHa [Ipo4llUJaKTHKa H JIeqeHMe 500 Mr JLB paa B .LjCHb 60 tijiei C MOMHT 

MHraJ1s1InoHHoM cLOpMbI CH6HpCKO1i 5l3Bb1 y UOTBC)KL HH5I 

rIaLU1cHToB, KOTOpb1e CHOCO6I-IbI HHHHMTb HH4HU}4POBaHH5I Bacillus 

riperiapa 'lepe3 poT. JTeeHHe ciieye anthracis 

H HHTb cpay riociie npe.lLnonaraeMoro 

HJ1H HOLTBep?K.EeHHOF0 HH4lltuHpoBaHHl. ______________________ 
______________________ 

/[enw u flOJJOCflhKU 

Hoica3aH11e K flPHMHHUiO JHeBHaU IIO3, Mr O6i an II OJWJ1K1ITJIbI1OCTL 

ieeuni (c TOM Tepanuu, 

na9aToil 

_______________________ 

________________________ 

4opMaMH uunpo4J'oKcaunhIa) 

MyKoHHcEwIo3 20 MF/Kf MCCM eia LBa paa 10 - 14 miiel 

B 1IeHb, MKCHMJThH I paoai 

___________________________ jo3a - 750 Mr _______________________________ 

OcMoHeHHbIe HHJeKuHH 10 Mr/Kr MCCM Te.na .risa paa 10 - 21 rniei 

oeoro rpa a H OCTpMI B .lieHb - 20 Mr/Kr MACCM Tena 

HHeJ1oHe4IpHT 1Ba pa3a B 1leub, 

MKCHMJ1bH5I pa3oBasI o3a - 

_________________________ 

750 Mr ______________________________ 

flOCTKOHTaKTHa5I 10 Mr/Kr MCCM ema .LLRa paa 60 C M0MHT 

npocfrnulalcrllKa H Jie'iei-ine B E1b - 15 Mr/Kr MaCCM rena Ho.aTBep)KJIenMs1 HH4M4LMpOBaHHSL 

HHraJ15!LLHOHHoi'l 4opMbI JiBa paa B 1eHb, Bacillus anthracis 
CH6HpCKOii 5I3BbI y MKCHMJThH5I paoa o3a - 

na1rneFrcoB, KOTOW 500 MF 

clioco6HbI IHHHMTh 

ripenapa'r epe p0-F. 

JIeeHHe ceye i-ianiiiam 

cpay nocrie 

npenonaraeoro 

____________________________ 

_______________________________ 
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noLTBep)IceHHoro 

HH()HLJ$OBHH51 __________________________ 

______________________________ 

pynie T5D J1bIC HHcJ)eKuFw 20 Mr/Kr MCCM eiia Ba pa3a B C00TBTCTBHH C TH[I0M 

B e}rb, MaKdHMaJmHasi a3OBa5( HHceKUrn4 

____________________________ 

Lo3a - 750 MU _________________________________ 

C.J1eLyeT HTMBTb ocuiuiarnrn,ie peoewawi no HaiuieKaiueMy flPHMHHHLO 

aHTn6aKTepHaJmHMx CpeCTB. 

HolcuJ1b1e nauuei-irnbj 
fl auHeHTaM HO)KI4JTOFO opacia CJie,LyeT a aam .rieqenne B CooTBeTcTBHH Co CTCI1HMO T$DKCTH 

M1141eKuHH 11 KJH4CHCOM xpeaTiIHHHa. 

HoenaH u izeeuo tasi HeàocmanzoHocmb 

Kinpeiic peaunua CbIBopoToHbiiI Jo3a nepopai o 

[MJ1/r1nH/1,73 i21 K THHHH IMli 

_______________________ 

IiM0JIb/J1J ____________________________ 

> 60 <124 O6bNHb1i )KHM JL03HOBHH$J 

30 - 60 124 - 168 250-500r.1rKaçtbIe124 

<30 >169 250-500MrKaçbIe24 

fl aUHeHm1 Ha FCMOHJ1H3 > 169 250 - 500 ru -  Ka i.1e 24 q (nociie 

__________________________ 

________________________ 
JE{ann3a) 

fl aWIeHmI Ha rlepwroHe- > 169 250 — 500 Mr K)KIbI 24 'i 

aJ1bHOM )HBJ1U3 ______________________ _____________________________ 

Y HLHCHTOB C napyuene 4yHKUHM neeu KOPPKUMH .rO3bI He Tpe6yeTc$l. 

Oco6eHHocTH I1HMHCHFI y JLeTei C YHKUMH nee HJIM riotie He H3yeHbI. 

Cnocoó npiiienenu 
Ta6JICTKH cnejye HPHHHMT& UeJ1HKOM, 3arlllBasl )fU&LLKOCTb}O, He3aRHcHMo OT npea flHLLLH, 

OJJHaKO HTOILjBK BCCbIBHH KTMBHOFO BeIUecTBa 6ye'r HpoI4cxOIMm ôblcTpee. 1-binpHHon® ne 

cjIe.uyeT HPHHHMTb BMCCT C MOJ1OHMMM ripojiy a (r1o.aoKo, llorypT) in1 c coxarrn, 

o6orauiern-iblMli M}1HC SIMH (cM. pa3JeJI 4.5). 

B T5iAceJ1bIx cnytlaslx, wn4 eciirn IILUIHT He cnoco6en npHHHMaTI, Ta6JIeTKH (HanpHMep, HaL1HCHThI, 

HaxoJIIuuIecM UB DHTC J1bHOM nUTaHUM), peKoMeH)yeTcsl HaMHH1Tb JietleHile C BH{IHBCHHOUO 

BBCJ1CHHM UHHPO4JIOKCaUJ4Ha C flOCJ1eJyIOUjHM riepcxoo Ha nepopaJ1bI-ibn npiieri iiei.apcme oro 

cpeJicTBa. 

4.3 HpOTHBOI1O3auHs1 

- HoB&meHi-ial tlyBCTBMTernHoCTb K aKTHBHOi Cy6CTaHUHH, XHHOJ1OHM HuH BCI1OMOraTeJIbHMM 

BeuLecTBaM, nepe'-IHcJleHHbIM B pajeue 6.1. 

- OnoBpeMeHHoe HHMCHHHC IHnpo4J1oKCaLUtHa H n{3aHH1MHa (crvl. pajesi 4.5) 

npoTw3onoKa3aHo. 

4.4 0co6iie yKa3aHHI H MM UPCJIOCTOPOHOCTH npø fl HMHCHflh1 

Cizeèyein U3öeZamb flpu.4se11eftuJ unpoi-/1JzoKcaz4una y na14ueHrno8, 6 au aMHe3e KOfltOb7X 

u:ewmc c.iij'au paeuinuui C bC3HblX ne.iceiame.mnoix peaKl(uu, C6R3UHblX C 

XUHOJ1OHO6 uiiu ./iInopxuiIoJzoH-coepncauçux i.eapcineeuuix cpecrn (cs. pa3ôeil 4.8). 

JIeeiiue rnaux ,zasuenmog l4unpoçbiloKcal4uuo4v ciieôyem iiaqunam lf1011bKO ?ZU omcymcmuu 
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ill! bill 9Il 1flU6I1bIX apuannioe mepanuu u noc.ze ,nuame.m,wu otenKu coomuoiueuu 

flolib3a/pUCK (c.:. pa eii 4.3). 

.LUlwrejlbllble, HllBaJlHwi3Mpykolwle, HOTHIUiJ1bHO Heo6paTHMh1e cepbe3HbIe He)Keila'reJlbHble 

peaKIu1H. 

bbulH noJ1yeHI1 COO6LILCHHJ1 0 3BHTHH OeHb pe.aKux, JLJ1MTeJI1 HbIX (nponorni.aonwxcsi MCC51UbJ 

11m1'I rob1), HHBaJ1FU1H3IJpyIOIIjHX, 10THILHJThHO HeO6paTHMMX CCb3HbIX He)KeJ1aTernHbIx 

peaKuH$ix, C B03LeCTBHeM Ha pa3ml4qHble, irnor.ra HeCKOJI}KO, CI1CTM OFHH3M qcjoexa 

(xocTHo-MITme'wy1o, H BHYIO H ricx ecyio cMcTeMbI, opra i 1.lyBCTB), y nai eHTos, 

HOJItIBU1HX XHHOJTOHM HJIH cj)TOpxHHOJ1OHbI, H3BI4CHM0 OT UX B03 CT H r1peL1UeCTByIOLLU-IX 

4axTopoB pllcKa. 11pM HO5JBJIHHH !1PBbIX HPH3HKOB H CKMHTOMOB 31106014 Cepbe3H01 

peaKiwli, dMe.LyeT HeMe)U1eHHO HCKPTHTb rip eeiie u11ripo4MoKcauHHa, a 

nauFleHTy PK0MHOBTB o6paTflmcsl K spay. 

TKenb1e MH4eKLU1OHHb1e 3a6OJ1eBaHHSl 14 CMenIaHHMe HH41eKuHoHHMe npoueccM, BM3BaHH1,le 

rpaMnoJlO)K14TeiIbH0n H aHa3po6Hoii rIaToreHHoi 4inopo . 

MoHoTepanu UMflpo4MoKcaLIHHOM He fl0X0HT Li,iriii 31eleHHSl T$D1C J1bIX MH411eKIu4H H 3a6OneBaHnn, 

KoTopble MOFT öblm Bb13BaHb1 rpaMrloJlo)KHTe.TIbHoH MJIH aHaDpo6Boui naToreHHoH 4ii0poi1. B 

KB3HHMX ciyasix Hh1pO4J1OKCaIIHH cJxeJiyeT H3H TB QL1H0BPCMHH0 C PYFHMH 

aHTH6aKTepI4asIbHbIMH npenapaTaMM. 

CTpenToKoKKoBai HH4eKI1n5I (BiuI1oqa1 Streptococcus pneumoniae) 

LHHpO4nOKCaHH He peKoMcHoBaH wii neqeHwl CT HTOKOKKOBb1X HHckeKUrn1 B CR51314 c 

HeocTaToMHo 3c14eKTHBHocm1o. 

I1H4eKLLHH flOJIOBOFO paicra 

3HH.LU41UM0OPXHT H 3a60.fleBaHH51 0FHOB MaJIOFO Ta3a MOFT 6bITb BbI3BaHb1 CTO14MHBO14 K 

4TOpXHHOJ1OHaM Neisseria gonorrhoeae. I4Hnpock.11OKCaw'f H cierye Ha3HaqaTb o.rJH0BpeMeHHo c 

JJPYFHMH aHTH6aKTepHaJ1bHbIMI1 rlperlapaTaMil, 3a l4cKjlloqeHHeM cilytlaeB, Kora uHr1pOJ1oKca'uu-'-

pe3FfC-reHTHa Neisseria gonorrhoeae MO)KT 6b1Tb 14cKJ11ot1eHa. Eciu B T HHC 3 4HCH He 

Ha6rnoaeTc51 KJII1HH'iecKoro yJ1ytILIICHM5l, TO jietleHile Heo6xo.ru1Mo rlepecMoTpem. 

i4iLdeKLu1H MO Bb1B051 MX llyreH 

Pe3HCTeHTHOCTb 4T0pX}1HOJ1OH0B K Escherichia co/i - naoreHy, Han6oJIee qaco Y CTBY1OIIMY B 

HH KUH5IX MoqeBblBojlsllw1x riyrei , BM1P T B EBponeicKoM Colo3e. PeKoMeHyeTcsi y'4HTh1BaTb 

MCCTH1O PCflP0CTPHCHHOCTb 3HCTCHTH0CTB 4JTopXHHO.JTOHOB K Escherichia co/i. 
CJ1eye'r o)KHmaTb, tIT0 BBCJCHI1 pa3OB0c1 LO3b1 Lu1np041J1OKCauHHa, KOTO 51 M0)KT 6bTTb 

ndnoju,3osaHa npi HeoCilo)KHeHHoM UHCTHT y )KHI1HHM B npeMeHonay3e, 6yjleT eee 

344eKTHBHbIM, 'leM 6oiee wlMTellbHblfi ypc neieHiui. 3To oco6ellHo ciiejye OTMTHTb Ha 4O1Ie 

poca P3HCTHTHOCTH T0XHHO310HOB K Escherichia co/i. 
BHyrpll6ploulHble MH41eKuHoHHbIe 3a6oJ1eBaH14 

CyI1ieCTBy1OT o1-pa11HeHHbIe .La1IHbIe rIO 344)eKTHBH0cTH UMrIPO4)JIOKCaUHHa 11)131 3Ie'ieHM5a 

HOC1I0HPUH0HHbIX BHyrpll6ploLuHblx HH4eKunoHHbIx 3a603IeBaHrn4. 

)napesl flYFLUCTBHHMK 

fl pii BM6ope uHr1po4JIoKCaIuIHa Heo6xoJrnMo YMTb1BTb uHcflopMauHlo 0 PC3HCTHTHOCTM K 

npenapaiy C0OTBTCTB1O11iFO [ITOFHHOFO MHK0OFHH3M B rioceivaeoi cTpaHe. 

HHceKUHOHHbIe 3a6oneBa1-rns( x0CTeii 14 cycTaBos 

L11IHp04JJ1OKCauHH dThe.1yeT a aam B KOM6HHaUMH C LpyFMM11 npoTHBOMHKpo6HbIMn 

npenapaa H T0JIbKO iiOcsie flPOBThHH$1 MHKpO6HOJ1OFHeCK0FO HCc11eLoBaHFui. 

CH6HpcKa5 5l3B 

HpHMeHeHMe y 31}OJLei OCHOBH0 Ha HHbIX MCCJ1CJOBHH$1 YBCTBHTJ1bHOCTH in-vitro H 

HCCJ1ZOBHM Ha )KHBOTHbIX. CBeJIeHWI o t1HMHH11M ripelIapaTa y JuoLei orpaHll'ieHbl. 

J1eaiueMy JL0KTOY cJIexyeT CCBIJ1TbC5I Ha HaUHOHaJ1bHb1e M/I4J1M MeK.LIyHapotHbIe JoKyMeHTbI, 

CB5I3HHBIC C J1C H14CM K3HH0F0 3a60JIeBaH145I. 

£TM 11 11O.TpOCTKH 
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ll nnpo4noKcauMH y LeTeH 14 I0ZPOCTK0B cJIe.1yeT I1HMR5ITb B COOTBCTCTBHM C 04)HLHaJThHbIMH 

peKoMeH,rauHsIMH. 

JIeHeH1e MWKCT 6bITb Ha3I-laqeHo TOJTbKO CneLu1arrnCTOM, HMC1OIIU4M OIbIT B J1 HI4H KIICTO3HOO 

clni6po3a H/MJTh1 T5DKCJThIX 11H4eKLu4oHHbIx 3a6oneBaHuh y ,ueTeII 1 IIOThPOCTKOB. 

LJoKa3a11o, 'ITO UHHPO4)JIOKCaUHH Bb13bIB T apporia io CCTB0B y H3 JIbIX MUIBOTHbIX. )]aHHbIe 

no 6e3onacHocTll 113 PHLOMH3HP0BHH0O KJ1HHH CKOFO Hccne.rjoBaHMsJ, H0B0HMO0 MT0L0M 

LBoc1HOi cienoci npO6bl, B ICOTOPOM OLLH11BOJIH HPHMHHM UHIPOIIOKCUHH y zeTei 

(uHr1po4oKcauHH: fl = 335, CpeJHHfl B03 CT = 6,3 .ne'r; npenapami cpaBHeHM5l: n = 349, cpeurni 

BO3PCT = 6,2 JIeT; BO3 CTHO j anaoii 1 jo 17 JIeT) fIOK3bIBlOT cneyioiuyio acoy 

IIpOSIBJICHH$1 apTponaTHH, BPOSITH0 cB5L3aHHoll C npenapaa (B OTTh1I'1If UT 

o6beKTHBHb1x 11 Cy61eKTHBHb1X CHMIITOMOB Co CTOPOHM CyCTaBOB) .110 42 .L1He C MOMHT HaqaJia 

npilMeHellllsl: 7,2 % i'r 4,6 %. 
' -lacToTa BcTpe'IaeMocTH 3a6oMeBaHMsl 3a oJiHoJ1eTHM flepHO COCTaBFIJilI 9,0 % 11 5,7 %. 
floBMIueH14e, CO BpeMeHeM, 'laCTOTBI B3BHTHI apTpollaTHll, BCPO$ITHO 3B14CHMOH UT npiea 

npenapaTa, iie 6bliio CTTHCTWIC1<H 3HHMB1M exciy rpyll[1aMH. JIe'ieHHe cneye -r H HHTb 

TOJIbKO I1OCJIC OUHK11 COOTHOWH1DJ [IoJ1b3a/pHCK B CB5I3H C BO3MO)KHhIM He)fceJIaTCJThHb1M 

.L1enCTB11eM Ha CYCTBbI H (11.1111) npHlleraloau!e TKaHH. 

BpoHxojlëot1uble uu(/JeKquu npu MyKo6uct1uôo3e 

KJIHHW1eCKHe 11CCJ1C4OBHH$I BKJ11O JIH 4eTe H flO.L1pOCTKOB B BO3PCTC 5 - 17 ner. ECTb 

OrpaHlvleHHble jaiiHrie, Kaca1owiecil J1eeHFI5I .1jeTei B BO3 CTC OT 1 rolla o 5 JIeT. 

Oco3Fcueuub1e UH K14UU Moeebl6o35nqu nynieü u nueiloHeçbpuln 

RJiHHHeCKHC HCCneroBaHHsl BKJTIO'I2U1H .11eTeH H flOJOCTKOB B BO3PCT UT 1 roja rO 17 JICT. 

Boripoc o ne'iei-iin LtHflPO JIOKCUMHOM CJ1e11yeT CCMTPHBTh B CJIyqasIx, Ko1-11a ne'leHHe 

JIPYI'HMH nperiapaa He sIBJuieTC5l BO3MO)KHBIM, H TOJIbKO nociie UPOBClCHH$1 

M1tKpo6nwior11 ecKoro aHaJ1H3a. 

,L(pyzue cnetcuçbu'wcKue in iceii :e un/e/açuu 

lipH ipyrx T$1)KJ1bIX I1H4CKLLH$1X 1IHMCH5I}OT nperiapa HO Oc1HLU4aJ1bHbIM FUll 

noce TuiaTeJmHoH OLLeHKH COOTHOHICHHS1 noJm3alpl-ICK, eCJ1H HeJ1b3$I IHMCH14Tb pyroe jie'ierne, 

HuH B culy'lae HC34MCKTHBHOCT1't CTBHIIapTHOFi TepaliHil, 11 KorlIa C3JIbTTbI MHKpO6HOJ1O1'HCCKOFO 

aHaJIH3a nolITBep)KL1aIOT [1pHMCHCI-IHe L1H1Ipo4 J1oKcaIIHHa.

He npoaeeuo KJ1F1HH CKHX HCCJ1el1oBaJIHH 0 I1p14MHHFD1 LtHflpO4J1OKCaLIHHa npll .1pyrHx 

T5DKeJm1x HH4eIaLHsIx, KOMC TCX, KOTObl K3HHBJ abu.ue. Hoioriy KJIFIHH'{eCKF1F1 OfibIT B 

lLHHOM c-lyae $1 BJ151CTC51 HlIOCTTO9 UbIM. 

flo TOiI np ne PKOMW1YCTCB OCTOO)KHOCTb B iiee ii naUl4eHToB C TKHMI1 11H4eKL1}tSlMH. 

FHh1epVBCTBnTeJIbHoCTb 

[Tocuic ripea OJ1HOKpaTHOi 1103b1 nperiapaa MOFYT BO3HHKHTh peaKuMil rHflep'iyBCTBHTeJlbF1OCTH, 

BxulloqaB aHa4wLrlaKTnqccKI4e H aHac)HuiaKTo14,LtHb1e pealuwil. B ciiyae B03HHKHOBCHFI YK3HHbIX 

pcaKuHi Heo6xo.11HMo OTMeHI-fTb UPHCM .rIeKapCTBeHHor-0 CPlCTB H H3H HTB C00TBCTCTBY10IIi 

K0HCCPBTMBH0 JieMeHile. 

CKeueTHo-Mb1meqHau CI4CTCM 

UHHPO4J1OKCaI1HH i-ic neye H3H Tb naulieHTaM C 3a6oJIeBaHH5iMH CXO)KF1JIF1 H 

HapylueHllslMM, ca5l3aHHbiMll C J1 H11CM xllHolloHaMll, B TeM He MeHee, O Hh peUKo, 

riocuite MIwpo6l-toirorMqeCKoro I1OJITBP)KlHH$1 4)aKTopa, BbI3BBLUFO 11H4)eKU11IO H O11eHKH 

COOTHOIHHH51 noJIb3aIpHCK MO)KHO H3H HTb 3THM nauHeliTaM UHnpO4JIOKCaUMH C UJTh}O jletleHHsl 

HKOTObIX T$DKJThIX uHJeKuHi, OCO6eHHO, eCJIH epan i 6MJ1a He34xfeKTHBHoii HJIH OTM CTC$I 

3HCTHTHOCTb MIlxpoopraHll3MoB, a M}1Kpo6I4onorH'lecKHu aHaull13 norITBep)KL1aeT flPBHJILHOCTh 

BbI6Opa wrnpocjiuloKcauuHa. 

TeHUHHHT H P3Pb1B CYXO)RMJIHSI 

TeWIHH1IT H PPi-1 CXO)KHJ1MM (oCo6eI-iHo, axi-uiuioaa CyXO)K1fJIll), HHOF.11a .rIByCTOpOHHH11, MOFyT 

BO3HHKTb B TC'ICHHC 48 aco nocuie atiauia XHH0JIOHMH H 41TopxlIHoJ1o11aM14, a 

TK)K B ieene HCK0JIBKI4X MC51I1B nocuie HPKPLLICHH51 ule'leHHSL PHCK P3B14T}UI THlL14HHT H 

papisa C'XO)ICHJ1H51 HOBbILUTC5I y flO)KHJIbIX nau14eHToB, y HLU4HTOB C HoTelHOH 

16.042024 Crp711323 
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HeocTaToqHocTb}o, opraHOS, IIOJ1y lOLLHX OH0B MHHO 

eparrnio KopmxocTepo1waMI4. CnejyeT M36eram O.IwOBpeMeHHOrO HHMHCHM$I 

KOpTHKOcTepOIuoB H 4T0pxHH0J1oH0B. 

11pM fl051BJ11eH1411 r1epBMX I1pH3HaKOB TeHHHMTa (HaripilMep, 60nC31-ieHHbIF1 oTeK, socnaiIeHHe) 

cneLyeT npHeM LIHHPO4JJOKCaUHHa H paccopem aJThTepHaTHBHOC rleqeHile. 

[lopa)KeHHyIo KoHe'-iHocm(H) ciejye ajvieauin O6pa30M nponem (aarlpilMep, 

HMMo6HnH3auH51 KoHe1-1ocTH). He cneye HPHMH$1Tb K0TMK0CTP0HZLbI [1DH flO$1BJTHHM 

[IP143HK0B TeHHHor1aTMH. 

HapymeHn,l 3PHH$1 

Ecmn riogBiurnCb KaKne-MH6o apyuie si Co CTOOHM 3peHHs{, Heo6XoHMO HMIU1HHO 

rIpoKoHCyJ_IBmpoBamcsl C 0TiThMOJIO0M. 

OTOyBCTBHTCJThHOCTb 

Ebulo noKa3aHo, '-ITO uHnpo4noKCauMH BM3b1BaeT peaxwi 4oToLiyBCTBHTeJ1bHoCTH. I1aW1eHTaM, 

flPHHHM}OLUHM UMflpo4rnOKCaUHH, CMeLyeT fl36eraTb np5lMoro BO31CHCTBHS1 COJIH HL1X nye H 

YcI 06ny'-leHMsl (cM. pamen 4.8). 
ll eHwibHa HePBFIa$1 cMcTeMa 

I43Becmo, 'ITO XHHOJIOHBI oryr HHH1t}1HOBTh cyopor H [IOHI1)KTh Cy)OO)KHbIH IlOpOr'. 

Coo6ulaJlocb o c.nyasix Cy.LwpO)KHbIX COCTOHHii. IjHnpocIJ1OKCaUHH cne.ryeT C OCTOO)KHOCTb1O 

fl 11MCHMTb y HUHCHTOB C 3a6oJieaarn-151M11 LHC, nposoiuipyiouHMH P3BHTMC cyj:iopor, a B ciiy'iae 

Bo3HMKHoBeHI45I YK3HHb1X $IBMCHH14 - OTMHHTb ripe ripenapa'ra. )1a)Ke UOCMC iieporo HS1 

MC'-ICHH$I LI11r1pOcjJIOKCaW4HOM oryr 3BHTbC5l ncHxHecKHe peaKL11-1. Pe o iienpeccwi iurn 

HCHXO3 oryr P3BMTbC$I B CHIMflJIbHbI MbICJIH, KYJIbMMHLLM14 KOTObIX CTb [IO[IbITK 

caMoy6rn1CTBa 141111 CaMoy6HhicTBo. B TKOM csiy'-Iae cneLyeT OTMCH11Tb J1e'IeHI4e. 

11epM4)epHCCKasi HBPOflTH$1 

3aperlwTpHposaHbl CJ1yLaH CeHCOpHOñ MMII CCHCOMOTOpHOH nos1MHeBponamM, rIpHBeLLLIICII K 

napCcTe3Hll, r1rnccTe3I-1I4 (noH1I eHHoiI qyBCTBI1TCflbHOCTH), LM3eCTe3HM 111111 CJ1a6OCTH y 

HauneHToB, F1HHHMB[IIHX XHHOJ1OHbI 1'! c1TOPXHHOJ1OHbI. fl anHeHTaM, KOTOb1 fl HMH5IIOT 

LLMnpo4JIoKcauHI-i, cejjye nepem npooJDKeHHeM Me'lHHM HHcf1opMHpoBaTb cBoer'o 

spaa, ecnl4 3BH11HCb CIIMHTOMBI HeBpOflaTHH, TKH KK 60Mb, )IoKeHMe, noKaJ1bIBaHMe, oHeMeHHc 

111111 CJIa6OCTb, To6bI 3BMTI4C flOTCHLUIaJThHo Heo6paTHMb1x COCTO51HM (CM. 

paijte 4.8). 
Cep11eHo- CoCwu1cTa1 CHCTCM 

CMeiyeT C OCTO0)KHOCTbIO 1IHMCH5ITh 4lTOpXHHOJ1OHM, BIcJ1Io'1a51 LU4r1pO4J1OKCaUHH, y naLuieHToB C 

M3BCCTHMMH 4aKTOpaMH HCK [IpOJIOHFaLUIH I4HTepBaJla QT, TaKHMJJ icaK: 

- BpO1c,LeHHbIH CHI-IJpOM YJLMHHCHM5I QT 
- 14cnoJm3oBaH!le J1C1< CThCH}1b1X cpeLcTB, KoTopble, KBK !43BecTHo, rlpoll.J1eBa1OT HHT BBJI QT 
(aHmapliTMwleciuie cpeL1CTBa IA H nacca III, TpHw4KJ1neCIu4e aHTH11eupeCCaHTbI, MaKpoJ1H11bI, 

HepoMcnTHKH) 

- I-IeKoppeKTHpOBaHHhIu 11MC6aJIaHC 3JICKTPOJIHTOB (rHr1oKasIHeMHi, rI4noMarH11cMM5l) 

- cepeHo - COCyIu1CTh1e 3a6oJ1esaHH51 (cepre'rnasi HeocTaToqHocm, 14 KT MrioKap.ia, 

6paJiuKapu1 ). 
11onMbIe nauiieiimi H )KeHIIJ.HEbI Mør'F 6b1m 6oriee 'lyBCTBIITeMbHbI K JIeKapCTBaM, 

I1PQLLMBBIOIIHM I4HTCpsa.11 QT. 11o3ToMy crieye C OCTOO)KHOCTMO HCHOJTh3OBBTb 4TOPXHHOMOHM, 

BKM1O'-raI rulnpo4IlloKcaw-IH, B 3TOH rpyrine nawleRTos (CM. pa3.rJeJmI 4.2, 4.5, 4.8 11 4.9). 
AHeBp1-t3Ma 11 paccnoe e aopmi 

B DflHCMHOJ1Or'FI CKHX HCCTIe,rLOBaHI-IS1X COO6I1aJ1OCb 0 I10BLIIIJCHHOM pncxe P BHTH2 11 BPH3MBI 

aopmi H PCCMOHHM aopTbl, OCO6eHHO y I1aLLMeHTOB flO)KHMOI'O Bo3paCTa, a aioe B 

o6J1acTH OTJThHOr'O 11 MHTpaJTLHOI'O xJIanaHoB, nocie 1PHMHHH5I cTOpXHHOJ1O}10B. CMyia11 

BHBPH3MbI aopmi H PCCMOCHH11 aOpTbl, I-IHOc.lja 0CJ1O)KHHHbI pa3pl)IBaMH (siuiioqa,i CMepTe.abHbfe 

c.rlyqaH), a aioice peryprHTauH$I/HeUOcTaTo'rnOCTb OJU-IOrO 143 Cep11e'-IHblX KJ1 I1BHOB 6MJ114 

y naw-ieHToB, HOJIY'-LaBIIIHX cfTOpXHHOJIOHM (cM. pa3.rIeM 4.8). 

Ii.O4.2O24 CTp 8 113 23 
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TaKMM o6pa3oM, TOXHHO31OHM O3DKHM [IHMH5IThCB TOJThKO riocie TLUaTeJIbHOM oueHlu-i 

COOTHOII1H11$1 pHCK/nOilb3a H paCcMoTpHHSi pyrHX Bp11aHTOB eparrn y HLHHTOB C HBPH3MM 

HJTH BO)KThHHb1M flOOKOM 3BHTH5i cepe oro Knanal-la B aHaMHe3C, JIH6O MMeIOIIIHX HCBPH3MY 

11/113114 paccioene OPTM 111111 3a6oJIeBaHHe cepjLelrnoro KnanaHa, a aioe ipyre 4aKTOpM p14cKa 

113111 COCTO$iHU, npe)LpadnoJ1araIowHe K FIX pa3BHnllo: 

- o.Lu-ioBpeMeHHo HB143M H paccJIoeHHe aopmi H pecyprMTaUH5L/He40CTaTOH0CTb cepe oro 

cianaa (Hanpi-iMep, I1TOJT0FH5l coe2:u1HHTeJmHoi TKaHM, TaKali KaK CHHIIp0M Map4aHa HJ1M 3nepca-

JaHJ1oca, CI4HJI0M Tepuepa, 6one3Hb bexqeTa, rHrlepTeH3ns1, peaMaToH.rIHMi apTpT, 

111460 

- HBPF13M 11 paCCJT0eH14 aopmi (HanpMMep, C0C4HCTbI 3a60J1eBaHM51, TKM KK T HHT 

TaKasicy HJIH rFffaHT0KJ1eT0'{HbI14 T I4HT, 113114 H313ecTHMH aTepocKr1epo3, 113111 CMHZIPOM lllefpeHa), 

J1HOO 

- perypFHTatu1sl/He4ocTaToHocTb cepjie'lHOFO KJIarIaHa (HanpMMep, HH4eKunoHHbIvf 3H4oKapJuIT). 

PFICK P3B14TM51 HCBP143MbI H paccioensi aopmi H ee pa3pbIB, Mo>KeT 6b1Th 110BbIIllH )' 11aUHeHT0B, 

04H0BPMHH0 I1pH1-1HMaF0IIHX CHCTMHBI KopTHKocTepovuib1. 

flaLFICHTaM c31e4ye-r K0MH40BTb B ciiyae no51BJIeHH5l BHe3a11HoH 6OJIH B )fu1BoTe, flD/JU1 113114 

CflHHC HCMC11J1HH0 06paTHThC5I K apay B 0TLLflHH HCOTIIO)1<H014 rI0M0IUH. 

IlawieHTaM T1OKC c31e4ycT KOMH4OBBTb !-IeMe4neHHo 06paTMTbCs1 3a Me4HUHHCK0H flOMOLUblO B 

ciiyae 11051B31CHF151 0CTp0Ii 0JjMmKH, HOBOI'O fl 14CT[1 CepzWC6FIeHH51, oTeKa )KHB0TI 

113111 HFDKHHX KoueqHocTeH. 

UHCFJ1HKCM1451 

KaK 11 43151 BCCX XI'IUOJIOHOB, 6b13114 C006UjeHHil 0 H YI1JHH51X YPOBHB fl1OKO3b1 B KpOBF1, aiiioqasi 

KK rMnorJIFtKeMl4Io, TK 11 FFfl1CFJ111KMH1O (CM. paaicii 4.8), o6bIHo y r1aUHeHT0B C JU'1a6eT0M, 

llOily'ialOLUHX COHTCTBIOtUCC neeHHe riepopai bHb1M1'I rHnorJ1HKeMu'IeCKlMH C 4CTBM14 

(HanpnMep, rnL46eHKJ1aMH4) 143114 uHcyimnoM. Coo6uanocb 0 cnyasix dHflorJ1HXeM14qecKoFI KOMbI. Y 

6031b1-iblx caxapi-IbIM 414a6eT0M CK0MH4TC5I T1UTJ1bHbH4 MOHI-1TOp14Hr YPOBHS1 FJHOKO3b1 B Kp0B11. 

)Kej1yztoqHo-KnmeqHb!i-i T KT 

HanHMHe T5DK310 H nepcFlcTllpylOIUeI4 apen BO BPCMSI 113114 flOCJ1e J1CMCHIS1 nperiapao (BKJTIoaM 

HCK0J1bK0 He4e.rlb riocie J1eeHI4s1) Mo>}ceT K3bIBTb Ha 1IceB4oMeM6paHo3Hb11-1 KOJ1HT 

(yrpoxaioiwii )KH3HH, C BO3MO)KHbIM 31CTJ1bF1bIM }ICXO4OM), rpe6ylouHI HeMe43IeHHoro J1C'{CHHSl 

(ci. 34C31 4.8). B TaKI-IX CJIy1a51X HCO6XOLtI4M0 HeMe4J1eHHO 0TMHHTh Liunp04lJ10KcaLLnH 11 H lTb 

C00TBTCTBYIO1U neqeHkle. HamaeHMe aHTHnepI1cTaJ1bTFIecKFIx npenapao B 4aHH0i CHTYUHH 

rIpoT11BonoKa3aHo. 

3a603lcBallu51 rioe 11 MO'ICBBIBOJI$IIjHX nyreH 

Bo BPMH J1eeHFI5i 1u-1np041J1OKCaunF1oM BO H36e?xaHHsl P BHT14 Kp11CTa.TIJ1yp1414 He06X04HM0 

06ecne1 14m [I 1lM HUI4HT0M 40CTT0H0F0 KoJulqecTaa )ICHI4KOCTH 14 1436eram '-1pe3MepH0ro 

0we31a'1HBaHns1 M0F1 (ci. 34C31 4.8). 
Hapyuieflne noe oi 4y14xu1411 

fIauHeHTaM C noeiioI He4ocTaT0qH0cTh10 Heo6xorn4Ma KOPKTI40BKB 403b1 (cM. P34CJ1 4.2). 
FenaTo614n14apHasl CHCTM 

Coo6luanocb 0 CJ1yt-1a51X B03HHKH0BHH51 HCKP03 nellenil i-f ycpo>aiowe )KH3Hi-I H 1HO'-IH0H 

H40CTT0H0CTH (cM. pa en 4.8), CB513aHHMx C 11F1MHHHM LUfnpo4131oKcaUHHa. B ciiyae 

I105IBJ1HH5! KaKHX-311460 IIH3HK0B 143111 CHMIITOMOB 3a60J1CBaHi-IH ncqenH ('raii-ix xax aHopeKci-isi, 

enTyxa, TMH l Moqa, 3)14 143114 llanpsDKeHHblii )KMBOT), iiee e npenapao Heo6xo4i{Mo 

npeKpaTHm. 

flaIu1eHTbI c Myasthenia gravis 

Y HLU4HT0B C MMaCTeHHC1 UHITP0()JI0KCW1H CJIe4yeT MCfl0JTh3OBTb C ocTopoBcHocmlo, Tax KaK 

CHMIITOMbI oryr X4U1HTbC51 (cM. pa en 4.8). 

31e41141iHT F3110K030-6-40CdaT31erHJLp0reHa3bI 

Y 11U14HT0B C 4 1HUHT0M rJnoKo3o-6-4oc41aT4eru4poreHa3bI flPHMHCHH UMHP04310KCaUI4Ha 

M0)KT CTBTb rIpHHH01 3BHTI151 r'eM0JIHTHqeCKHX peaKIHil. Heo6xo4HMo wi6ei'am Ha3Ha'1eHM5i 

nperiapaa TKHM nauHeHTaM, 321 HCK1!JO HHM c.11yqaea, Kor.rfa n0TeHIu-lanbHas{ flOJ1b3 npeaiuiae 
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YTBEP>kqEHO 
M1HMCTEPCTAOM 31PABOOxPHE1Acl 

PECflYffltKl' EJ1APYCb 
flp.ika3 Mv ICTCI)c"a a xp I 

............ ... . 



flOCfiEflOBATEflbHOCTb 0 1 5 

BO3MO?1(HbH4 PHCK. B 3T0M ciyiae cJIeyeT KOHTOJIHOBTb nOTeHUHa.mHy10 BO3MO)KHOCTh 

P3BHTH I-eMofln3a. 

Pe3MCTeHTHOCTh 

Bo BM51 WIHTeJ1bHOiI epari H B CJIyaSiX iieqe ,i HO3OKOMHaJ1bHMX HH4eKLUiH H/Hull 

HH4eKwIu, BM3BHHMX Staphylococcus H Pseudomonas, Mo)Ke-r flOB}1ThCB flOTHUHThHbW MCK 

BbU JIHH$i uHnp04uoKcauHH-pe3HcTeHTHwx 6aKTepH1 

UHTOXPOM P450 
IurIpocj,JIoxcauMH HHrll6npyeT CYP1A2, TCM CaMBIM, BbI3MBa5L HOBbIfflHH cb1BOPOTOHO}1 

KOHUHTPUFffl nperlapaToB, MeTa6oJIH3npyIouHxcsI 3THM 4CpMeHTOM (Teo4IuumH, KJ1O3aHHH, 

oJTaH3arnm, Tll3aH1&uj4Ha, .ZyJ1OKCCTHH, aroMeJiamB). OHoBpeMeHHoe npiMeHeHiie 

uHnpocIuoKcaIurna H TH3aHM.rIHHa upomBonoKa3aHo. flaulleHTbl, L1PHHHMIOIUH yKa3alll-lble 

J1CK CTBHHM CpeJCTBa OHOB MCHHO C UHHPO41JT0KCaLIHH0M ODKHM HXO)1HTbCB rIO,I 

MJLHUHHCKHM Ha6JIIOueHHeM C LIeJIBlO BbISlBJTHHB KJIHHHCCKHX fl H3HK0B flepeO3HpOBKM. 

Mo<eT noTpe6oBaTbcsl onpeenene KOHUHTPIU4H OTCMbHbIX C CTB B CMB00TK KPOBH 

(HanpllMep, TeoclnululHHa) (cM. pajen 4.5). 
MelolpeKcaT 

OulloBpeMeHHoe HPHMHHH eiopecaa H IHnpon0xCauHHa He CKOMCHOBH0 (CM. pa ei 

4.5). 
B3aHMouelcTBHe C i1a6opaTOpHb1MH TCTMH 

11pM in vitro OijeHKe KTMBH0CTH UHflpocJ1OKCaUMHa HPOTHB Micobacterium tuberculosis MOFT 

6bITB flOJ1y-ieHbI JIO)KHb1 OTPIWTJIbHbI 3J1bTTb1 6aKTepnoJ1on1 ecKoro HCCJ1e.r0BaHH$i B 

o6pa3tax, B31TMX y riawieHToB, fl HHHM1OILLUX uHnpo4J1oKcaLuIH. 

BcnoMora'reiIbHbIe BeI.1eCTBa 

fl perlapaT cojepuT eee I MMOJTh HTPM$ (23 Mr) B ra6uleTKe, To ecTb, no CyTH, He couep 

HaTpMsl. 

4.5 B3aHMoiieücTBne C LpyFHMH J1eKapCTBeI1HbIMI1 npeitapaan H LpyrHe BHLbt 

B3anMo1eucTBH 

Bwiu ue Opyux npenapanoe Ha if unpo/J)zoKcalfuH 

Hpenapambl, yôuuu5ilou4ue QT uumepecn 
UMnpoc J1oKcaLwH, KK H pyre 4TopxHHoJIoHbI, cuieuyei C OCTOO)KHOCTBIO HCnoJ1b3oBaTh y 

IIaLweHToB, rlpl-IHHMaIoIuHX upenapami, ICOTOpMC, KK H3BeCTHO, JM}1HI}OT HHTPBJI QT 
(HanpHMcp, ripenapami xiiacca IA H III, TpIfuMKJrn'-IeCKue aHT}uLenpeccaHml, 

MaKpoJrnLb1, HeMpouIer1THKH) (cM. pa e 4.4). 
06pa306anue xe.iiamnozo otivieca 
OuHoBpeNleHHoe HHMHHHC UHnpo4HoKcaEIHHa (nepopa.nbHo) c neKapCTBeHHbIMu nperlapaTaM}i, 

CO P)KLUMMI1 noun1BaJxeHTHbIc KaT1IoHbI, 14 MHHC JThHMMH O6aBKaMH (HarlpHMep, KaJnilHH, 

MarHHH, aJIroMi1HHi, )KeJ1e30); HOJ1HMPHMMH upenapaTaMM, CB513MB1OLUHMH 4ioc4aTM, (HaripliMep, 

ceBe.JlaMep); cyKpaJ114aToM 1IJII1 aHTau aMn; a aioce C CHJIbHO 6yep143OBaHHb1MH npenapaa 

(HarlpHMep, Ta6meTKH LJLIaHo3HHa), CO PKLLIHMH MarHH , J1IOMHHH11 HH KaJmUHH, MO)KT 

Bb13BTb CHH)KHH BCCbIBH14$I LiHHpo4J1oKcaW4Ha. CiieJoBaTeJmHo, UHI1pO4J1OKCaUMH cueye 

Ha3Hatiam .rui6o a 1 - 2 liaca uo, srn6o, HO MeHLIIIeH Mepe, epe 4 'iaca nocue npea 3THX 

npenapaTOB. 

OrpaHw-ieiiHe He PCflOCT H5[CTC$l Ha HTUHM, OTH005IWHC$ 1< x.riaccy 6moKaTopoB H2 
peuenTopos. 

Huua U . tO.O'iflbl flpO3VK1flbl 

Kaulbusñ, HaXoIsIllnHC B MOI1OK, He OK3bIBBCT CYWCTBCHHOFO BJIMMHH5I Ha a6COp6UH}O 

npenapaTa. OuHaKo cuieuye w36eram O2IHOBPMCHHOFO npea MOJIO'IHMX flpo)LyKTOB HuH 

HarIHTfcoB, O6OraiueHHMX MHH JIMH (HanpnMep, MOJIOKO, 1OrypT, o6oraI1eHHbIH KBJ1BUHM 

afleu1bCHHOBbn4 cox), H LLH[1pOcIJ1oKCauMHa I13-3a BO3MO)KHOI'O CHH)KHH$1 BCBCB1BHH5 nocJ1eJIHerO. 
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Hpo6exeuuô 
ll po6eHeuwl J1 [I5!TCTB T 3KCKPKUMH LUff1po4J1oKcaUHHa. Ozu-ioBpeMeHHoe 

HMMCHHH ripenapao HOBbIIIIT CMBOOTOHYIO KoHueln'paurno uHrIpo4rnoKcauM}Ia. 

j/1ernoK?Oflya.(uô 
MeTolclonpaMrtn CKO5{T a6cop6wuo lulnpOcjijlOKCalwHa (rlepopaJmHo), HPFIBOWJ K KOOCHH1O 

BMHH .rOCTH)KeHH$I MaKCHMaJmHOii I<OH1HTPUHH B I 3MC. 34XeKT He BJIH2eT Ha 

6llomocTyrllloCm Lu4rIpo4L1IoKcauMHa. 

OAtenpa3o7 

OjuioBpeMeHHoe npHMeHeHlle nperlapaTos, coiiepanuix LU4Hpoc1)J1oKCaL1MH H OMfl 3OII, flPHBO4HT 

K He3HaT1FITCJ1bHOMy CHM)KHHJO Cmax i AUC Eurnpo4JIoKCauHHa. 

BRUHUe Lunpoc/JuzoKcat1uF-1a na ôpyue ieapcmeeu ie cpeôcmea 
Tu3auuäuH 

I-Ic cemye Ha3HaiaTh O,1HOBpCMCHHO (cM, pa ei 4.3). B K)1HH14 CKOM Hccjle.aoBaHrn1 y 3JLO)OBBX 

2O6pOBOJmeB 11pM COBMCTHOM ripee 1H11pO4)JTOKCaUMHa H TH3aHMJHHa (Cmax yBeJ1HHB2.J1aCb B 7 

pa3, HH-repBajl: 4-21 pa3; AUC yBeJ1Fr.illBaJlacb B 10 pa3, I1I-1TepBaJ1: 6-24 pa3a) Ha6JuwaJ1ocb 

1IOBb1WCHHC cb1BopoToHoii nocneHero, 4TO BJThI9HB T PMCK CHH)KCHH$1 

apepnaamoro £ BJ1CHH51 H ce,raTHBHorO :344JeKTa. 

Memon?peKcam 
COBMCCTHOe Ha3HaqeHlle He pexOMeH,1OBaHo B CB5I3H C HHn16HpOBaHMeM rjoqeqHoro TY6YJ1$1PHOI-O 

TpaHcnopla, BO3MO)KHO J1e)KaII.eFO B OCHOBC BCJ1W1H14$1 OBH$L MeTOTpeKCaTa B 11J13M H 

flOBblwel-rnsl pHCKa pa3BJ4THB CB513HH&1X C MTOTCKCTOM TOKCHqCCKHX peauirn (cii. pa,zeJ1 4.4). 

TeU/JILV7UH 

COBMeCTHOe 1-la3Haqel-Ine uHnpocU1oKcaLu1Ha H Teo4lH.nJ1HHa MO)KT HpHBOI1HTb K flOBbHh1CH14IO 

KOHUCHTPBLHH nocnemero B CbIBOOTK KpOBM, B CBM3H C CM MoryT BO3HHKTb cBl3aHHbIe C 

TCO4JHJ1J1HHOM 11060'-1HbIC peaKullu, KOTOPM B KHX cJIyMa5lx 51BrnI1OTC51 yrpo)Ka1O11JHMH )K}13H}1. 

Bo BPCM51 npHMeHCHH$1 yKa3aHHoM xoM6HHawm Heo6xQrwMo flPOBPMTb Cb1BOp0TOHb1H YPOBHb 

TeocjnlJlilllHa H HH Heo6xQLu1MocTn YMCH&WTB ero .T03y (cM. paiie 4.4). 

,/Ipy'ue canmuo ie 1lpou3o&ub1e 

[ipu COBMCTHOM F1HMCHHHU LHI1pO4U1OKCaLHHa H Ko4eHHa, MuM neHloxcH(j)14Ju1HHa 

(oKcneHTH4HnI1HHa) BO3MO)KHO noBbluicHne CMBO0T0HMX KOHUHT LU4H YK3HHbIX ilpellapaToB. 

JeHurnoun 
OHoBpcMeHHoe HPHMHHH uHnpoc1lJ1oKCauuHa H 41eHHTOMHa M0)KT J1HBCTM K 11OBblu1HMIO 

Win cHFDKeHrno CMB0poToHor'o YPOBHB 4eHHTOHHa; KOMHYCTCM K0HT0J1H0BTh 3TOT 

noKa3aTeMb. 

J1UK)lOCflOpU1i 

flpn 0.zwoBpeMeHHoM HpHeMe flpeflapaTOB, co.rlep)xaluMx uMnpo41JIoKCaLJHH H 

Ha6u1oauc1 B MHHM14 POCT KOHLJHTPUHM KP TMHHH B cMBopoTKe. TaKHM O6pa3OM, 

Heo6xo1WMo aco (Baicb1 B neerno) K0HTP0J1HP0BTh KOHU11TPuF11O KP THHHH B CbIB0P0TK 

HHMX naUHeHTOB. 

Antnazonucmbt 6uma'uuua K 
QLIHoBpeMeHHoe BBThHHC UHI1pO4MoKCaL1HHa C aHTarOHHc'rOM BHTMHH K MO)KT YBJ HTB ero 

aHTMK0aFyJUJHTHM11 34XeKT. PncK MO?KCT MCHTbC51 B 3BHCHMOCTH OT 0CH0BH0i HHeKUHM, 

B03PCT H o6iuero C0CT051HW1 rlauMeH'ra. TaKHM o6pa3oM BKJ1 LU1rIPO4JTOKCaLHHa B yBeJ1H1eHMe 

MHO (Me jyI-1apoHoe H0MJIB30BHH0 oTHolueHHe) TPYZHO oueHHm. MHO ,liOJ1)KHO 'lacTo 

KOHTP0JTHPOBThCS 130 BpeM51 H BCK0 nocue coBMec'rHoro BB HHiI 1Ulflpo4)J1oKCa1JMHa c 

aliTarollucToM BMTaMI4Ha K (HarlpHMep, Bap4apMH, aueHoRyMapoi1, 4eHr1poKyMoH }IJIH 4JIyHHHOH). 

['ii u6ei aizu) 
B 0TtCJ1bHb1X CI1 ti51X 11PM OHOBPMHHOM 1TIMMHHHI1 UMIIPO(1)JIOKCaJiHHa H rJIM6eHxuaM}na 

MO)KT Ha6JT}o2amcg yCH,11eHHe eiiCTBHs1 runöeHlulaMMjla (rllnoruu'lKeMIlsI). 

LLW,oKce/nun 

16.04.2024 C'rp 11 M323 
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U, 

B KJ1MHFP1CKHX HCCJ1 OBHH5EX 6bulo rIoKa3aHo, 'ITO coriyrc yiouee lIpilMeHenHe LyJ1OKCeTHHa C 

CHJI&HMMI{ }1HrM6HTopaMH CYP45O 1A2 14304)epMeHToB, TKHMH KK 4)J1yBOKCaMMH, MO)KT 

H}1BCCTH H K yBeJ1}:1'IeHwo AUC ii Cmax jyiIoKceTaHa, HecMo1p Ha OTCYFCTBHC KJIHHM'ICKHX 

HHbIX 0 HaJIIPIHH BO3MO?KHOFO B3HMOLL}1CTBFL C U'rnpocJIoKcawIHoM, rlO)W6Hb1e 4xeKTbI 

MO)KHO O)KHLTh [I 11 HX CO[1yI'CTByIOIUeM BBThHH14 (cM. pa ei 4.4). 
Ponuuupoii 
B KJIHHHT1CKOM HCCJ1COBH14H 6b1J10 fl0Ka3aHO, 'ITO O21HOBPCMHHO flPHMHHMC porniipoiia i4 

uHnpoJIoxcauHHa, yepe oro nHrH6uTopa Jf3o4epMeHTa CYP45O I A2, FIHBQTLHT K flOBbllllHH}O 

Cmax i AUC O JHMOJI Ha 60% 11 84%, cooTBeTcTBeHHo. PeKoMeH.aoBallo KOHTOJ1HOBTh 

I1O$lBJ1HH cBw3aHHb1x C pO[HIHHpOJ1OM I1O6O'IHbIX 34cfeKTOB 14 B cnyae Heo6xoF1MocTH 

KOPPKTHPOBTb JO3 riperiapaa (cM. pa en 4.4). 
IIuôoKauH 
Ha 3JOOBb1X O6pOBOJThUax 6MJIO npolleMoHcTpHpoBal-lo, 'ITO conyrc yiowee 11I4MCHHHC 

npenapaToB, coepanix JrnJoKauH, C uMnpOirOKcaLu4HOM, YMCPCHHMM HHrU6HTOpOM CYP45O 
1A2 H3O41epMeHTa, CHIDK T KJ!HpeHC BB ICHHOFO BHT11BHHO Jll4ZLOK14H ua 22%. XOTM nee e 

J1H)10KHHOM xopouio rIepeHoc14Tcsl, couycciyiouee flP1lMCHHH UHflpO4OKCaUHHa 

CCOLU1HOBHHO C 'IaUJ$CHI4CM 11060'IHbIX 3cI4leKTOB. 

Kw3anun 
[Iociie COBMCCTHOFO [JHMHHHi B T'IHH 7 L1HCH 250 Mr Lurnpo4llIoKcaw4Ha 14 KJIO3I1HH 

Ha6n1o,raJ1H flOBblWC1-JHC CMBOPOTO'IHOii KOHUCHTPLU4H KJ1O3allHHa FT N-e3Me'rIu1x.no3anMHa Ha 

29% H 31%, COOTBeTCTBeHHO. PeKoMeWoBaHo Ha6J11QLIeHF1c 3a COCTOMHHCM riaine a H B cxiyae 

HCO6XQLUIMOCTH KOPPCKTHPOBK .L03b1 KflO3flI4H B TeqeHije 11 rioc.ne COBMeCTHOrO flPMMHCHHfl 

npcnapao (CM. pa3J[en 4.4). 
Ct&iôeiiadnui 
lipH o.11HoBpeMeHHOM BBe.LeHHH 500 Mr uHnpoc1 oKcaw1Ha ii 50 MF ciuueHacjHJIa nepopaimo 

Cmax H AUC dHneHa4lluia 6burn yBCJ1M'4eHM 11PHMPH0 B paa y 3OOBbIX o6poBoJmreB. 

floToMy cneye C OCTOO)KHOCTb1O H3HtITb  IIHHpOcjJ1OKCaW4H OLHOBpeMCHHO C CHJUJeHac1M4flOM, 

fl HHMM51 SO BHHMHH F1CKI1 Fl 

A2a1teIarnun 
B KJIHHH'IeCKHX I4ccneJ.IoBaHwIx 6uio fl0Ka3aHO, 'ITO 4)J1yBOKCaMHH, 1(5K C14JThHbII4 HHE'I46MTop 

CYP4SO 1A2 u3oc1epMeIiTa, 3MCTHO TOMO3HT MeTa6oJ1H3M aroMeJIaTHHa, flpHBOLI.$ K 60-KpaTHoMy 

yBCJ114'1eHI4lO )KCUO3FILUIFI aroMeaaTHHa. HecMoTpsI Ha OTCYCTB14C KJH4HH'IecKHx HHb1X 0 HaJ1I4'-11414 

BO3MO)KHOO B3a14MOreItCTBHM C Lunpo4JioKcaLu4HoM, yMepCI-IHMM HHrH6nTOpOM CYP4SO 1A2, 

IloJo6Hbie x1xexThI MO)fCHO O)KM)TaTh [1H C0HyrCTByJOH.eM BBCCHHH (<<I4HToxpoM P450 s pajesie 

(<OCo6bIe yKa3aHW1 H M b! flPCOCTOPO)KHOCTH npi npMMeHeHF1FD)). 

30.In uôe.i 
CoBNIccTt-ioe 11pHMeHeH14e C LWnp04OKCaIjHHOM Mo)KeT YBJ1M'IHTb YPOBHb 3OJ H.LM B KpoBM, 

CjIeIoBaTeJmHo, OJ1HOBCMHH0C HHMCHC1{14 tie peKoMewyerc5I. 

4.6 epTitjinocm, 6epeMelrnocm H jiaicrauuj 

EepeMeHHocm 

)TJaHHbIe HO [IpHMeHeHIIIO LU4Hp0c1u1OKCaUHHa y 6epeMeHHLIx )KHilU1H K3MB1OT Ha OTC CTBH 
HOPONOS P53BHTH1 111111 4leTo/HeoHaTaJTbHoi TOKCH'IHOCTH. HCCJIeOBaHH$1 Ha )KMBOTHMX He 
BMSIBHJ1H npst oro 14.1114 KOCBeHHOro BO3eCTBH5t OTHOCHTJThHO perIpOyKTHBHOf1 TOKCI4'IHOCTH. Y 
iiioa H epemix )KHBOTHMX, no eprwxcsi BO3.TeiCTBHIO XHHOJIOHOB, 6blJlo o6HapyeITo 

BO3JeiCTBMe Ha He3peJn)1i xpsiiit; CJ1eOBaTeJTbHO, He MO)KT 6iim H )KHO HcKJ1Io'leHo, 'ITO HI4M 
nperiapaa MO)KT I1HBCCTH K nOBpe)K.LeHHIO CYCTSHOFO xpsinia y HOBOOMCHHOFO / ruioa (cM. 
pa3z1eM 5.3). B Ka'IeCTBe Mepbl HpeocTopo?KHocTH UHHPO4rnOKCaUHH He ciiezye H3H5'ITb aHHOi 

KTCFOPJ4H nauF1eHToB. 

KopMMeHue rpwuio 

16.04.2024 I Crp 12 113 23 I 
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UHHPO4J1OKCaL1HH 3I4zcKpempyeTcs1 C rpya&i MOJIOKOM. I43-3a Bo3MoKHoro pcxa nospe)K.LieHaB 

cycasoro xpsuia npenapa He cJleliyeT flPHMW1TB B fl PHOL1 KOMJ1HB5l rpyjUlO. 

4.7 BJIHsIHHe Ha CI1OCO6HOCTh ynpaBJ1HTI T HCHOTHbIMH C JICTBMH H pa6oTam C 

MCXHH3MMH 

L1HrIpO4JIoKcaunH MO)KT OK3bIBTb BJ1HJ1HH Ha CKOOCTh P KUHH nauHeHTa, BCJICCTB14 ero 

HeBpOJ1OrM'-reCKHX 34ReKToB. I1O3ToMy crloco6Hocm H BJI54Tb T HCr1OTHMMH cpecThaMB W1M 

3HL1MThC51 HHMMH BH)jMH lleslTejmHocTu, Tpe6y}OIIUIMH IIOBbII1iHHOFO BHHMa11H51 H 6blcTpoml 

11CHXOMOTOHMX peaKLu1H, MO)KeT 6blm HapyuleHa. 

4.8 HeeJ1aTe.In.Hb1e peauuu 

Ha116o.7Tce t1CTbIMH H)XCJ1TCJThHb1MH P KUH$IM11 SIBJI$IIOTC$1 TOLUHoTa H .EU11p5l. 

HeeJ1aTeMbHb!e peaKuHH, Bb15lBJ1HHM B nepioj KJDIHHMCCKHX HCCJ1CJL0BHH}I H 

noCTMapKeTHHroBO1'O Ha6j11w1eHI4sl c UHflPOH0KCLU4HOM (rlepopaJmHo, BHyTpHBeHHO, H 

cTyneHtlaTas1 Tepanhsi), YK3HM ii e no CHCTeMH0-OpFaHHb1M rpynna H B COOTBCTCTBHH C 

qacToToll BcTpeaeMocTF1. 

AHaj1113 CTOTb1 OCHOBa!-! Ha HHMX uepopaJIbHoro Fl BHYPHBCHHOFO BBe1eHH51 

uMnpo 4uio KC i-i a. 

Cucreiuo- '-lacTo He'lacTo PeKo O'Ienh peiuo '-lacToTa 

Op[ailHblui ~ 1/100, HO ~ 1/1 000, ? 1/10 000, HO < 1/10 000 HH3BCCTHB (Ha 

Kjlacc < 1/10 HO < 1/100 <1/1000 OCHOBaHHI-! 

MMCIOIIUIXCM 

.ILaHHhIx OUeHHTE, 

________________ ___________ ___________ _________________ ________________ 

HeBo3Mo)KHo) 

ll H4eK1*nn 1 FpH6KoBbIe 

HuIB3UH ___________ HH41eKurn4 _________________ ________________ ________________ 

Hapyme!IHB Co 3O311HO4Hn J1eMKOneHHg, FeMoH1-1Ti4qecKa51 

CTOPOHbI KOBH 1151 al-1eMWl, aHeMMsl, 

H Hew1-pone}rnsl, arpaHyJ1OUHTO3, 

J1HM4aTH'1eCKOui J1eiKOUHTO3, 11HUHTOflHH5i 

CftCTM bi TpoM6ouHToneH}111, (yrpoa1oiva1l 

TpoM6oIDiTeMHs1 )KI-131111), 

yrlle'rel-lue 

KOCTHOFO MO3F 

(yrpocaiowee 

________________ ___________ ___________ __________________ 

)KH3HH) ________________ 

HapyuleHliH CO MneprHecKHe AHaw1alcrHqec-

CTOpoHI.1 peaK1HH; Ka51 peaKuns!, 

HMMHIIOI1 aJuTeprHecK11i aHa(jrnJIalcn{ec-

CBCTMbI o-rex/aHrnoHeBpo- KIfli 1110K 

THeCKHI OTK (yrpoaiowni 

)KH3HH), 

CMBopoTo'-IHa$I 

6olle3Hb (CM. 

_______________ __________ __________ ________________ 
pa eii 4.4) _______________ 

ll apyuleHrni co C11H.Ip0M 

CTOOHbJ Hea2LeKBaT1iol 

3H51OKp11HHOä CCKPCILHH 

CUCTMb1 aHTwu4ypeTH-Jec-

Koro ropoa 
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HapymeHHH Ai-iopeKc I Fl.lneprirnKeMHsl, FH1IorJIHKeMnqec 

MeTa6OJIu3Ma H HHOFJTHKCMM (CM. KB KOMB (cM. 

HIITHHH __________ __________ paizeii 4.4) _______________ 
pa en 4.4) 

ll dllxH'lecKlle ll cHxoMolo CHyTaHHOCTh flcnxoTHecKMe MaH , 

HapyueHg * CO3HHHM 14 KI1HM FHI1OMHHM 

r}n1epaKTHB e3opMeHTawi5J, (noTeHuHaJmHo 

- 6ecrloKollcTao, 3aKaHqHsa1ow14ec 

Hocm/Bo36 i 

yce e cHoBHJeHM, CYHUHJ JThHMM}1 

jenpeccsi 

(noTemHaJmHo /Mb1CJI5lMH, 

3aKa14ql4Ba1ouLaicsI fl01Ib1TKOH 

CYHUH4JIM1MM14 cy}1uIwa 1un 

HJLe5IMH/MMcJISIMH, 3B IUHHbIM 

HOUbITKOH cyiniwa cyMuumoM) (CM. 

14.J114 3BCU1CHHbIM pa eii 4.4) 
CyHUHLLOM) (cM. 

pa ei 4.4), 
________________ ___________ ___________ 

rajullowlHaliFlH ________________ ________________ 

Hapyiueiuii Co F0m03ua51 Hapecre3Hl, Mirpeim, flepH4epMecKa5I 

CTOOHbI 60s1b, u43ecTe3H5l, apywene HeiponaTFI5 (CM. 

HepBHOiI FOJIOBOKPY TpeMop, cyOpOfl4, KOOp)J1HaUHH, pa eii 4.4), 
cllcTeMbl* >1ceHHe, fOflOBOK ?KHHC napyuieiie flOJfl1Help0HaTH5i 

I-Iapyu1e ( cJnoMaH O6OH$1H141, 

HH$I CHa, C OO)KHb1I1 

paccTpoi cHniLpoM) (cM. FHIICPTCH3H 

CTB BKyca pa eii 4.4) __________________ _________________ 

Hapyuieuw Co HapymeHiiil 3pel-IHsl ll apylueHlie 

CTOOHM (HanpiuIep UBTOBOCI1PM1TM51 

3peHuq* __________ __________ j ruiorni) _______________ _______________ 

Hapy1ueHrn co 3BoI1 B yivax, 

CTOOHLJ opraa CHH)KHMC HIffl 

ciya 11 noTepM ciiyxa 

JIa6npuHTa* ___________ ___________ _________________ ________________ ________________ 

ll apyuleHinl Co TaxHKapJui (e1y1o'1KoBasl 

CTOOHbI apHTMH5l, 

Cepwa** y.wrnnen14e 

iuiepaia QT 
(cM. pa en 4.4. H 

4.9), 
)KeJ'yjloqlcoBa5' 

TXHKPJHM THFI 

rLHpy3T" 

(3aperncWHpoBa 
i-ía y nauuewroB C 

4aKTopaMii pllcKa 

QT 
nponoHrauFn4) 

________________ ___________ ___________ _________________ ________________ (CM. paien 4.9) 
Hapyuienuii co Ba3ouu1aTaua,i, Baciyiuimi 

CTOOHbI rHr1oTeH3HM, 

cocyLioB ___________ ___________ O6M0p01< ________________ ________________ 

Hapyweiiun Co LHCHHO3 (B T. . 

CTOOHM acTMamqccKoro 

lthlxaTcJlbuoui xapaKTepa) 

dHCTeMb1, _____________ _____________ _____________________ ____________________ ____________________ 

1 16.04.2024 I CTp 1411323 
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OFH0B 

rpyuioui KJ1TIH 

u cpeoceuu __________ __________ ________________ _______________ 

)Keiyo'ino- Toun-ioTa, pBoTa, 6om LnapeM, flalnpeamT 

napesi B )f(HBOTC, CCOUHHPOBHHJI C 

Hapylnefihlil icnencii, fl HM0M 

MTC0PH3M aHm6H0mK0B, 

BKJHo'a5I 

nceBoMeM6pa-

B03HbIi KOJIIIT 

(oein pezLKo C 

BO3MO)KHbIM 

SITJ1bHbIM 

HCXOg0M) (CM. 

_______________ ___________ ___________ pa&aeJi 4.4) ________________ ________________ 

I-IapyuieHnsI Co BpeMeliHoe Hapymei-ine HeKpo3 ne'ie!tli (B 

CTOPOHbI yaeiiwie 4yHK1LHH neqern{, OIHb peKHx 

neen H e xoJ1ecTam'ecKaB c.riyaMx MOKCT 

KJ1 BbIBOLWW aKmBHoCT )KeJITyXa, reria IIPOFPCC}IP0BBT& 

ux nyTen H o 

TPHCMHH HeoCTaT0qH0CTH 

a3, , yrpoaiowe% 

nOBr,IweHH )KH3HII) (cM. 

e YPOBHM pa ei 4.4) 

6w1Hpy6HH 

______________ 
a ______________________ ____________________ ____________________ 

Hapyweunli Co Cblnb, PeaKuirn flerexi-rn, OcTpbIi 

CTOPOHbI K0KU KPLI11BHHU 40T0'1yBCTBHTeJ1bH 3KCCyJaTHBHaM reHepa.JIH3oBaHFILI 

ii uOKOICHL1X a OCTh (ci. pa e MyJHTI440pMHaM 

xaiie 4.4) DpHTeMa, y3J10BaM 3K3aHTeMaTo3Hbrn 

3pllTeMa, I1ycTyJ1e3, 

CHHM0M .JIeKacTheHHbIe 

CrliBeHca- peaKw4H, 

J oucoHa Coflp0B0)K.ra}otuH 

(uoTeHunaJ1hHo ec 

yrpoKaouHH 3o3HHo4PnJrneH H 

)KH3HH), CHCTMHbIM1 

TOKCW-ICCKHH CHMHT0MMH 

nH.IiepMa.11bHbI 
HK0J1H3 

(noTeHuliaJIbHO 

yrpox<aiouuw 

________________ ___________ ___________ _________________ 

KH3HM) ________________ 

Hapyuieiinn co KOCTHO- ApTpHT, Mb1uJeIi-iasl 

CTOP0HbI MbImeqHai HOBMU1eH}I ToHyca cJ1a6ocm, 

KOCTHO- 60Mb, Mb1I11U, CITa3Mb1, TeuHHnT, 

MblmeqHou (HanpliMcp, MHaJIflhI4 P3Pb1Bb1 

C&ICTMbI H 6oim B CyXO)KHJfl{i 

COeMHHHTeJThHO KoHetiilocT (npeliMyuiecTBeH 

H TxaHn* SiX, CITHHC, HO XHJIJ1OB0 

rpyw), cyxo<HnHe) (CM. 

ai-paiwasi pa en 4.4), 
o6ocTpeHHe 
MMaCTeHHH 

rpasc (CM. 

_______________ __________ __________ ________________ 
pa3JLeiT 4.4) _______________ 

16.04.2024 I CTp 15 113 23 
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HapyulelfHfl Co HapyuleHH oqetHa5j 

CTOO11bt noqeK e 4yH1<UH}t HejjocTaToqftocm, 

H HO'3CK FeMaTypH$I, 

Mo'ieBb!BoJHLun KHCTJUIYPft (CM. 

x nyrei paaen 4.4), 
ly6yilollHTepcTlll.u4 

allbHble HCJHTM ________________ ________________ 

06wne ACTCHIIH, OTCK, rnnepri&upo 

H nxopajia 

peauitu B 

MecTe 

BB eei inn * 

JlafiopaTopllbie HoBIImeHn YBeJIH'-Ienie floBb1LueHHe 

H e BRTHB}IOCTH MHO (y 

HHCTMHT Ib KTHBHOCT MHJ13b1 flaUHeHToB, 

nwe aHnbie 11 I1pHHMMaIOUU4X 

uieJlo'-IHoH BHTFOH}ICThI 

________________ ___________ 
4OC4aTa3bI _________________ ________________ 

BBTaMHHa K) 
* Ebuin IIOJ1yt4eHbl c00611IeHH5l P" o'ienb peJKnx, )IJIHTJIbHbIX (npooJDKaIoIw1xc5i Mecsnui W1H 

rojbI), HHBaJ1nJu13}lpyloEluIX. HOTHUHaJThHO Heo6paTHMb1x C b3Hb!X He)f(enaTenbHbxx peaiuui c 

BO3eCTBHeM Ha paaan'iHbIe, HHOFB HCCKOJI6KO CHCTCM OpraHH3Ma esionea H oprauo '1)'BCTB (BIdnoaM 

neeiaieimiiie peaKurni, TaKHe KK TCHLH!WT, 3bIB cyxoKnhlllil, apTpa.nrrn1, 6oim a IcOlIeqHocTs1X, 

napyuieue 110xo1uu, nesponamn, accouiwpoaaHimie C napeCTe3neii, jlenpeccHsl, cna6ocm, apywene 

naMITn, cHa, cilyxa, 3peHn, BKC H OGOHMHHM), CB$l3HHbIX C 11MMHCHHM XHHOSIOHOB 1'I 4TopxnHofIOHOB, 

B HCKOTOb1X CJI MX 1-Ie3aBHCHMO OT HBMH'114B npeninec yioiunx 4aicropos PHCK (cM. pannen 4.4). 
** CxLy'iaM HBH3MM aopmi H pacciioern aopml, HHora OCJIo'KJ-leHHoH 3b1BOM (ainioa CMPTJ1LHbJC 

ciyaii), H peryprHTaw15l/He.ocTaToHocTb oHoro H3 cep.Ie4HhIX KrlaiIaHos 6iuin )' 

r1auueHToB, npnHHMaBun-IX 4TOpXHHOJ1OHbL (CM. paaei 4.4). 

HeuanlputjecKa.si nonvliJujuR 
TacToTa P3BHTMH apTponamM, YK3HH abune, OTHOCHTC2 K aHHL1M, HOJ1y'1eHHMM B 

I4CCMJOBHI15IX C yiac'ri4eM B3pOCJUIX nauneHlos. fIoJ1yt1eHM COO1UHM5I 0 TOM, TO y .reTei 

)aHHbIH no6oHbJi1 M14eKT MO)KCT Ha6rnoJamcn aie (cM. pan.ne.ri 4.4). 

COO6ujeHH5l 0 flOJO3CBCMb1X HeKeJ1aTeJIbHb1X O KLLH5!X 

BaHo COo6UaTb 0 HOJO3PBCMbIX HC)KMTJ1bHbIX PCKLLHIX noc.ne peuicpaun 

J1CKBCTBCHHO1O rtperiapaa C ueiIb}o O6CCHe'ICHH$l Henpepb1BHOFO MOHHTOp1fHra CO0THOUJHH$I 

<<flOJ1b3 - HCK>) J1KPCTBCHHOFO nperlapaTa. Meuiun HCKHM pa6OTHHKaM pexoMei-uxyeTcs 

coo6ivam o suo6blx noopeaae ix He)Ke.rlaTenbHblx peauwx MCKPCTBCHHOO riperiapaa CPC3 

HUHOHJ1bHbI CHCTMbI C006111CH1151 o H)KCMBTCflbHbIX peausix rOCy1JapCTB - 'IJlCHOB 

EBpa3 U1CKOFO 3KOHOMueCKorO C0103a. 

PoccuÜcKwz .teôepaluR 
1090 12, r. MocKBa, CMaBMICKa5I rrn., .u. 4, c'rp. 1 

etepa.nbHaM clly)K6a HO B C4epe 3LPBOOXPHHHJI 

Ten.: +7 (800) 550 99 03 
Ajjpec an. noqmi: pharm@roszdravnadzor.gov.ru 
Be6-cai'IT: https://roszdravnadzor. gov.ru 
Pecny6.luKa Benapycb 
220037, r. MHHCK, ToBapHLuecKHi riep., j. 2a 
Pedny6nHKaHcKoe yHi4TapHoe npezrnpnsrrie <IIeHTp 3KCI1 TH3 H HCr1bITaHHH B 3.1paBOOXpaHeHHH>> 

Teie4oB: + 375 (17) 242 00 29 
cIaKc: +375 (17) 242 00 29 
A.ipec 3M. rlOqThl: rcpl@rceth.by 
Be6-caiT: www.rceth.by 
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Pecny6iiuica Ka3axcmal-i 
010000, r. ACTaHa, panoH BaKoHbIp, yi. A. HMaHoBa, j. 13, EU <<HypcaylleT 2>> 
PiT! Ha flXB <HaI IoHaJ1bHbIl I HTP DKCHCPTH3M .TIeKapCTBeHHbIX CPLLCTB H MelUIUHHCK11X 

waeJrIHc1>> KOMHTeTa MIHUHHCKOFO H 4apMaueBTHecKoro KOHTOJTiI MHHHCTepCTBa 

PeCr1y6nHKH Ka3aXcTaH 

Ten.: +7 7172 235 135 
Aapec Ji. rioqmx: farm@dari.kz 
Be6-caIrr: www.ndda.kz 
PecnyôiluKa ApMeHu 
0051, r. EpeBaH, np. KoMwraca, . 49/5 
<<HayHb!ii LHTP 3KCflepTH3M .J1eKapCTB H MeUHUHIICKHX TeXHoJ1orHH HMHH aKaeMHKa 

3. Fa6pi.tensiHa>> 
Ten.: -I- 374 60 83 00 73 
Ajpec n. rioqmi: admin@pharm.am, vigilance@pharm.am, letters@pharm.am 
Be6-caiIT: http://www.pharm.am 

Khlp'hl3cKaR Pecny6;luKa 

720044, MyilcKasl o6iiacm, r. BMuIKeK, yii. 3-si .JIHHHi, i . 25 
,EjenapTaMeHT J1CK CTBCHHbIX CeLcTB H MThHLU4HCKHX H3eJ1HM 

Ten.: + 996(312)219286 
A.Lpec ii. noqmi: dlsmi pharm.kg 
Be6-caiiT: www.pharm.kg 

4.9 Hepeio3HpoBKa 

F1epCJtO3HpOBKa (12 r) LLHflpO4JIO1cCauHHa rip eia K .T1erKMM CHM[ITOMM HI-IToIccFIKawrn. Oci'pasi 

(16 r) sbI3BaJIa OCTPYIO noe yto HeOcTaToqHoCTb. 

CwwnrnoMhl: roilOBOKpy)KeHHe, TpeMop, rO.nOBHa5l öom, '!yBCTBo yCTaJ1OCTH, cyoporn, 

raJ1n}ouHHauHI1, enyTal-n-IOCm co3HaHM5l, HenpMsITHb1e OU I1CH115L B )KHBOTe, rioe asi H 

neqeHoqHasi neLocTaToqnocm, KHCTJ1JT H5l H reMaTypllsl. floJly'IeHhI coo6aeHIi o6 O6paTnMOH 

He4poToKcw1Hocm. 

lie qeuue: cl4MrlToMamqecKoe. 

FTOMHMO o6bltrnbix 4pe3Bb1aHHbIX Mep, HarIpI4Mep, OHCTKH KeJ1yKa C rIOCJIeyIoLuHM {IHCMOM 

KTHBMOBHHOFO yfflsi, MOHHTOHHF noqeqH011 4yHKLLHH, B TOM ciie pH MOH 11 

BO3MO)KII{O, rlojucHcneHne, 11H HeO6xOLHMoCTH, LJ1M HP OTBPLUHHsi KpHCTaJI1J1ypHM. Ha1u4eHTM 

LOJTh<HM fl HHF1 MaTL, OCTTOHO KOJ1J4qeCTBO )KH.LI(OCTM. AHTaWtLU,1, co.repauute KanbLwn HH 

Marw.rn, TeOpeTu'-{eCKH MOF YMCHbIUHT& rIOFJIOILLCHIJC LJ}1npo4J1oKcaLU4Ha fl H nepcJo3HpOBKe. 

TonbKo I-ie6ojIbuJoe KOJ1H CTBO LU4npo4J1oKcaUuHa (< 10%) BbIBOHTCB nyre FMQLU1J1H3 HJIH 

flCHTOHCJThHOFO .LHaJIM3a. 

TaloKe cJIenyeT rIpOBO.LIsTb MOHHTOPFIHF 3KF, T.K. CiICTBYCT B O51THOCTb yLwHHeHHsi QT 
HHTepBaJIa. 

5. APMAKOJIOFHMECKHE CBOhCTBA 

5.1 I1aPMaKOLUIHaMU9eCKHC CBOHCTBa 

rpyrrna: AHTH6aKTepHaJJhHMe cpejc a LW5I CMCTCMHOFO npHMeHeHHsi. 

1)TopxHHonoHM. Kozi ATX [JO1MAO2]. 
Mexanu3.1 3eüc,newi 
KaK H JIsi PYFHX 4TOpxHHOJ1oHOB, 6aKTepHI4JHOe CTBH UHHpO4J1OKCa[UIHa siBnsie'rcsl 

P3YM&TTOM HHrH6I1pOBaHHs1 TOflOH3OM 3bI THfl II (HK-rMpa3hI) H TOHOH3OM 3bI TH!Ia IV, 
Heo6xozu1Mb1x wisi JHK penj iKau , TpacicpirnLuu1, periapaui ii peKoM6rn-IauI1H 6anepHi. 

(iapMaKoKuue?nu'ecKaR-çbapMaKoôuHcusut1ecKaR aeucuocm b 
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YBCTBHTEJ1bHME BHJbI 
A3po6uble MllKpooprallll3Mbl 

Bacillus anthracis (1) 
ApoHhIe rpaMoTpuLaTeJ'bHbJe MHKpoopraHh13MbI 

Aeromonas spp. 
Bruce/la spp. 
Citrobacier koseri 
Francisella tularensis 
Haemophilus ducreyi 
Haemophi/us influenzae * 

Legionella spp. 
Moraxella catarrhalis * 

Neisseria ineningitidis 
Pasteurella spp. 
Salmonella spp. * 

Shigella spp." 
Vibrio spp. 
Yersinia pestis 
AHapo6HbJe MHKPOOPfHH3MM 

Mobiluncus 
Ltpyriie MI1IPOOPFHI13MM 

Chiamydia trachomatis ($) 
Chlanrydia pneumoniae (5) 
Mvcoplas,na hominis (S) 
Mycop/asma pneumoniae ($) 
BHJb1 MILKPOOPfAHII3MOB, KOTOPME MOFYT HPHOBPETATb 
PE3HCTEHTHOCTh 
Mpo6llble rpaMuoJIolu1TeJIbHbIe MuKpooprallH3Mbi 

Enterococcus faecalis (5) 
Staphylococcus spp.'' (2) 
Apo6HbIe rpaMoTpnuaTejlbnLIe MHKpoopraH113MI1 

Acinetobacter baurnannii+ 
Bur/tholderia cepacia+ * 

Cainpylobacter spp. + * 

Citrobacterfreundii * 

Enterobacter aero genes 
Enterobacter cloacae* 
Escherichia co/i * 

Klebsiella oxytoca 
Kiebsiella pneumoniae * 

Morganella morganii * 

Neisseria gonorrhoeae * 

Proteus mirabilis * 

Proteus vulgaris * 

Pro videncia spp. 
Pseudonionas aeruginosa * 

Pseudononas fluorescens 
Serratia marcescens * 

Anapo6m,ie 1nKpOopraHn3Mhi 

Peptostreptococcus spp. 

16.04.2024 Ci'p 19 in 23 
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Propionibacterium acnes 

PE3HCTEHTHbIE MHXPOOPFAHII3MhI 

A)po6HbIe M}HpOOpraHll3MbI 

Actinomvces 
Enteroccusfaeciurn 
Listeria monocytogenes 

A)po6Hble rpaMoTpHuaTeJIhHbIe MHKpooprauH3Mh1 

Stenotrophomonas maltophilia 

Alia3po6m,Ie MHKpOOprauu3N1bI 

3a FICKOHHM HepetiHcneHHbxx Bblffl 

1IpyrHe MH1poopraIIn3MLI 

Mycoplasma genitalium 

* KJIHHH{CK5 34J4eKTnBHocTb 110xa3a1-la JUl51 'iyBCTBMTeJIJH}.1X IllTMMOB 110 IUIHHW{ecldu oo6peHIil1M 

IOK3HWIM 

+ 0BHb 3HCTHTH0CTH ~ 50 % B 0J1HO HJ114 6oiitee EC crpai-i 

($) npupouia Cpe.UHJISl 'IyBCTBHTeJlbHOCTh np OTCYTCTBHH BTopHtIHJ,1X MXHH3M0B P3HCT}1TH0CTH 

(I) HCCS1 OBHHM I1POBOjLHJ1HCb Ha DKC11CHM1iTaJ1bHbIX )KMBOTI-IbIX, I{HcHLu1poBaHHbIX flYTCM BJII,IXaHH5l 

cnop Bacillus anthracis; HcdneoBaI-rn51 noKa3aJ1H, lT0 pauee Ha{aJ10 lIpHeMa aHTH6H0THKOB fIO3BOJlMT 

M36eicam BO3HHKHOBCIII{X 3a6oMeBaims B Cii451X, eci]H upoeie oe iiee e yMelmulaeT LfflC'0 cnop JIO 

He34x1)eKTHBI-lOro Konuqecma. 

PeKoMeHuauHH rio npllMel-1eHU}O y OJL OCHOBbIB}OTC$1 Ha '-IyBCTBI4TeJIbHOCTH in-vitro 

H JHHbIX llccJleL(oBaH}Lii Ha )KHBoTHb1x; JHHbI HO HP}1MHHH1O y ilJoLjCI orpai-lwIeHbi. 

11pooJ iuiTeMbHocm T IIHH uHrIpo4JIOKcauHHOM y B3POCI1bIX COCTBJ151T nsa Mecslua 110 500 Ml' JLB)lWbI 

B jei-n. t C'IHTaeTC51 D(41eKTHBHo ns1 npo4mu1aKmKH dll6npcicoll 5l3BbI. J1eal1MI pa JoJDlceH 

PYKOB0JCTBOBTbC$I HaLu1oHaJmHbiMi H/HJIH M)KZIYHPOJHb1MH JIOKYMHTMH rio SIC'ICHHIO CH6HpCKOI4 

$13BM 

(2) MeTHuJulsmH-pe3}lcTewrlmiii S. aureuS oqeH qaco HOBJ151T Ko-pe3HcTeHTHOcTb K TopxHHOJ10HaM. 

YpoBeHi C3HCTHTHOCTH K MTHlJHJL11I4HY COCTaBJISIeT 20 - 50 % cpeIIH Bcex BHJXOB CTa4IHJIOKOKKa ii 

O6bIHO BJ,IWe LJl5l HO3OXOMHaJlbHbIX u1TaMMoB. 

5.2 DapMaKoKHHeTneCKHe cBouicTBa 

A6cop6rçu 
llociie npeMa BI1 Fh OJHoKpaTHo3 zo3bI, cocTaBJlsnoLueI 250 Mr, 500 Ml' H 750 Ml', 

1HnpO4MoKCau1H 6hICTpO H HOJIHOCTh}O BCCMB TC$I UPMMY1UCTBHHO B TOHKOM KHfflKe, 

JocTHras1 MaKCI4MaJ1bHoii CbIBOOTOHO KoH1eHTpawul (Cm) 'iepe3 I - 2 qaca. OJwoKpanib1e 

JO3b1 100 - 750 Ml' 06ec11e'IMHaIoT MaKC14MaHbHble CbIBOPOTOHb1 KOHLLHTP[iHH 0,56 - 3,7 MF/Jl, 

Bo3pacTa1oauie rIpouIoPLLHoHaJIbHo fl HH5ITO11 JO3C (jo 1000 Ml'). A6COJI1OTHa$1 6HOLOCTyflHOCTb 

COCTRJ1$1T 70 - 80 %. 

jlo 3a 500 MI' [IHH$1T$1 K)KJbI 12 aco noKa3b1BaeT HJ1O1L Jb IlOJI KHBO AUC )KBHBJ1CHTHlO 

T014, KOTOYIO I1OK3BIBCT BHfMBHHOC BaeJIelllle 400 Ml' LHHPO(j)J1OKCaW1Ha B TeMeHHe 60 MHHT 

K JlbI 12 qacoB. 

Pacnpeôenenue 
IJHnp04rnoKca1u41I IIJIOXO CB513bIBaeTC5I c 6enKaMl1 (20 - 30 %); B rqa e HaXoJuITCSI 6omineü 

CTbIO B Heuo1-H43MposaHHoü opMe; O&beM pacnpeeiie si CocTaBJLsIeT 2 - 3 fl/KS' Maccbl Tella. 

Flpenapa'r JIOCTFIFCT BbICOKHX KoHIeHTpauHc1 B P3MHHb1X TKaH5IX, TBKHX KK nel'lGle 

(3r1HTeJ1HaJThHaM )K11JtKOCTh, JThBOJ151Hb1 MaKp04IarH, TKHH jj.nui 6Honcrni), cHHycbl, n oiar'ax 

BOCflJ1 I{ll$I Ha icoe H ypOl'eHHTaJThHOM TpaK-re (Mona, )Kene3a, HoeTpffl), 

o6wa51 K0HIIeHTpa1U151 B KOTOPbIX npe nnae TK0B}O B nfla3Me. 

£uornpancçbopManfwl 
Ib1J1l'l BbIsfBneHbI HesblcoKfe KOHLHTPLHH qemipex MeTa6oJIHToB, KOTObI 6bum 

HJIeHTH4MrnHpoBaHb1 KK: JLHDTMJ1UHHPO4IJ1OKCaUHH (Ml), CyJll40uHflpo4JloKCaw1H (M2), 
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OKCOuHI1po4rnOKCaIu1H (M3), OPMHJ1UHflPOJIOKCLHH (M4), KOTObI o6liMaloT aHTHMHKpO6HOii 

aKTHBHocmIo in-vitro, HO B MeHblflell crenellH, 1eM Hcxoalloe coeHHern4e. LHHpO J1OKCaUHH 

H3BCTH KaK yMepeHHb1I1 14I-1FH6I1Top H3O4epMeHTa CYP45O 1A2. 

3RufuHaz1uR 
Bb1BouHTcg B OCHOBHOM B HCH3MHHHOM BHC flOKMJ1, B MeHI,UJei CT[ICH}1 - C KaJiOM. BpeM5l 

fl0JYBb1B) HM51 y JIHU C HOMJ1bHO c)yHKwiei noqe cociaBiuleT npM6J1M3HTeJu>Ho 4 - 7 qacoB. 

3KcicpeuHI uL1npo4JIoKcauHhIa (% OT 1*03b1) 

ilpu npiiete BHTb 

C MOMOII C KJIOM 

uHnpoc1JIoKcaLLHH 44,7 25,0 

MeTa6OJ1HTbI (M1—M4) 11,3 7,5 

floeMHbIcI KJWHC - 180 - 300 MJ1/Kr/q, O6LUHi KJIHPCHC OFHH3M - 480 - 600 MJ1/Kr/q. 

ll hlupo4noKcauMH nosepraecsi rJlloMepyJlslpHoli 411{ilbTpaulln H Ty6yll5lpH011 ceKpeUH}1. T5DKeJ1oe 

Hapylnei-ilie noqeqHon HKUHH npnBOg11T K IOBb1IUHH}O nepHQLa HOJ1B&IB1iCHII5T 

IUinpo( .flOKcauMHa jo 12 qacoB. 

HefloqeqHbljk KJIHpeHC LIHflpO4J1OKCa1HHa OCYWCCTBJ1MTC$I B OCHOBHOM 3a c'leT aKTHBHOi Tf2HC-

KrnneqHon cepeun u MeTa6oJ1u3Ma. 1 % JO3b1 3KCKPTHPYTC$I C )KeJlqblo. UHnpo IoKcauHH 

HXOThHTC, I B )KJTJ4 B Bh1COK1IX KoHueHTpauM5Ix. 

IapMaKOKHHeTHeCKHe .LaHHbIe rIaLUIeHTOB OrpaHH'1eHM. 

B HCCJIJIOBHH$IX Cmax H AUC i-ie 3BUCIIH OT opacia (eTM capiue 1 roza). He Ha6JlloflailOCb 

[IOBbHh1HH Cmax ii AUC H fl H M}IOFOK THOM JO3HOBIIHH (10 Mr/Kr rp paa B )eHb). 

Y 10 .e'reii B BO3PCT JO I roa C T5I)KJIbIM CUCHCOM Cmax coc'raB.ruula 6,1 Mr/n (JU1ana3oH 4,6-

8,3 Mr/n) nocne 1-'IaCOBOii BHyrpHBeHHoii HH4y3MH 10 Mr/Kr HO C BHHHLO c 7,2 Mr/Ji (iuiana3oH 

4,7-11,8Mr/n)iuii.rjeTeioT 1 1o5J1eT. 

3HaHeHMsi AUC 6buIH 17,4 *q/5 (Lu1aHa3oFt 11,8-32,0 Mr*q/J1) ii 16,5 Mr*q/n (JHana3oH 11,0-23,8 
Mr*q/J1) B COOTBTCTBYIOLUHX BO3PCTHL1X rpynriax. 

3T11 3H HH$I HXOw!TCI B npeenax zuanaoa,  3aper'HcTHpHpOBaHHoI'O JiJIl B3OCJ1bIX B 

J103ax. 

Ha OCHOBHHI4 aHajlll3a 4apMaKoKHHeTHKH UHHPOJJ1OKCUHH Y rPY1-11 b1 [IBUHHTOB 1jCTCKOrO 

Bo3pacTa C Pa3JI HbIMH HH()KWI$1MH 6b1.rlo YCTBHOBJTHO cpeiee B MM flOMyBbIBeeHH5I, KOTOO 

COCTBBHJIO npH6flH3HTeJ1bHo 4-5 qacOB, 6Ho.IocTynHocm CCICH3HH 2W$1 ripea BHYTPb - 50-80%. 

5.3 Lairnije JoK.ruu1HqecKoii 6e3oHaCHocTn 

JoKJ1HHHqecKI1e LaHi-ibIe He noKa3aJrn oco6yio OI1CHOCTh .L1J1$1 JHO)LeH Ha OCHOB O6MHbIX 

ucCne)LOBaHMiLl TOKCI't'-IHOCTH Q1iHOKpaTHOi1 lO3bI, TOKCHHOCTH flOBTOHMX O3, aueporeitoro 

nOTeLWaJIa turn TOKCUt1HOCTM JJisI per!po4yKwut. 

KaK FL 5W YFHX XHHOJIOHOB, W4flOU1OKCU11H 5IBJIBeTCM 4OTOTOKCHMHMM y )KHBOTHb1X HF1 

KJ]HHHCCKU 3HaqIlMbjx YPOBHJTX Bo3eMcmHsJ. LIaH1mIe o 

oToMyrareHHocTM/4oToKaHUeporeHHocT14 n0xa3bJBa}oT cna6b1i1 OTOMyrareHHM1i M1114 

4ioToKaHuepOreHHbTii 344cKT UHF1pO4J1OKCa1tHHa in vitro B nCCJIe2joBaHHIx i-ia )KHBOTHbIX. 3TOT 

34CKT 6bIJ1 C BHHM C tPYFHMH HHrI46I1TOpaMII rHpa3b1. 

8o3ôeücm6ue Ha cycma i 

KaK coo6nanocb H 1,Jisl JpyrHX 14Hrn6ItTopoB rHpa3bI, UHHPO4MIOKCBUHH Bb13b1BaeT floBpe)KEeHIIC 

6oxibun-ix HC1JiHX OCHOBHYIO H Y3KY CCTBOB y HCUOJ1OBO3 JIbIX )KHBOTHbIX. CTerlelm 

HOBC)KJiCHHl xp5uIta BPbM CTCB B 3BHCHMOCTH OT Bo3pacTa, RJ1Ji H Yiuep6 MOKeT 6blm 

cFIH)lceH CL-I$ITHeM HFPY3KH C CycTaBoB. HCcJie)oBaHHn CO 3CThb1MF1 )KHBOTHMMH (Kpblcbl, co6aKFI) 

HC Bbl5lBHJTl{ flOBpe-i<)eHHH xpMua. B HCCJ1 OBHHH C MOJiOhIMH rOHHMH CO6aKaMH, 

U11IIpO4fl1OKCaLLHH BbI3BJi CCbC3HbI H3MHHH5I B CCTBX B TepaneBTFICCK1.iX o3ax '.iepe3 43e 

HCLjCJTh .neqeFill5l, KOTObIC eue Ha6nlozanHCb epe 5 MecslLLeB. 
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6. DAPMAEBTHECKHE CBOhCTBA 

6.1 Hepe'leHb BCHOMOFTJILHLIX BWCTB 

BcnoMoraTeiIbl-ible HHrpeHeHTM: 11OBHJOH, HTH5{ K XMBJIJIHKOJI2T ('rHn A), uejljlloilO3a 

MHKpoKpHcTannuecKas1, K MHH$I 2jHOKCH,L KO OHHbIil 6e3BoHb1H, KDOCKB4MJTJ1O3 HaTpml, 

MarHM>1 cTeapaT, rHnpoMeslslo3a, 6 cp, TaJIhK, THTH HOKCHfl (El 71), ripom.uieHniiiKoJm. 

6.2 HecoBN1ecTIIMocTb 

He npirIeunMo. 

6.3 Cpoi rOLHOCTH 

5 .11eT. 

6.4 0co6i.ie ep&i 1IPCLOCTOpOMIOCTU 11pM xpaeøon 

He Tpe6yeT oco6blx ycnOB11ll xpaHeHwl. 

6.5 Xapaicrep H coepaone flepBflqlluui HBKOBKH 

10 Ta6.rleToK, UOKPLIThIX r1JTeHOqHoiI O6OJ1OqKOH, B 6imc'repe (ynaKoBKa I'1e KoBasi KoHTypHa1) 

(HBX/HBLX/aoMHHHeBaM 40.imra). I 6nocrep c JmcTKoM-BKJIa.rbImeM B Kopo6Ke KapToHHoM. 

6.6 Oco6ble MepL.I HPCLWCTOPOKHOCT11 11 0 YHHTO H0H HcnoJm3oBaHHoro 

ieapc eniioro npenapaa II.JIM OTXOZLOB, IIOJIYMHHb1X nocjie npllMeHellna 

.J1eKapCTBeHHOFO ilpenapaTa, H jpyroe MHHIIYJ1HUHH C upeHapaToM. 

HeT oco6blx We6oBaHuIi K YfHJW3UlTh. 

Bech ocTaBIuMHcM .J1eKapCTBeHHb1H ripenapa H OTXOJIBI cJ1eLyeT yHH'ITO)KHTb B CTHOBJ1HHOM 

nop*wce. 

6.7. YCJIOBWM OTHVCK 03 HTI 

Ho peueriy Bpaa. 

7. JEPKATEJ1b PEFHCTPALUIOHHOFO YOCTOBEPEHII$I 

AO <<KPKA, . ., HOBO MecTo>>, fllMapbeiuKa ueca 6, 8501 HOBO MecTo, CnoBeH1i1, 

'rem + 386733121 11, E-mail: info krka.biz 

7.1. HpecTaBuTeb LepaTejiH penlcTpauH0000ro YJI0CT0BPHHH 

fl peTeH3l1H noTpe6}lTeslell H I BJ151Tb rio apecy: 

Poccuüciwi tPeôepaqui? 
000 (<KPKA-PYC>> 

143500. MocxoBc.Kai o6i., r. Hcrpa, y.n. MocKoacxaB, . 50 

Teji,: +7 (495) 994 70 70 

1aKc: +7 (495) 994 70 78 

A.apec n. rio'imi: krka-rus@krka.biz 

Pecnv6.7 UKa Be.'iapvcb 
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flpecTaBHTenbcTBO AKIHoHepHoro 061uec-rBa <<KRKA, tovarna zdravil, d.d., Novo mesto>> 

(Pedny6JrnKa CsloBeullsi) B Pecny6slnKe Benapycb 

220114, r. MHHCK, )'JI. ctHi1MMoHoBa, 
, 
2SF, o4nc 315 

Ten.: 8 740 740 9230 
aKc: 8 740 740 9230 

Apec 3JT. flOt1TbJ: info.by@krka.biz 

PecnV6JtuKa Ka3axcmau 
TOO <KPKA Ka3axcTaHx. 

050040, r. AJIMaThI, MrncpopaioH KOKTEM-1, .UOM 15A, o4wic 601 

Ten.: +7 (727) 31108 09 
Mpec n. nowrii: info,kz@krka.biz 

Pecny6lluKa ApMeuu2 
flpejlcTaBHTenbcTBo <<KpKa, jj.jj., HOBO MCTO>> B Pecr1y6jmKe ApMeHH 

0001, r', EpeBaH, yJi. HaJ16aH.rMH, j. 106/1 (<<CA5IT-HOBA>> EH3HEC-1JEHTP), o4iic 103 

Ten.: +37411560011 
Ajpec 3J1. noimi: info.am@krka. biz 
Kb:p2b:3cKwi Pecny6i1uKa 
HpCCTaBLiTCJibCTBO AO <<KPKA, TOBPH 3JpaRr4JT, HoBo MCTO> B Kb1prbI3CTaHe 

720040, ycKas1 O6J1acm, r. BiiLuKei, 6ynbBap 3pKHHHK, ,L. 71, 6iox A 

Ten.: + 996 (3 12) 66 22 50 

Aipec n. noimi: info.kg krka.biz 

8. HOMEP PEFHCTPAUHOHHOFO YOCTOBEPEHHM 

9. ATA HEpBHqHOh PEFHCTPAUHH (HOLTBEP?1CJEHII5I PEFHCTPAUITH) 

taTa nepBoi pernc-rpawiw 

10. )IATA HEPECMOTPA TEKCTA 
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