COOTBETCTBYET 3KCNEPTHOMY C
ot 05.03.2026 Nz 4322

1O MEJNIIMHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOI'O ITPEITAPATA
bunanem-A®

PerncrpanmonHblii HOMep:
Toprosoe HaumeHoBanue: buanem-A®
Me:kayHapogHOe HeMATEHTOBAHHOE WJIH IPYNIUPOBOYHOE HAMMEHOBaHMe: OMarcHeM

JlekapcTBeHnHasi popma: MOpPOIIOK IS IPUTOTOBICHUS pacTBOpa A HHDY3Ui

Cocras
1 ¢p1akon comep:xut:

Heticmsyrowee eeugecmeo: duanenem — 300 mr, 600 mr.

Onucanue: MEIKOKPUCTALIMYECKUN TOPOIIOK OEI0ro MWim OeJoro C JKENTOBATHIM OTTEHKOM

[IBETA.

(DapMaKOTepaneBaneCKaﬂ rpymma: aHTI/I6aKTepI/IaJ'IBHBIe cpeacrtBa CUCTEMHOI'O ﬂeﬁCTBHH;

Ipyrue OeTa-TaKTaMHbIC aHTHOAKTepUATbHBIC CPECTBA; KapOareHEMBI.

Konx ATX: JO1IDHO05

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

buamenemM — aHTHOMOTHMK Kiacca KapOAlleHeMOB, MPEJIHA3HAYeH IS IMapeHTEePaTbHOTO
MPUMEHEHHUs, UMeeT OoNblyr ycToWunBOCTh K neruapomnentuaaze-1 (JAITI-1) genoBeka (3a
cuet 1P-meTuinbHON rpymnisl B nonoxeHnu C1) o cpaBHEHUIO ¢ UMUTIEHEMOM U MEPOIIEHEMOM.
buarnenemM oka3biBaeT OAKTEPHUIMIHOE JIEHCTBHE B OTHOIICHWH IIMPOKOTO CIIEKTpa a’pOOHBIX
IPaMITOJIOKHUTENIbHBIX, TPAMOTPHUIATEILHBIX U aHadPOOHBIX OakTepuii, BKIrouas Pseudomonas
aeruginosa, ycTOMYMBYI0O K HMHUICHEMY, MeporeHeMy, nedrasuauMy, oQIoKcanuHy,
reHTaMuInHy, u Bacteroides fragilis.

Mexanusm deticmsus

buanenem, kak u Jpyrue Oera-JTakTaMHbIE AHTUOMOTHKH, WHTHOUPYET CHHTE3 MYypeHHa
(menTuaorivkana), (OPMHUPYIOIIETO KICTOYHYIO CTEHKY OaKTepuil, W BBI3BIBACT THOCIH
OakTepuaTbHOU KIICTKH.

bruameneM nMeeT BBICOKYIO ap(UHHOCTh K Pa3IMYHBIM TCHUIMITHHCBI3BIBAIOIIMNM OeKaM

(TICB): TICB1 u IICh4 merunmmmuHpesuctentHoro Staphylococcus aureus (MRSA), a Taxxke
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

aHTHOMOTHYECKUH 2P PeKT (T.e. moJaBIeHne MUKpPOOHOTO pOCTa MOCIIE TOT0, KaK KOHI[CHTPALUU
JIEKApCTBEHHOTO0  cpeAcTBa  cHM3WwmMCh Himwke MIIK  (MuHMManbHas — TOJ@BIISIONIAs
KOHIIEHTPAIlKs1) B OTHOILIEHUY TPAMIIOJIOKUTENIBHBIX U TPAMOTPHUIIATENIbHBIX OaKTEpU.
Pesucmenmuocmo

MexaHu3M pa3BUTHS PE3UCTEHTHOCTH K OuaneHeMy He U3yda’cs.

Kpumepuu wyecmeumenvrocmu

Hanwonaneueii  Komurer mno Kiunwueckum JlaGoparopusim Cranmapram (NCCLS) He
ycranoBui MIIK s 6uanenema. OgHako, Obutn npemnoxersl MITK < 4 mr/n u > 8 mr/n mist
YYBCTBHUTEIBHBIX U PE3UCTEHTHBIX a3pPOOHBIX OaKTepUil COOTBETCTBEHHO.

Ta6muna 1. 3nauenus MICgo (MMHMMaNbHAs KOHLIEHTpauus, nojaasistomas 90 % mramMMmoB
MHKPOOPTaHU3MOB) TIOJIy4YCHHBIC B HCCICOBAHUSX IN Vitro

Muxkpoopranuzm MICgo, mMr/n
I'pamompuuyamenvhovle aspooHBIE MUKPOOP2AHUZMDBL

Escherichia coli 0,03-0,12
Klebsiella pneumoniae 0,12-0,78
Morganella morganii 1,56-2
Proteus mirabilis 0,39-3,13
Citrobacter freundii 0,12-0,78
Serratia spp., BkjIrodas S. marcescens 0,5-8 mr/n
Providencia rettgeri CBBIIIE 8§ MI/JI
Moraxella catarrhalis <0,06-0,12
Haemophilus influenzae 1-8
Pseudomonas aeruginosa 1,5-16 (MenuanHOE 3HaUEHUE: §)
Acinetobacter baumannii 0,5

Fpamnonoofcumeﬂbuble a9p06nbte MUKDOOPCAHU3IMDbBL

Streptococcus pneumoniae <0,06-0,5
Streptococcus pyogenes <0,006-0,03
Staphylococcus aureus MmeTHIIHILTHH- <0,06-0,5

qyBCTBUTEIbHBIE MITaMMbI (MSSA)

Staphylococcus aureus meTunMILTHH-pe3UCTeHTHBIE | 32-118
mrammel (MRSA)

Staphylococcus epidermidis <0,12-1

Streptococcus spp. METUIIUIUTNH-9yBCTBUTENbHBIE | < (,5-2
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(OCAEQOBATENEBROCTE 00T

KOaryJjaasooTpuuaTCIbHLIC

Enterococcus faecalis 3,1-16

Enterococcus faecium BhIIIe 128

AHapodHble MUKPOOPZAHU3MbL

Bacteriodes fragilis

Prevotella spp.

Fusobacterium spp.

Clostridium spp.

| 0| 0ol 0| ©

Peptostreptococcus spp.

B crnenyromeit Tabmuie mnpuBeneHbl JAaHHBIE O OaKTEPUOJIOTHYECKOW A(P(HEKTUBHOCTH,
HOJTy4EHHBIE B X0J1€ KIMHUYECKUX UCCIICTOBAHHA.

Tabauua 2. bakrepuonorndyeckas APQPEKTUBHOCTH IO pe3yjabTaTaM KIMHUYECKUX
HUCCIICOIOBaHUU
YPpoBeHb YpaguKanum
ITaTorenst Koua-Bo %
mTamMmmoB

S. aureus 17/22 77,3
Staphylococcus spp. | S. epidermidis 13/15 86,7

KoarynazoneraTuBHbIe CTAPHIOKOKKH 18/18 100
Streptococcus spp. 46/46 100
Streptococcus pneumoniae 25/25 100

E. faecium 39/47 83,0
Enterococcus spp. E. avium 4/4 -

ITpoune SHTEPOKOKKHN 1/1 -
Moraxella spp. 6/6 100
E. coli 63/67 94,0
Citrobacter spp. 717 100
Klebsiella spp. 18/18 100
Enterobacter spp. 14/15 93,3
Serratia spp. 12/12 100
Proteus spp. 7/8 87,5
H. influenzae 16/21 76,2
P. aeruginosa 40/55 72,7
Acinetobacter spp. 3/3 -
Peptostreptococcus spp. 14/14 100
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Bacteroides spp. (MOCAEAGEATES 5 OC 5 U0
Prevotella spp. 23/24 95,8
Fusobacterium spp. 8/9 88,9

OddexTuBHOCTh MpenapaTta B OTHOIICHHH MATOTCHOB, MEPEUYHCICHHBIX HWXKE, MOATBEPIKICHA
OIIBITOM KJIMHHUYECCKOI'O MPUMCHCHU !

I'pammonokuTenbubie a3poobl: Staphylococcus spp. (3a uckarouenuem MRSA), Streptococcus
spp., Bkiroyas Streptococcus pneumoniae, Enterococcus spp. (3a uckiarouenuem E. faecium).
I'pamotpuniatensibie a3poosl: Moraxella spp., E. coli, Citrobacter spp., Klebsiella spp.,
Enterobacter spp., Serratia spp., Proteus spp., H. influenzae, P. aeruginosa, Acinetobacter spp.
['pammionoxxurensHbIe aHA3pOOBI: Peptostreptococcus spp.

I'pamoTpunaTensHbie ana’pobwl: Bacteroides spp., Prevotella spp., Fusobacterium spp.
(Dapmakmcuuemuka

Bcacvieanue

Konmenrparus OuaneHeMa B 1mia3Me KpOBH 30POBBIX J00poBosibIieB (N=>5) mociie OAHOKPaTHOM
BHyTpuBeHHOM wuHPY3uun B go3e 150 wmr, 300 mr m 600 mr B TeueHue 60 MUHYT
MMPpONOPHHUOHAJIbHO 3aBUCECIa OT AO3bI U ObLI1a MMPAaKTUICCKU JIMHEWHOM.

Taomunma 3. dapMakOKHMHETHYCCKUE TapaMeTpbl OuarneHema y 370pPOBBIX JOOPOBOJIBIICB
(cpeaHee + CTaHAapPTHOE OTKJIOHEHHUE, N = 5).

I[TapameTp Crnax Tuzp AUC
Jloza (MKT/MIT) (9) (MKT/MiT°9)
150 mr 8,8+0,9 0,97 + 0,06 14,7 £ 0,8
300 mr 17,3+2,2 1,03+0,10 292 £4.8
600 Mr 324+23 1,04 = 0,07 554+ 6,0

Cmax — MakcuManbHasi KOHIEHTparwst; T1/2p — nepuon noxyBeiBeneHus, AUC — muromanp moxu
(bapMaKOKUHETUYECKON KPUBOI «KOHLIEHTPALHS - BPEMs»
Amnanornyno, AUC Bo3zpacTana ¢ yBeTU4YE€HUEM JJ03bl IPAKTUUECKU JIMHEHHBIM 00pa3oM.
[Ipy mnoBTOpHOW BHYTpHUBEHHOW WH(Y3uH mpenapara (apMaKOKMHETHKA MPAKTUYECKH
MOJIHOCTBIO  COOTBETCTBOBajJa TAaKOBOM TMpU OJHOKPAaTHOM MHQY3UM; KyMyJSLMsS HE
HabJr01a71ach.
Pacnpeoenenue
Buanenem neMOHCTpUpYeT MUHUMAalbHOE CBsA3bIBaHME ¢ Oenkamu 1wiasmbl (3,7 % mocne
onHokpaTHOM 1036l 300 wmr). [locine BHyTpHMBEHHOTO BBEICHHUs OHMarieHeM OBICTPO M XOPOIIO
pacripefienieTcsi U TNPOHHMKAET B OONBIIMHCTBO TKAaHEW (Hampumep, TKaHb JIETKHX, MaTkKa
(MHOMETpHIA, HSHIOMETpHil), SUYHUKH) M OIKUAKOCTEH OpraHu3ma (Hampumep, MOKpOTa,
IUIEBPAJIbHBINA BBINIOT, MEPUTOHEANbHAs XKUAKOCTh). KoHleHTpamus OuarneHemMa B MOKpOTE B
TeYeHue 6 YacoB MOCie MPUMEHEeHHS penapara coctanisuia ot 0,1 1o 2,5 Mkr/r. MakcumanbHast

KOHIIEHTpalusi OuarneHeMa NpU OJHOKpPAaTHOW BHYTpuBeHHOM wuHGpy3unm B no3e 300 mr (B
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B [IEPUTOHEATHHON KHUIAKOCTH — OT 9 110 24 MT/11, B IJIEBpaIbHOM BBINOTE — OT 4,4 10 9,5 Mr/i1, B
UHTEPCTULUAIBHOM XKHUJIKOCTH — 710 9,6 Mr/I1.

Memabonuzm

MeTabonuThl OuaneHeMa B IjIa3Me KpOBH 3J0POBBIX TOOPOBOJIBIIEB HE OBLIIM OOHAPYKEHBI HU B
OJTHOM M3 TISITU CITy4yaeB MPH OJHOKPAaTHOW BHyTpuBeHHON mH(py3uu B no3ax 150 mr, 300 mr u
600 mr, a Takke npu NOBTOpHOM BBeAeHMM B a03ax 300 mr u 600 mr. Ilpu ogHOKpaTtHOM U
MMOBTOPHOM BBEJICHHUH, OOIEe COACp)KaHWE META0OJUTOB, BBHIBEICHHBIX IMOYKAMH, COCTABHIIO
9,7-23,4 %. AHTHOAKTEpHAIPHONW aKTUBHOCTBIO JIAHHBIE META0OIUTHI HE 00J1a1aIH.

Buiseoenue

buareneM BBIBOJAMTCS TPEUMYIIECTBEHHO TOYKAMH IIyTEM KIyOOYKOBOW (GUIBTpAIIUU U
HE3HAYMUTEJIbHOE KOJIMYECTBO BBIBOJUTCS KUIIeUHUKOM. [loueunslii kmupeHc 6,63 /4. Cpennss
KOHIIEHTpallsl OuareHeMa B MoOdYe 370pOBBIX 100poBoibieB (N=5) uepe3 0~2 wyaca mocie
OJIHOKpaTHOW BHYTpUBeHHOW MH(Dy3un B no3ax 150 mr, 300 mr u 600 mr B TeueHue 60 MUHYT
cocraBuia 325,5 mkr/min, 584,8 Mxr/mi u 1105,1 MKr/Mi1, COOTBETCTBEHHO; Yepe3 8-12 yacoB —
2,4 Mxr/mi, 4,7 Mkr/min 1 21,4 MKI/MJI, COOTBETCTBEHHO. BriBeneHne OnameHeMa MOYKaMU B
teuyenune 0-12 gacoB cocraBuio 62,1 %, 63,4 % u 64,0 %, cOOTBETCTBEHHO.

DapmakoKuHemuKka y 0moeabHulX ZPynn nayueHmos

Hapywenue ¢pynxyuu nouex

Hccnenoanue papMaKOKMHETHKU TIPU OJHOKPATHON BHYTpUBeHHON MHGY3uu B 103¢ 300 mr B
TeyeHne 60 MHHYT y MAl[MEHTOB C HapylieHHeM (YHKIUHU modek (N=3) BBIIBHIM 3aICPXKKY

SJIMMHUHaAN OuarneHema U3 IJ1a3Mbl KpOBH.

Tabauua 4. PapMaKOKMHETHUYECKUE MTApAMETPhl Y NAIMEHTOB C HAPYUIEHHOW (PyHKIMEH moyeK

[Tapamerp Crnax Tie AUC

Cayyaii (MKT/MIT) (9) (MKT/MiT°9)
KK 23,1 mn/Mun 25,6 2,28 68,0
KK 40,6 ma/mun 24,0 1,82 61,1
KK 49,4 mn/mMun 12,8 1,95 46,6

KK — knupeHc kpeatnauHa; T1/2 — neproj noayBbIBEICHUS

VYV namuenToB ¢ HapymeHueM (QyHKiuu mnodek cpeaHed creneHu Tsokectu (KK 50 mur/mun),
nonydaBmux 300 mr O6uanenema teueHue 30 MUHYT €KEIHEBHO JiBa pa3a B CYTKH B TEUEHHE
7 nHel, KyMmysanus OuarneHeMa B IUIa3Me KPOBU M MOUY€ He HaOmofanach. Y IMSTH MalUEHTOB €
HapyleHHeM (QyHKIUM TOYeK, TpeOyIoIUX MNPOBEACHHS TeMOJUain3a, MOIYy4aBIINX IMepes
HavajoM mpoBefeHus remoguanusza 300 Mr OuareHeMa BHYTPUBEHHO MH(Y3MOHHO B TEUEHHUE
60 MuHyT, HaOMIOAAIach 3aj7ep)KKa DIIMMHUHAIIMN OManeHeMa W3 TuIa3Mbl KpoBU. OTMEdaioch

BJIMAHHUEC I€MOJUaIM3a Ha HpO(I)I/IJ'IL BBIBCACHUA IIpCIliapara: B XOH€ IeMOoAauaIn3a OTMCUYCHO
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nByxdaszHoe MonyBbIBeieHne Ouarienema ¢ Ty4= 1,16 %:3:3%'%'ﬁgmliﬁét '%Eﬁ' Qé:e%hnn

OuameHeMa TEM IKe nmanueHTaM B JCHb, KOrjga IreMoAvuaJIM3 HE IMPOBOAHIICA, OTMCUCHO
MOHO3KCIIOHCHIIMAJIbHOC BBIBCACHUC OuarieHema.

Taﬁ.Jmua 5. (DapMaKOKI/IHCTI/I‘ICCKI/Ie NapaMeTphl y NAMMCHTOB, HAXOAAIIMXCSA Ha TEMOJIUATIN3C

[Tapamerp Crmax Tmax T2 AUC
Iporeaypa (MKr/MIT) (9) (9) (MKr/MuT 1)
B xone remoauanmsa 248+4,7 1,0+£0,0 3,33+0,91 52,7+8,7
Mesicaty npouestypam 19,0+ 4,7 12404 3,92 + 1,09 120 + 29
reMoaualIn3a

Tax — BpeMs IOCTH)KSHUSI MAKCUMAIIBHOW KOHLICHTPauH
Oxo10 90 % OnaneHemMa BBIBOJUTCS U3 KPOBH BO BPEMSI TEMOIHATIH3A.

Hapywenue ¢ynxyuu neuenu

®dapMaKkOKHHETHKA OuaneHeMa y MalueHTOB C HapylIeHueM (QYHKIMH TeYeHH He U3Yy4allach.
Tayuenmsi noscunozo eospacma

Coo0manoch 0 CBSI3aHHBIX C BO3PACTOM M3MEHEHHUSIX (PapMaKOKHHETHYECKOTO MPOQHIIs
OmareHema 1ociie BHyTPUBEHHOTO BBEACHUS OAHOKPAaTHBIX 103 300 mr m 600 Mr y 310pOBBIX
MOXKUJIBIX JOOPOBOJIBLEB (BO3pacT oT 65 nmo 75 ner u crapme, N = 10). YV OATH MOXKHUIBIX
JIOOpOBOJIBIICB B BoO3pacTe crapmie 75 ner (cpemnuii Bo3pact 77,8 ner) Benmmumna AUC
OumareHeMa TocCJe KaXKJAOTO BHYTPUBEHHOTO BBEICHHWs Npenaparta Oblla 3HAYUTEIHHO BBIIIE
(44,6 m 91,9 mkr/mur-u), yem BenmuunHa AUC OuarneHema y MOJIOJBIX 3J0POBBIX MYKUUH
n00poBoIbIleB (cpeanuii Bo3pact 23 roaa) (26,6 u 66,1 mkr/mi-u). Taxke coolIanoch o
CBSI3aHHBIX C BO3PAaCTOM HM3MEHEHHUSAX BEIMYUHBI IOYEYHOro KiIMpeHca OuaneHema. Takue
U3MEHEHHUs (apMaKOKMHETUKU OOBACHSIOTCS KOMOMHAlMEH CHIDKEHHOM (yHKIMM TOYeK Hu
CHIDKEHHEM MAacChl Tejla Y TOXHIIBIX J0OpOBONBIEB. BaXHO, YTO CBS3aHHBIE C BO3PAacCTOM
MU3MEHEHHBIE OTJIENbHBIC (PapMaKOKWHETHUYECKHE MapaMeTphl HE3HAYUTEIHHO OTIMYAINCH OT
TaKOBBIX y MOXHIIBIX TOOPOBOJIBIEB, UMEIOIUX HOPMAJIbHYIO MOYEYHYIO (PYHKIHUIO JIIsI CBOETO
BO3pacTa.

Jlemu

®dapmMaKkOKMHETHKA OManeHeMa y IeTeid He n3yJanach.

Iloxka3zaHus K NIPUMEHEHHIO

[Ipenapatr buanem-A® mnpumeHsiercs NpU JEUECHUHM CIEAYIOIMX 3a00JIeBaHUM, BbI3BAaHHBIX
YYBCTBUTCIIBHBIMU K 6I/IaHeHeMy MHUKPOOpTraHU3MaMMu:

- TIHCBMOHMUS,

- HH(EKIIUN MOYEBBIBOSAIIEH CUCTEMBI (OCTOXHEHHBIN IUCTUT, TUETOHEPPUT);

- ICPUTOHMUT,

- XpOHUYECKHE pECTUpPAaTOPHBIE 3a00JI€BaHUS.
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IIporuBonokazanus

® [IOBBIIICHHAs YyBCTBHTEIBHOCTh K OHameHeMy WM JAPYTHUM IpernaparaM TPYIIbI
KapOaneHeMOB B aHaMHE3¢E;

e BbIpaXEHHAs TUIIEPYYBCTBUTEIBHOCTh (aHA(UIAKTUYECKHE PEaKIUH, TSKEIble KOKHBIC
peakiuu) K J000My aHTHOAKTepHAIBHOMY CPEACTBY, HMeEIOIIeMy OeTa-JaKTaMHYIO
CTPYKTYpY (T.€. K ICHUIIWUTHHAM, TIeQaTIOCTIOPHUHAM);

® OJIHOBPEMEHHOE IPUMEHEHHE C IpernapaTaMy BaIbIIPOSBOil KUCIIOTHI,

e JjieTckuii Bo3pact A0 18 mer.

C 0CTOpPOXKXHOCTHIO

® [IpU HAIWYUM Yy MAIUEHTa WU ero OMMKalIIuX poJICTBEHHUKOB OpPOHXMAJIbHOW aCTMBI,
MPEIPACTIONOKEHHOCTH K AJIJIEPTHUYECKUM PEAKIUsM (ChIb, KPAUBHUIIA U T.J.);

® [pu TSHKENOM MOYEYHOU HEOCTATOYHOCTH,

® y IAIMEHTOB MOXKUJIOTO BO3PacTa;

® y TAUEHTOB, HAaxXOJAIIMXCA Ha MapeHTEPAIbHOM MUTAaHUH, C OrPAaHUYCHHOUN
CIIOCOOHOCTBIO K NEPOPAIBHOMY MpPHEMY IMHILIK, C HEYIOBIECTBOPHUTEIBHBIM OOIIUM
COCTOSTHUEM 37I0POBbS,;

e 1pu 3aboneBaHusAX IeHTpanbHOUW HepBHOU cuctembl (IITHC), mpeapacmonararommx K
BO3HUKHOBEHHUIO CYJOPOT U CHUXKAIOLIUX MOPOT CYJOPOKHON aKTUBHOCTH, SMHIICTICUS B

AaHaMHC3C.

IIpumMenenune npu 6epeMEeHHOCTH M B IEPHO/I I'PYTHOI0 BCKAPMJIMBAHUSA

bepemennocms

bezonacHocTh mpuMeHeHHs OuaneHeMa y JKEHIIMH BO BpeMs OCpeMEHHOCTH HE H3ydajach.
[TosTOMYy TpuMeHEHHE TpenapaTa BO BpeMsi OEpEMEHHOCTH JOITyCTUMO TOJIBKO B TOM CIlyd4ae,
€CJIM BO3MOYKHAsI TI0JTh3a OT JICUEHUS TSI MATePH MPEBBINIACT MOTSHINAIBHBIN PUCK IS TDIOAA.
Ilepuoo epyonoeo eckapmaueanus

B noxmmHMUYECKUX HCCIEI0BaHUSIX ObUIO YCTaHOBIIEHO, YTO OHaleHeM NMPOHUKAET B I'PYAHOE
MOJIOKO. B ciygae HEoOXOIMMOCTH TpPHMEHEHHs TpernapaTra CIeAyeT NpPeKpPaTHTh TPYAHOE

BCKapMJINBaHUE.

Cnocod npuMeHeHus U 103bl

[Tpenapat buanem-A® npenHazHayeH TOJIBKO /Ul BHYTPUBEHHOTO HH(PY3MOHHOTO BBEJCHHUS.

B3pocasim



COOTBETCTBYET ZKCNEPTHOMY OTUETY

M EI "-J_' -1-3:._

o1 05.03.20
Jlo3a ¥ MPOJOIKUTEIBHOCTh TEPAITUU JIODKHBI VCTathﬁB%%&:E%XQQEMOGTJ :b{J 3.3T11,';Ha 5

TSOHKECTH UH(DEKINH U COCTOSTHUS TAIIMCHTA.

OO6bIuHO cyTOYHAas 1032 npemnapata coctasiseT 0,6 r, pa3aenéHnas Ha 2 BBEJICHUS Kaxble 12 4,
BHYTPUBEHHO KareibHO B TeueHue 30-60 munayT. [Ipu TsOKENbIX MHPEKIUAX 1032 MOXKET OBITh
yBenuueHa. MakcuMaibHasi CyTO4Has 7103a He JOJDKHA MpeBbimaTh 1,2 T.

[TpoaOmKUTETLHOCTD TEPAIUH MIPENAPaTOM HE JOJDKHA MPEBBIIIATh MUHIMAIILHO HEOOXOIUMBIT
CPOK TSI IeUeHUs 3a00JIeBaHUS.

Oco0nIe I'pYHOIIbI TAIMEHTOB

Hapywenue ¢pynkyuu novex

Y nauueHToB ¢ TKEIOM ITOYEYHOM HENOCTATOYHOCTBIO Ipernapar ClIeAyeT NPUMEHSTh C
OCTOPOKHOCTBIO, TIIATE€JIbHO KOHTPOJHUPYS COCTOSHUE MAalMeHTa; Ipu HEoOXOJUMOCTU
YMEHBIIUTH /103y WK YBEJIUYUTh UHTEPBAJ MEXAy BBeAeHUAMHU. [laninentam, Haxoasmumcs: Ha
reMo/Iuasn3e, peKOMeHIyeTcs BBeJeHue 1 pa3 B CyTku (cM. pasien «DapMakOKHHETHKAY ).
Toowcunvie nayuenmoi

VY noxuneix manueHToB mpenapar buanem-A®d criemyer TPUMEHATH C OCTOPOKHOCTHIO.
HeoOxoaum KOHTpONB 3a COCTOSHMEM MAalMeHTa M aJeKBaTHBIM Moadop A03bl M WHTEpBala
MEX/1y BBEJCHUAMHU pernapara (cM. pasaeinsl «PapmakoknHeTnkay U « OcoOble yKazaHHs»).
Jlemu

Wudopmanusa o 6e3omacHocTy U 3PpekTuBHOCTH npenapara buanem-A® y nerei, BKItouas
HOBOPOKIEHHBIX, MJIa/ICHLIEB C HU3KOM MacCOM IPU POXKACHUU U TPYIHBIX AETEH, OTCYTCTBYET.
Ilpucomosnenue pacmeopa 015 uHpy3uti

[Tepen mpumeneHnuem mpenapat Bo ¢uiakoHe pacTBopsitoT B 10 mut (mmst mo3upoBku 300 mr) wim
20 ma (s go3upoBku 600 Mr) pactopuTtens (0,9 % pacTBop HaTpus Xjaopuaa ik 5 % pacTBop
JIEKCTPO3bl). 3aTeM B aCeNTHYECKHX YCJOBHSX IEPEHOCAT IMOJYyYCHHBI pacTBOp B
uHOY3UOHHbIN ¢uakoH, coxepkamuit 90 M (uam 80 MII) aHAIOTMYHOrO HMH(QY3MOHHOTO
pacTBOPUTEIS ITIsl TOJIyYSHUST paCTBOpPA KOHIIEHTpaIMen 3 Mr/mit uiau 6 mMr/mi.

[Ipenapat Henb3sd CMENMIMBATH C IPYTMMHM JEKApCTBEHHBIMU IIpernapaTaMy UM PacTBOPUTENSIMU
U3-32 BO3MOXHOM HecoBMecTUMOCTH (cM. paszgen «BsaumopelictBue ¢ Apyrumu
JIEKaPCTBEHHBIMU CPEACTBAMM).

He pexomeHayeTcs HCIONb30BaTh PacTBOPHI OManieHeMa C KOHIEHTpalueH, MpeBbIIIaoei
6 Mr/MmJI.

C MHKpOOMOJIOTUYECKOM TOYKM 3pEHUs TOTOBBIH K MPUMEHEHHIO pacTBOP MOJUICKHT
HEMEJUIEHHOMY MCIIOJIb30BaHMI0. Takke TOTOBBIM pacTBOp MOKET ObITh BBEAEH B TeueHue 4
yacoB (TIpM WCTIOJIb30BAaHUHU B Ka4eCTBE pacTBopuTens 5 % pacTBoOpa JEKCTPO3bl) UM 3 4acoB

(mpu wucnonbp3oBaHMU B KaudecTBe pactBoputens 0,9 % pactBopa HaATpus XJopuaa) TOCIe
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OOGecneyeHue ycaoBUM XpaHEHHs U BBEJCHUS SIBJIACTCS 00S3aHHOCTBIO TOJIb30BATEIS.

ITo0ouHoOE nelicTBHE

B xome KIMHMYECKUX HCCIEOoBaHUN OumameHemMa c ydactheM 2348 manueHTOB MOOOYHBIC
¢ dekThl ObLIM 3aperucTpupoBanbl y 64 mamueHtoB (2,7 %). Haumbosiee wacto moOGoOYHBIC
a¢dexTsl Brouanu cbinb (1,0 %), muapero uian Heodopmitenusii ¢ty (0,7 %). OTKIIOHEHUS B
pesyibTaTax J1abopaTopHBIX aHAIM30B cpeau 2287 manueHToB HaOmoganuch B 304 ciydasx
(13,3%). Haunbosee yacThiMK U3 HUX OBLIH IMOBBIIIEHHE AKTUBHOCTH aJlaHMHAMUHOTpaHC(hepa3bl
(AJIT) B 114 cnyvasx, NOBBbINICHHE AaKTHBHOCTH acmapratamuHoTrpanchepasslt (ACT) B
93 ciy4asx, 303uHOGWIHS B 77 CiTydasix.

B xozme mocTperucTpallMOHHOrO HcCcleAoBaHus Obl1o 3aperucrpupoBano 208 ciayyaeB
BO3HUKHOBEHHUs MOOOYHBIX 3((}EeKToB (BKIIOYas OTKJIOHEHHS pe3yibTaTOB J1a0OpaTOPHBIX
aHanm3oB) cpeau 1700 mamueHToB, ydacTBoBaBIIMX B ucciaenoBanuu (12,2 %). Haubonee
YacThIMA W3 HHUX ObuIM HapymieHue (GyHKmuu mnedeHu B 77 ciydasx (4,5 %), TOBbIIIEHHE
aktuBHOCTH AJIT B 45 ciyvasx (2,6 %), nossiienue aktuBHoctd ACT B 40 ciyuasx (2,4 %),
MOBBILICHHE AaKTUBHOCTH IenoyHou ¢ocdarazel (IL[P) B 13 cuywasx (0,8 %), moBblieHue
akTuBHOCTH Naktataeruaporenassl (JIAIY) B 12 cinyqasx (0,7 %).

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PEaKIINi

HexxenaTtenbHble peakiuu, MpeACTaBIEHHbIC HIKE, TEPEUYHCIECHbl B 3aBUCUMOCTH OT aHaTOMO-
dbuznonornueckoi kinaccupuKaluy, 4acTOThI BCTPEUAEMOCTH M CTEMEeHH TskecTH. Yactora
BCTPEYAEMOCTH OMPEACIACTCS CIEAYIONMM o0pa3oM: o4ueHb dacto (> 1/10); wacto (= 1/100 go
<1/10); mewacro (= 1/1 000 mo <1/100); peaxo (= 1/10 000 mo <1/1 000); oueHr penko
(<1/10 000), gacToTa Hen3BeCTHA (HA OCHOBAaHUH MMEIOIIUXCS TAaHHBIX OIIEHUTh HEBO3MOIKHO).

Tabauua 6. TabnuuHOE pe3toMe HeKeNaTeNIbHBIX peaKIii

CucreMHO-OpraHHbIil Yacrora HexenatenbHble peakuumn

KJIaCC

Viexmn u nHpasun 4acToTa CTOMATHUT, TPUOKOBBIE CYNIEPUHPEKIIUU
HEU3BECTHA
HEYacTo 6a30¢punns, TpPOMOOLIUTO3, IPUTPOLIUTOTICHUS,

CHIDKEHHE FeMaTOKpuTa, HeMTpoduius,

Hapymienust co cTopoHsl CHIKEHUE COJIep KaHHe TeMOITI001Ha,

KPOBHU U TUM(paTUIECKOI AUM(}OIMTO3, MOHOLIUTO3

CHCTEMBI penko yBeJIUYEHUE TPOTPOMOMHOBOTO BpEMEHHI
4acToTa arpaHyJIOlIMTO3, TAaHIIUTONIEHUS, JIEHKOICHHS,

HEU3BECTHA | TPOMOOIUTOIIEHUS

Hapymienust co cTopoHsl HEYacTo 903UHODUITUS
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CHCTEMHO-OPTraHHbIi Yacrora Hmeﬁﬁ‘n‘linm%wé-ﬂmnh o Ut
KJ1ace
VMMYHHOH CUCTEMBI peako LIOK

yacToTa aHapUIAKTUYECKUNA [IOK
HEU3BEeCTHA
yacTtoTa cumnToMsl edunura ButamuHa K (rumorpo-
HEM3BECTHA | TPOMOMHEMHUS, CKIIOHHOCTh K KPOBOTEUCHHUSIM),
Hapymenust co ctopoHnsl
CUMITOMEI Ie(hUIIUTa BUTAMIHA TPYIIEI B
MeTaboJiu3Ma U MUTaHUs
(rmoccuT, CTOMAaTUT, CHU)KEHUE allleTUTA,
HEBPHUT)
penKo OLyIIEHUE OHEMEHUS
Hapymienust co cTopoHsl
. yacTtoTa CYJIOpOTH, HApyIIEHUE CO3HAHUS
HEPBHOW CHUCTEMBI
HEU3BEeCTHA
Hapymienust co cTopoHsl penKo MPUCTYT aCTMbl, UHTEPCTUIMATbHAS TTHEBMOHUS
JIbIXaTeJIbHON CUCTEMBI,
OpPraHoB I'PyAHOMN KIIETKU U
CpeNOCTEHUs
HEYacTo TOILIHOTA, Japesi, TOBBIIICHUE aKTUBHOCTH
aMuIIa3bl
XKenynouHo-kuiieyHbie =
penko pBOTa, CHUP)KCHHBIN aIIeTuT, 00JIb B )KUBOTE
HapyIICHUS > r—
4acToTa IICEBJJOMEMOPAHO3HBIN KOJIUT, TSXKENBIN KOJIUT,
HEU3BECTHA | COIPOBOXKAAIOIIUNCSA KPOBSIHUCTBIM CTYJIOM
HEYacTo noBeimenne aktuaoctu AJIT, ACT, JIJT,
Hapyenust co cTopoHsI .
ramma-riytamuitpancdepassl, LD, neiinun-
MEYEHU U
. amuHonentuaassl (JIAII); xentyxa, moBHIICHNE
YKEITUEBBIBOJALIMX MyTEU
KOHIIEHTpaluu OninpyorHa
Hapymenust co cTopoHsl HEYacTo 3y, CHIIb
KOXKH U TIOIKOXKHBIX TKaHEH | PeIKo KpanuBHUIIA
HEYacTo MOBBIIICHUE KOHIIEHTPALMHU a30Ta MOYEBHUHBI B
KpPOBH, MOBBIIICHUE KOHIIEHTPALIMHN KpeaTHHIUHA
Hapymienus co ctopoHbl B KPOBHU
[IOYEK ¥ MOYEBBIBOIAIIUX | PEAKO MOBBIIIIEHUE B MOY€ KOHIIeHTpauuu N-aretun-3-
myTen D-rimoxo3amuamniaszsl (NAG) n B2-mukpo-
[J100yJIMHA, TPOTEUHYPHSL, OCTpasi MOYEHHas
HEJ0CTaTOYHOCTh
HEYacTo THIEePKATUEMHUS, TUXOPAIKa
peako rojioBHasi 60Jb, 60Ib B rpyiu, odIiee
OOu1re HapymeHus U
HEJI0MOI'aHUE
peaKIu B MECTE BBEJICHUS
yacToTa OTeK
HEU3BECTHA

Peaxyuu,

TOKCHUUYECKUN

XapaxmepHvle Ol  AHMUOUOMUKOB-KAPOANEHEMO8:

BHI/II[CpMaJIBHHﬁ HCKPOJIN3,

MyJIbTU(OpPMHAST dpUTEMA,

OCTpBII71 KOHBIOHKTHBAJIbHO-CIIM3UCTOKOKHBIN
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cuaapoMm (oculomucocutaneous syndrome), CHHIPOM |EL[|';II];611%Q-‘I,&§'<6J(§£}EHII:EIMJ;J'_I'I/I’ILI/IJIBICIZKaH

anemus1, TpoMO0(eOuT, 303MHOGMIbHAS HHOUIBTPALUA JTETKUX, PYIbMHUHAHTHBIN TeNaTuT.

Ilepeno3upoBka

Cumnmombi

CnyyaeB mepeO3MpOBKM HE 3aperucTpupoBaHO. PHUCK BO3HUKHOBEHHUS Iepe03UPOBKU
BO3MOXEH Y MAIlUCHTOB C HapyleHHeM (QyHKIUHU moyek. [Ipu 3ToM BO3MOXKHO pa3BHTHE OJIHOU
WM HECKOJIBKMX MOOOYHBIX peakuuii (cM. pa3aen «[lobouHoe neiicTBue»).

Jleuenue

B cnyuae mepeno3upoBKH CleyeT OpUEHTHUPOBATHCA HA KIMHUYECKYIO KapTHHY U MPOBOIUTH
CHUMIITOMAaTUYECKYI0 ToJAepkuBaonryto tepamnuio. Okono 90 % OumaneHemMa BBIBOAWTCSA W3

KpOBH BO BpCM:A I'€MOJraIn3a.

B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPeACTBAMH
OnHOBpeMEeHHOE NpUMEHEHHEe KapOaleHEeMOB, BKJIIOYas OuWameHeM, ¢ BalbIIPOEBOM KHCIOTOU
IPUBOAUT K CHM)KCHMIO KOHIICHTPAllMM BaJbIIPOCBOM KHUCJIOTHI B IUIa3M€ KPOBH 10O
cyOTepaneBTUYECKOr0 3HAUYEHHUS, YTO YBEIMYMBAECT PUCK PA3BUTUS CYJOPOKHOIO IMPUIIAJIKA.
Mexanusm 3Toro B3auMmojeicTBus HeusBecTeH. OJHOBpEMEHHOE IpPUMEHEHHE OuameHeMa H
IIPENapaToB BAJIbIPOEBOM KUCIOTHI IPOTUBOIOKA3AHO.
Hecoemecmumocmo
Henp3a ucnonb3oBaTh A1 NPUTOTOBIIEHUS MH(Y3MOHHOTO pacTBopa mpemnapara buanem-A®d
CIIEIYIOIIHE PACTBOPBI:

e BOJA Ul UHBEKINH,

L4 pacTBOPBI aMUHOKHUCIIOT, COACPIKAIINC L'I_II/ICTCI/IH U L-IIMCTHH.

Oco0ble ykazanust

Peaxkyuu noeviuieHHOI YygCcmMeumeabHOCmu

ITepen HagamoM JieueHUs CEyeT YCTAHOBUTHh HAJIMYKME B aHAMHE3€ y NALMEHTA aJNIEPTUYeCKUX
peakuuii Ha OuaneHem, JApyrue KapOarneHEeMOBble aHTUOMOTHKM W JApyrue OeTa-TaKkTaMHbIe
AHTUOMOTHKH, a TaKke Ipyrux Gopm amiepruu (auiepruyecKuil puHHUT, OpOHXHaJIbHAs acTMa,
KpanuBHUIA). IMEIOTCS TaHHBIE 0 YaCTUYHOU MEPEKPECTHOM aJIEPTHH MEXIy KapOarneHeMaMu
U JIpYyrUMH OeTa-JIakTaMHBIMU aHTHUOMOTHKAM — NEHMIWUIMHAMU U 1iedanocnopuHamu. Ilepen
OpUMEHEHHEM [Ipernapara HeoOXOAWMO MPUTOTOBUTh CPEJCTBA 3KCTPEHHOM MOMOIIH,
HEOOXOJUMBIE B CIy4yae Pa3BUTHUS aieprudyeckux peakuuil. IlanueHt noimkeH HaXOIWUTHCSA B
COCTOSTHUM TOKOs OT Hayaja J0 OKOHYaHus mponenypbl uHQy3uu. [Ipum 3tom Heobxomumo

THIATCIIBHO KOHTPOJUPOBATL COCTOSIHUC IMAlUCHTA, 0COOEHHO HCMMOCPCACTBCHHO ITIOCJIC Haydajla
11
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BBEJICHMs TIpernapara. B ciydae pa3BuTHs ajlie FI/I‘{eCK(IJHIﬂéﬁ;ﬁ%:(%%glg%wa:hg:bi;lll:V:IPII:II‘Q)MBI

KaK, JUCKOM(OPT, HEMPUSATHBIC OUIYIICHHS BO PTY, CBHCTSIICE JIbIXaHUE, TOJIOBOKPYKEHHE,
HO3bIBBI K JieeKalluy, MIyM B yIlIaX, MOTOOTJCIICHHE) BBEACHHUE Iperapara MPEeKpallaroT M
NPUHUMAIOT COOTBETCTBYIOIIME Mepbl. Cepbe3Hble aHAPHIAKTUYECKHUE PEAKIUU TPeOyroT
HE3aMEIUTUTEIPHOTO BBEJICHUS aJpeHannHa. [lpu HEOoOXOAMMOCTH CIIeAyeT NPUMEHUTH
KUCIIOPOJ, TIIOKOKOPTUKOCTEPOUABI M TOJEPKUBATh bIXAaTCIbHYIO (QYHKIHIO (BKIIOYAs
UHTYOALHIO).

[lpu nmpumeHEeHNMU KapOareHEeMOB COOOIIATIOCh O CIy4asX pa3BUTHS OYyJUIC3HBIX MOPAKCHHN
KOXXKH, TakuX Kak cuHapoM CtuBeHca-/[)KOHCOHA, TOKCHYECKUH SMUACPMAIBHBIA HEKPOJIU3 U
OCTpPBI KOHBIOHKTHBAJIbHO-CIU3UCTOKOKHBIM CHHIPOM. B cilyyac BO3HHUKHOBEHMS TaKHUX
CHMIITOMOB KaK JIMXOpaJKa, dpUTeMa, 3yJ, TMIIEPEMHs IJia3, CTOMATHUT W JAPYTrHe, CICIyeT
NPEKPaTUTh IPUMEHEHHUE Mperapara U Ha3HaYUTh COOTBETCTBYIOIIEE JICUCHHE.
Humepcmuyuanvhas nHe6MOHUA

Bo Bpemsi neueHHss HEOOXOJMM TINATEIbHBI KOHTPOJIb 32 COCTOSHHEM NanueHta. B ciydae
BO3HHMKHOBEHHUS TaKUX CHMIITOMOB KakK JIMXOpajKa, Kallelb, OJbIIIKA TpU (HU3HYECKOI
Harpyske, 3aTpyJHEHHOE JbIXaHHE CJEeIyeT KaK MOXKHO CKOpee IPOBECTH pPEHTreHOrpaduio
OpraHoB TpyAHOH KiIeTKW. [Ipu HaTMYMU TPU3HAKOB HMHTEPCTUIMAIBHON ITHEBMOHHH,
903MHOQWILHON HMHOWIBTPAIIMA JIETKHX CJIEAYeT NPEKpPaTHUTh MPUMEHEHHE I[penapara,
Ha3HAYMTh COOTBETCTBYIOIIEE JICUCHHE, BKITFOUAs TITFOKOKOPTHKOCTEPOUIBI.

Clostridium difficile — accoyuuposannas ouapes.

[lpn npuMeHEeHHM MPAaKTUYECKH BCEX AHTHOAKTEpHAJbHBIX MpPENapaToB MIMPOKOTO CIEKTpa
JICWCTBHS BOBMOXKHO BO3HMKHOBEHUE nuaper, accormupoBannoii ¢ Clostridium difficile (CDAD
- Clostridium difficile-associated diarrhea), koTopast MOXeT MpOTEKaTh Kak B JIETKOH (opme, TakK
¥ B TSDKEJIOH, BIUIOTH JI0 JIETAJILHOTO UCXO/IA.

[Ipy BO3HMKHOBEHWH JAWAper BO BpeMs JICUCHHS IpernapaToM HEOOXOAWMO IOJITBEPAUTH
muarno3 CDAD. Crnenyer TiarenbHO HaOM0AaTh 3a MAalMeHTOM Ha npeamet pazsutus CDAD,
TIOCKOJIbKY PETHCTPHPOBAIUCH Cllydan €€ BO3HHUKHOBEHHs CITyCTs Oojiee JBYX MECSIIEB IOCIE
NpeKpalieHus TPUMEHEHHsS aHTHOAKTepHaJbHBIX mpenaparoB. [Ipm MOJO3peHUH WU
noareepxkaeHnn CDAD  HeoOXoQMMO TNpEeKpaTHTh TNPHUMEHEHHWE aHTHOAKTepPHaIbHBIX
npenapaToB, KpoMe TexX, KOTopele HasHaueHbl s momasinerus Clostridium  difficile.
[IpumeHeHHe penapaToB, TOPMO3SIIUX MEPUCTATBTUKY KUIICYHUKA, TPOTUBOMOKA3aHO.
Pazeumue 6axmepuanvHoil pe3ucmeHmHOCmuU u cynepunpexyuu

C uenpi0 MPOPHUIAKTHKHA Pa3BUTHA PE3UCTEHTHOCTH W MHOJAJAEpX aHUS d(P(PEKTHBHOCTH
OuarneHeMa, B KJIMHUYECKOW MPAKTHKE MperapaTr CIeAyeT HCIOIb30BaTh TOJBKO JUIS JICUCHHSI

MH(pEKUNHA, BbI3BaHHBIX JOKAa3aHO YYBCTBUTEIbHBIMH K OuaneHeMy MHUKpPOOPTaHW3MaMHU, U
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MpPUMEHEHHE Mpernapara JJ0JKHO ObITh OrpaHUYEHO MHH%H&E:MH &\J/I_”:l-}é(;éxgﬂll/ﬂl/fblm JULSL

JIeueHus 3a00JIeBaHHUsL.

Cnenyer TIHIATEIBHO KOHTPOJHPOBATH COCTOSHHE IAlIMEHTOB HA MPEIMET BO3MOXKHOCTHU
pa3BUTH CyNepUH(EKINU U MTPEIIPUHAMATE COOTBETCTBYOIIUE MEPHI B CIyYae €€ pa3BUTHSL.
Ilenmpanvnas nepenas cucmema

Ha done npumeHeHus kapOareHEeMOB, B TOM YHCJIe OUaneHeMa, coo0Ianoch O BOSHUKHOBECHUU
CyJIOpOI M JpPYrMX CHMIITOMOB CO CTOPOHBI LIEHTPaJbHOM HEpBHOM cuctemsl. Cremyer
cOOIF0IaTh OCTOPOYKHOCTh IPH TNPHUMEHEHHUH OMaleHeMa Y IMAalUeHTOB ¢ 3a00JCBaHUSIMHU
[CHTPAIbHOW HEPBHOM CHCTEMBI, MPEAPACIOIAralOlIMMA K BO3HHKHOBEHHIO CYIOpPOr H
CHIDKAIOIIMMHU TIOPOT CYJOPOKHOM aKTUBHOCTH, C JMHJICICHEH B aHaAMHE3e, Y MalUCHTOB C
HapymeHusiMA (QYHKIMM To4YeK. B mepuop JiedeHuss HEOOXOAMM TINATEIbHBI KOHTPOJb 3a
COCTOSIHUEM TMaleHTa. B ciydae BO3HHUKHOBEHHsS CHUMITOMOB co croponbl I[HC cnemyer
HEMEIJICHHO MPEKPATUTDh IIPUMEHEHHUE TpenapaTa U MPUHATh COOTBETCTBYIOIINE MEPHI.
Hapywenue gpynxkyuu neuenu

BceneacrBue pucka pa3BuTHs HapylleHUs (yHKUMM [€4eHW (MOBBILLIEHUE aKTUBHOCTH
TpaHCAMHUHA3, TMICPOMIMPYOHHEMHS, KeNTyxa, (yIbMUHAHTHBIA T'eMaTHT) MPH MPUMEHCHUU
npemnapara HeoOXOAMMO KOHTPOJIUPOBATh COCTOSIHHE IMAlUEHTa M MEPUOJUYECKH IIPOBOIUTH
nabopaTropHbIe UcciIeoBaHus (DYHKIIMU IMeYCHH. B ciyyae BOZHUKHOBEHUS JTAHHBIX CHMIITOMOB
CIeAyeT HEMEIJICHHO IIPEKpAaTUTh IPUMEHEHUE IIpernapara U Ha3HAYUTh COOTBETCTBYIOLICE
JIeYEHHE.

Hapywenue pynxkyuu nouex

B HepI/IOI[ JICUCHU A HGO6XOI[I/IM TIIlaTeJII)HI)IfI KOHTpOJ'H) 3a COCTOJAHHCM IIallMCHTA U
NepPUOANYECKOe MPOBEACHUE JIaOOPATOPHBIX MCCIEAOBAHUNA (YHKIMM MOYEK. Y MNAIMEHTOB C
TSOKENONW TMOYEYHOM HEIOCTAaTOYHOCTBIO TpernapaT MPUMEHSETCS C OCTOPOXKHOCTBIO, TPH
HEOOXOJIMMOCTH CJICIyeT YMEHBIIHUTh 103y WJIH YBEIMYUTh HHTEPBAT MEXKIY BBEICHUSMHU.
[MTarenTam, HaXOASIIMMCS Ha TeMOIHAIN3€e, PEKOMEHIyeTCsl BBeJicHHe | pa3 B cyTku. B ciaydae
00OHapyXeHUsI OTKJIIOHEHHH (0CTpasi MOYeYHasI HEIOCTATOUYHOCTh M IPYTUe TSHKENbIC HAPYIICHUS
(GYHKIIMK TIOYEK) CJeayeT HEMEUICHHO MPeKpaTHTh MPUMEHEHHWE NpenapaTta W Ha3HAYHMTh
COOTBETCTBYIOIIIEE JICUCHUE.

Hapywenus co cmoponst cucmemol KpoeemeopeHus

B HepI/IO)I JICUCHUS HeO6XO,ZII/IM TIIIaTeJ'IBHLIﬁ KOHTpOHB COCTOAHUS ITaICHTA U HepI/IO}II/I‘-IeCKOG
NPOBEJICHUE JIA0OPATOPHBIX HCCICIOBaHUN KpoBH. B ciyuac OOHapy»XeHHsS OTKIOHCHUU
(arpaHyyiOIIMTO3, MAHIUTOINCHHUS, JCUKONCHUS, TPOMOOIIUTOIICHUS, TEMOJIUTUYCCKAsS aHEMUs)

CIeAyeT MPEKPaTUTh MPUMEHECHHUE TTpenapaTa i Ha3HAYUTh COOTBETCTBYIONLIEE JICUEHUE.
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(NOCNEQOBATENEHOCTE 0010)

Hoorcunvie nauuernmol

Y NOXWUIBIX TAIMEHTOB Mpenapar cjielyeT IPUMEHSITh C OCTOPOXKHOCTBIO, TIIATEIBHO
HaOmromass 3a cocTosiHueM. TpeOyercss aJeKBaTHBIM IMOAOOP 10361 M HMHTEpBAJA MEXIY
BBeJCHUSIMU TMpenapata. HeoOXoauMo y4YuThIBaTH TOBBIIMICHHBI PHUCK BO3HUKHOBEHUS
n0004YHBIX 3PPEeKTOB (Tak Kak y MMOXKWJIBIX JIIOJACH MHOTrHE (H3UOIOTHUYCCKHE (YHKIMU
OpraHu3Ma CHW)KCHBI) U MOBBIIICHHYIO CKJIOHHOCTh K KPOBOTCUEHHUSM B pe3yJibTaTe jaeduimra
BuTamuHa K.

VY nmanueHToB C 3aTPyAHEHHBIM TIJIOTAaHUEM, HAXOIAUIMXCA HA MapeHTEpaJbHOM IUTAaHUH, Y
MAIMEHTOB C HEYJOBJIETBOPUTEIHHBIM OOIIMM COCTOSIHUEM 3JI0POBBS Iperapar MpUMeHseTcs ¢
OCTOPOXKHOCTBIO. TpeOyercss TINATENbHBIH MOHUTOPUHT COCTOSIHUS TalueHTa (MOryT
BO3HUKHYTh CHMIITOMBI JeuiuTa puramuna K).

Bnuanue na nabopamopusie nokazamenu

[Tpu mpuMeHeHUH mpenapara BO3MOXHO MOTYUYEHHUE JIOKHOMOIOKHUTEIbHBIX PE3yIbTaTOB MPHU
OTIpe/ICIICHUH KOHIICHTPAIIMU TIIOKO3bl B MOYE IPH KCIIOIH30BAaHUM PEaKTUBOB beHemukra,
®enunra nnu Knunurecra.

HpI/I IIPpUMCHCHHUU OuaneHeMa BO3MOJKHO BBISIBJICHHE J0KHOIIOI0KUTEIHHOM HpO6BI KYM608..

Binsinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPeJACTBAMM, MeXaHU3MAMM

He npoBomunock wuccnenoBaHuii BIMsSHMS —~OHaleHEMa Ha CHOCOOHOCTh — YIPAaBIATH
TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMH. TeM He MeHee, CllelyeT IPUHUMAaTh BO BHUMAaHUE,
4YTO MpHU NPUMEHEHUHM Mpernapara MOryT HaOMIOaThCsl HEXKENaTeNbHble pPeakluu, KOTOpbIe
MOTYT BIJIMATH Ha CKOPOCTb TICUXOMOTOPHBIX peEakIuii, CIOCOOHOCTh YIpaBIICHUS

TPAHCIIOPTHBIM CPEACTBOM U pabOTy C MEXaHU3MaMHU.

dopMa BbINIYCKa

[Topomiok a1 MpUroToBIeHUs pacTBopa A uHpy3uit, 300 mr, 600 mr.

ITo 300 mMr wnmu 600 Mr neHCTBYIONIETO BEIIECTBA MOMEIIAIOT BO (DIAKOHBI U3 MPO3PAYHOTO
cTeksia 1 TMIPONIMTHYECKOro Kilacca BMECTUMOCThIO 10 mmm 20 mil, TepMETHYHO YKYTIOpEeHHbIE
npoOKaMH PE3HMHOBBIMH  MEIWIUHCKHMHU, OOXKaThle aJIOMUHUEBBIMU KOJIAuKaMU MU
KOJIMTAYKaMA KOMOWHUPOBAaHHBIMH (QIFOMUHUEBBIMU KOJIMIAYKAMU C TIPEIOXPAHUTEIbHBIMA
MJIACTMACCOBBIMU KPBIIIKAMU).

1 ¢rnakoH c mpemaparoM W HMHCTPYKLMEH MO MEAMIMHCKOMY NPUMEHEHHUIO MOMENIAloT B

KapTOHHYIO ITAYKYy.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 05.03.2026 N= 4322

Jns cmayuonapos: ot 10 mo 50 dmakoHoB ¢ npenapaTo':Ih;I '&ba%&ﬁibﬁ%ﬂ%h%b%%hnﬁ

M0 MEIUIIMHCKOMY MPUMEHEHHUIO MMOMEIIAI0T B KApTOHHYIO0 KOpoOKy. Ha kKopoOKy HakIeuBaroT

ATUKETKY.

YciaoBusi XxpaHeHust
ITpu Temneparype He Boiwe 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEH MECTe.

Cpox rogHocTu
3 rozxa.

He IMPHUMCHATH IO UCTCUYCHUHU CPpOKa 'OAHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

Jlep:xkaTe/ib perucTPallMOHHOIO Y10CTOBePeHUsl

000 «An®apmay, Poccus

127247, r. MockBa, BH. Tep. I'. MyHHIIMIIAJIbHBIA OKpyTr Bocrounoe /lerynuno,
1. JImutposckoe, a. 100, ctp. 2, moment. 4541R4

Ten.: +7 (495) 744-30-00

IIpousBoaurenn
00O «Py3dapmay, Poccus

MockoBckas 060., . Py3a, pn. TyukoBo, yn. Komcomonsckas, a. 12, k. 1

YnakoBmuk (BropuuHasi (MoTpedUTeIbCKAas) YNAKOBKA) U BBINYCKAWIIHNNA KOHTPOJIb
KayecTBa

000 «Py3dapmay, Poccus

MockoBckas 0011, T. Py3a, pn. Tyukoso, yi1. Komcomonsckas, 1. 12, k. 1.

WIH

AO «AJITET'PA», Poccust

MockoBckas 00:1., T. JlyoHa, npocniekt Hayxkwu, 1. 33

Opranusanus, NPUHAMAKOLIAsA NPETEH3UH MOTpeduTe el

OO0111eCTBO ¢ OTpaHMUYEHHON OTBETCTBEHHOCTHIO « ATEHTCTBO 10 (papMaKoHAA30py

15



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 05.03.2026 N= 4322
(NMOCNEOOBATENEHOCTE 0010)

«PapmkomIuiacHey, Poccust

117186, r. Mocksa, yn. Haropuas, 1. 15-8, nom. I, od. 61.
Ten.: +7 (495) 142-24-87

Mo6.: +7 (901) 369-45-95

e-mail: pv@farmakonadzor.com
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