COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.08.2024 N= 13030

WHCTE yKHI/mI'I QOCNEOQBATENEHOCTE 0005)

I[1O MEJIVIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA
buanem-AD

PerncrpaunoHHblii HOMep:
Toprosoe HaumeHoBanue: buanem-A®
Me:kayHapoaHOe HeMATEHTOBAHHOE WJIH I'PYNNUPOBOYHOE HAMMEHOBaHHe: OHareHeM

JlekapcTBeHHas (popMa: MOPOIIOK sl MPUTOTOBIICHUS PACTBOPA JJIst HHDY3Hit

Cocras
1 p1akoH comep:kuT:

leticmeyrowee seujecmso: dbmaneneM — 300 mr, 600 mr.

Onucanue: MGJIKOKpI/ICTaJIJII/I‘IeCKI/II\/'I IMMOPOIIOK Ocnoro miau 0eIoro ¢ KEJITOBAaTHIM OTTEHKOM

[IBETA.

dapmakoTepaneBTHYeCKasi TPyNNAa: aHTUOAKTEPHAIBHBIE CPEICTBA CHUCTEMHOTO JEHCTBHUS,

npyrue OeTa-1aKTaMHble aHTHOAKTEpUAIbHBIE CPEACTBA; KapOareHEMBI.

Kon ATX: JOIDHO5

dapmakoJIornyecKue cBoiicTea

Dapmakoounamuka

buameneMm — aHTHOMOTHK Kllacca KapOameHeMoB, TMpeAHAa3HAYEeH I TMapeHTEPaTbHOTO
MpUMEHEHHUs, UMeeT OoNblIyl0 ycToWunMBOCTh K Aerunponentumaze-1 (IAI'TI-1) gemoBeka (3a
cuet 1B-meTunpHOM rpymmbl B osioxkeHun Cl) o cpaBHEHHIO C UMUTIEHEMOM U MEPOIICHEMOM.
buanenem okasbIBaeT OaKTEpUIUMAHOE JCWCTBHE B OTHOIICHHH IIMPOKOTO CIIEKTPa a’pOOHBIX
IPaMITIOJIOKUTEIBHBIX, TPAMOTPULIATENBHBIX U aHA’POOHBIX OakTepuii, BKItouas Pseudomonas
aeruginosa, YCTOMYMBYIO K HWMHUIICGHEMY, MeporneHeMy, UedTazuaumy, OQIIOKCalrHY,
TeHTAaMULIUHY, U Bacteroides fragilis.

Mexanuzm oeticmeus

buanenem, kak u Japyrue OerTa-lakTaMHble aHTHOWOTHKH, WHTUOUpPYET CHHTE3 MyperHa
(menTugoriaukana), (GOPMHUPYIOMIETO KJICTOYHYIO CTEHKY OaKTepuid, W BBI3bIBA€T T'HOEIb
OaKTepUaIbHOU KIICTKH.

buanenem umeeT BBICOKYIO ad(PUHHOCTH K Pa3TUYHBIM TEHUIMIIHHCBI3BIBAIOIINM OelKaM

(ITICB): TICB1 u IICh4 MetunmimuapesuctenTHoro Staphylococcus aureus (MRSA), a Taxke
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enem POAEMORCIpHpOBaT Bhipam ks

e
1t TroCT-

[ICB2 u TICB4 E. coli u P. aeruginosa. buar

anTuOHOoTHYecKHii 3P PexT (T.e. moJaBICHIHE MUKPOOHOTO POCTa MOCIE TOTO, KaK KOHIIEHTPAIIUN

JEKapCTBEHHOI0  cpeAcTBa  cHu3wiuch Hwke MIIK  (MuHMManbHas — mopaBisoILas
KOHIIEHTpAIlKs1) B OTHOILIEHUH TPaAMIIOJIOKUTENIbHBIX U TPaMOTPHUIIATENbHBIX OaKTepUH.

Pesucmenmnocme

MexaHu3M pa3BUTHsI PE3UCTEHTHOCTH K OMalleHeMy HE U3ydJalics.

Kpumepuu vyscmeumenvrocmu

Hanuonaneneii  Komurer mo Kimanueckum JlaGoparopusiMm  Cranmapram (NCCLS) He
ycranoBui MIIK mis 6uanenema. Onnako, Obutn npepioxenbl MITK < 4 mr/nm u > 8 mr/nm qst
YYBCTBHTEIBHBIX M PE3UCTEHTHBIX a3POOHBIX OAKTEPUI COOTBETCTBEHHO.

Ta6muma 1. 3nauenus MICoo (MUHMMAaTBHAS KOHIEHTpamwus, nonaasistomas 90 % mraMMoB
MUKpPOOPTraHU3MOB) MOJy4YEHHbIE B UCCIIEOBAHUSIX i Vitro

MICy, Mr/n

Mukpoopraausm

I'pamompuyamenvnvle azpodoHvle MUKPOOP2AHUIMbL

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., BkItouas S. marcescens 0,5-8 mr/n

Providencia rettgeri

CBBIIIE 8 MI/1I

Moraxella catarrhalis

<0,06-0,12

Haemophilus influenzae

1-8

Pseudomonas aeruginosa

1,5-16 (MmenunanHOE 3HAUYCHUE: 8)

Acinetobacter baumannii 0,5

FpaMl’lOJIOJfCMmeJ'leble aapoﬁubte MUKDPOOPZAHU3MbL

Streptococcus pneumoniae <0,06-0,5
Streptococcus pyogenes <0,006-0,03
Staphylococcus aureus METUTTUILTAH- <0,06-0,5
YyBCTBUTEIbHBIC IITaMMBbI (MSSA)

Staphylococcus aureus METHIIWILTAH-pe3ucTeHTHBIE | 32-118
mrammbl (MRSA)

Staphylococcus epidermidis <0,12-1
Streptococcus spp. METULIMIUIMH-4yBCTBUTENbHBIE | < (,5-2
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Hl'_l,-,_“_ﬁl ,Hnl.-'-'_'_” H 1 _-'-— 1] I-_::
KOAaryIa300TpULaTeIbHbIE L IGA-T TEERCA T E TR Th Wik
Enterococcus faecalis 3,1-16
Enterococcus faecium BbIIE 128

Anapoodnvie MuKpoopzanuzmol

Bacteriodes fragilis

Prevotella spp.

Fusobacterium spp.

Clostridium spp.

0| OO o0 oo| oo

Peptostreptococcus spp.

B crnenyromeit Tabnuie mnpuBeneHbl JaHHBIE MO OaKTEpUOJIOTHUECKOW 3(P(EKTUBHOCTH,
HOJTy4EHHBIE B X0J1€ KIMHUYECKUX HUCCIIeTOBAHHH.

Ta6nmuma 2. baktepuonornueckass 3¢G(GEKTUBHOCT, TIO pe3ysibTaTaM KIMHUYECKHX
HCCJIEIOBaHUM
YpoBeHb IpajuKaAUM
ITaTorenst Koxa-Bo %
LITAMMOB

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

KoarynazoneratuBabie CTaQUIOKOKKH 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 -

[Ipoune SHTEPOKOKKH 1/1 -
Moraxella spp. 6/6 100
E. coli 63/67 94,0
Citrobacter spp. 7/7 100
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. MOCTEOGEATEAIB5OCTE T0Hg
Prevotella spp. 23/24 95,8
Fusobacterium spp. 8/9 88,9

O} dexTuBHOCTh Mpenapara B OTHOUICHHH MMATOT€HOB, MEPEUYHCICHHBIX HUXKE, MOATBEPKICHA
ONBITOM KJIMHUYECKOT'O MPUMEHEHHUS:

['pammonoxutensHbie adpoObl: Staphylococcus spp. (3a ucknouenuem MRSA), Streptococcus
spp., BKimouas Streptococcus pneumoniae, Enterococcus spp. (3a uckimoueHuem E. faecium).
I'pamotpuniatensubie a’pobel: Moraxella spp., E. coli, Citrobacter spp., Klebsiella spp.,
Enterobacter spp., Serratia spp., Proteus spp., H. influenzae, P. aeruginosa, Acinetobacter spp.
['pamrionoxxutensHbIe aHA3POOBI: Peptostreptococcus spp.

['pamoTpuaTenbHbie aHadPOOBI: Bacteroides spp., Prevotella spp., Fusobacterium spp.
DapmakoKunemuxa

Bcacvisanue

KoHnenTtpanus OuaneHema B ria3Me KPOBH 370POBBIX T0OPOBOIBIEB (N=>5) mMocae OAHOKPATHOM
BHyTpuBeHHONH wuHOQY3un B po3e 150 mr, 300 mr m 600 mMr B TeueHue 60 MHHYT
MPOMOPLMOHAIILHO 3aBUCEIa OT J03bl U ObUIA MPAKTUYECKH JTUHEHHOM.

Tabonmuma 3. DapMakOKMHETUYECKHE TMapaMeTphl OuameHema Yy 370pPOBBIX JTOOpPOBOIIBIICB
(cpenHee & cTaHIAPTHOE OTKJIOHEHHUE, h = 5).

ITapamerp Conax Tirp AUC
Jo3a (MKT/MIT) (1) (MKT/MJT- )
150 mr 88+09 0,97 £ 0,06 14,7 +0,8
300 mr 17,3+£22 1,03+0,10 292 +48
600 mr 32,4+23 1,04 +0,07 55,4+6,0

Ciax — MakcuMabHasi KOHUEHTpauust; T2 — nepuos nonyBbiBeaeHus, AUC — miomaas noj
(bapMaKOKMHETHUECKON KPUBOU «KOHIIEHTPALIHS - BPEMs»
Amnanornuno, AUC Bo3pacrtaina ¢ yBeJIMUEHHUEM JT03bl TPAKTUUECKU JTUHEHHBIM 00pa3oM.
[Ipyu moBTOpHOW BHYTpHUBEHHONW WH(DY3UM mnpemapata (HapMaKOKHHETHKA TMPAKTUUYECKU
MOJTHOCTBIO  COOTBETCTBOBaja TAaKOBOM TpU OJHOKPATHOM WH(PY3UHM; KyMyJSOUS HE
Ha0II01a71aCh.
Pacnpeoenenue
buaneneM nemMoHCTpHpyeT MHHHMalbHOE CBsi3bIBaHME C Oenkamu miasmbl (3,7 % mocrne
onHokpaTHOM 1036l 300 wmr). Ilociae BHyTpHBEHHOTO BBEACHHUs OHarieHeM OBICTPO M XOPOIIO
pacmpenensercs W TPOHUKAET B OONBIIMHCTBO TKaHEW (HampuMmep, TKaHb JIETKUX, MaTKa
(MuOMeTpHii, SHIOMETPHH), SUYHUKH) M OSKUIKOCTEH oOpraHu3Ma (Hampumep, MOKpPOTa,
IUIEBpaIbHBIA BBINOT, MEPUTOHEANbHAs KHUAKOCTh). KoHleHTpauus OuarneHeMa B MOKpPOTE B
TedeHue 6 4acoB IMocie NpuMeHeHus npenapara cocrasisuia ot 0,1 10 2,5 Mkr/r. MakcumanbHast

KOHIIGHTpalusi OuarieHema IpH OJHOKPAaTHOW BHYyTpuBeHHOW HH(Y3uum B 1o3e 300 mr (B
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npomexyTke ot 0,5 10 2 4 1mocsie BBEICHHs) CO :TaBI/maf:Iﬂ@l&é?ﬂ%%ﬁ%'lfggl Q,Q%QF/MH,

B MIEPUTOHEATHHON KHUAKOCTH — OT 9 110 24 MT/11, B IJIEBpaIbHOM BBINIOTE — OT 4,4 10 9,5 Mr/11, B
UHTEPCTULUAIBHON KHUJIKOCTU — 10 9,6 MI/11.

Memabonuzm

MeTabonuThel OuaneHeMa B IjIa3Me KPOBH 3J0POBBIX TOOPOBOJIBIIEB HE OBLTH OOHAPYKCHBI HU B
OJTHOM M3 IISITU CITy4yaeB MPH OJHOKPATHOW BHYTpHUBEHHOW MH(]Y3uu B no3ax 150 mr, 300 mr u
600 mr, a Takke npu NOBTOpHOM BBeAeHMM B no3ax 300 mr u 600 mr. IIpum ogHOKpaTHOM U
MOBTOPHOM BBEICHHH, OO0IIEe COepKaHHE METaOOJIUTOB, BBHIBEJCHHBIX MOYKAMH, COCTaBUIIO
9,7-23,4 %. AaTnbakTepuaibHON aKTUBHOCTHIO TaHHBIE META0OJIUTHI HE 00Ia1alIH.

Buviseoenue

buareHeM BBIBOAWTCS TPEMMYIIECTBEHHO IMMOYKAMH MyTeM KIyOOYKOBOH (UIbTpanuu Hu
HE3HAYMUTEIbHOE KOJIMYECTBO BBIBOJUTCS KUIIEUHUKOM. [lodeunsiit kmupenc 6,63 /4. Cpennsis
KOHIICHTpaIlis OuWareHeMa B MOYE 3JI0POBBIX T0OpOBONBIEB (n=5) uepe3 0~2 daca mocie
OJTHOKpaTHON BHYTpUBeHHOW MH(pYy3un B go3ax 150 mr, 300 mr u 600 mMr B Teuenue 60 MUHYT
cocraBuna 325,5 mkr/min, 584,8 mxr/mi u 1105,1 MKr/Mi1, COOTBETCTBEHHO; yepe3 8-12 dacoB —
2,4 mxr/mi, 4,7 Mxr/min u 21,4 MKIr/Mi, COOTBETCTBEHHO. BrIBe/ieHHe OnamneHeMa IOYKaMHU B
teuenue 0-12 gaco cocraBuiio 62,1 %, 63,4 % u 64,0 %, COOTBETCTBEHHO.

DapmakoKuHemuKka y 0moenbHslx ZPYnn nAyUeHnos

Hapywenue ¢pynkyuu novex

HccnenoBanmne GpapMakOKMHETHKH TIPH OJHOKPATHOW BHYTpUBEHHON MHGY3uu B 103¢ 300 mMr B
TeyeHne 60 MUHYT y MalMEHTOB C HapylleHHeM (YHKIUHU MoueK (n=3) BBIABHIN 33JCPXKKY

SJIMMUHAaIIu OuaneHeMa M3 IJIa3Mbl KpOBH.

Tabauna 4. DapMakKOKMHETHYECKHE TTAPaAMETPhI Y MAIIMEHTOB C HAPYIICHHOW (PYHKITMEH moUeK

ITapamerp Cunax Tin AUC

Cryyvait (MKT/MIT) (9) (MKT/MJT- )
KK 23,1 mn/mMun 25,6 2,28 68,0
KK 40,6 mn/muH 24,0 1,82 61,1
KK 49,4 mn/mun 12,8 1,95 46,6

KK — knmpenc kpeatununa; T12 — Iepruoa MOJIyBbIBEICHUS

VY manueHToB ¢ HapylleHueM (QYHKIUMH Touek cpeaHeit cremenu Tsokectd (KK 50 mn/mun),
nony4amux 300 mr 6manenema TeueHre 30 MUHYT €XEIHEBHO JIBa pa3a B CYTKH B TCUCHHE
7 nHel, KyMyJsilMsl OMarneHeMa B Ila3Me KpOBH U MOYe He HaOuonanach. Y MATH MalUeHTOB C
HapylieHueM (QYHKIUM TOYeK, TPeOYIOUX MPOBEACHUS TeMOAMANN3a, IMONYYaBIIUX MepeN
HayajoM mpoBeaeHus: remoauannza 300 mr OmareHeMa BHYTPHUBEHHO WH(Y3HOHHO B TEUCHHE
60 MuHYT, HabmIOJANACh 3a/lepKKa STUMHUHAIMKA OuameHema u3 Tuia3mbl KpoBH. OTMEdanoch

BJIMSAHHE I€MOAuaIn3a Ha HpO(l)I/IJ'IB BBIBCJCHUSA IIp€Iapara: B XOA€ reMojuaini3a OTMCYCHO
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nByxdaszHoe MmoyBbiBeieHne ouarnenema ¢ Tid= 1,16 Wé}'}'a@é':ﬁﬁ];%ﬁ& I;I-ll;l;f ﬂ;!c'/:;éHHH

OuarieHeMa TeM Ke nanueHTaMm B [OCHb, KOrga ICMOAHATIM3 HE IMPOBOAHIICA, OTMCUCHO
MOHO3KCIIOHCHIIMAJIbHOC BBIBCACHUC OuarieHema.

Taoauna S. DapMakOKMHETUYECKHE MAPAMETPhl Y NAIMEHTOB, HAXOASIIUXCSl HA TEMOUAIIN3E

[Tapamerp Crnax Tmax Tin AUC
[Tpouenypa (MKT/MIT) (1) (1) (MKT/MJT )
B xone remonunanusza 248 +4,7 1,0+ 0,0 3,33+ 0,91 52,7+38.,7
Mesicay npouestypami 19,0 + 4,7 1,2+04 3,92 + 1,09 120 + 29
reMoauanusa

Tmax — BpeMsI IOCTHKEHUS MAKCUMAJIbHON KOHIEHTpAaIUU
Oxo1o 90 % OmarreHeMa BEIBOIUTCS W3 KPOBH BO BPeMs T'€MOIHAIIN3A.

Hapywenue ¢pynkyuu nevenu

dapMaKOKMHETHKa OuaneHeMa y MalueHToB C HapylleHueM (YHKIMH [TeYeHH He N3y4asach.
Tlayuenmul nodxcuno2o 6o3pacma

Coo0manoch 0 CBSI3aHHBIX C BO3PACTOM HM3MEHEHUSX (HPapMaKOKMHETUYECKOTO PO
OuareHema 1ociie BHyTPUBEHHOTO BBEACHUS OJHOKPATHBIX 103 300 mr u 600 Mr y 310pOBBIX
MOXXWIBIX JOOpPOBOJIBIIEB (BO3pacT oT 65 mo 75 net u crapme, n = 10). YV matu moXuIIbIx
T0OpOBOJIBIIEB B BoO3pacTe crapmie 75 ner (cpemumii Bo3pact 77,8 ner) Bemmumna AUC
OuareHemMa mocje KaXXJA0TO BHYTPHUBEHHOI'O BBEACHHUsS NpenapaTa Oblla 3HAYUTEIBHO BBIIIE
(44,6 m 91,9 mkr/mmn-u), yem BenuunHa AUC OuaneHemMa y MOJOABIX 370POBBIX MY>KYHH
no0poBoIbIIeB (cpeaHuit Bo3pact 23 roma) (26,6 m 66,1 mxr/mi-a). Takxke cooOIaioce o
CBS3aHHBIX C BO3PAaCTOM H3MEHEHMSX BEIMYMHBI IMOYEYHOro KiIMpeHca OuaneHema. Takue
n3MeHeHusT (apMaKOKMHETHKH OOBSICHSIOTCA KOMOWHAIMEW CHMIKEHHON (QYHKIUUA TIOYEK H
CHIDKEHHEM MAacChl Tella Y MOXWIBIX J00pOBOJIbLEB. BaXHO, UTO CBs3aHHBIE C BO3PAaCTOM
U3MEHEHHbIE OTJIeNbHbIe (hapMaKOKMHETHUECKUE IMapaMeTpbl HE3HAYUTEIbHO OTJIMYAIUCHh OT
TaKOBBIX Y TOXKUJIBIX JOOPOBOJIBIIEB, UMEIOUINX HOPMAIBbHYIO TTOYEUHYIO (PYHKIUIO JJISi CBOETO
BO3pacTa.

Jlemu

dapmakoKHHETHKa OnaneHeMa y JeTeil He u3yJanach.

Ioka3anusi K NpUMEHEHUI0

[Ipenapar buanemM-A® mnpumeHseTCS NPU JCUCHUH CICAYIONIUX 3a00JeBaHUM, BBI3BAHHBIX
YYBCTBUTCIIbHBIMU K 6HaHeHeMy MHUKPOOpTraHU3MaMu:

- IHCBMOHUS,

- “TH(QEKIIMH MOYEBBIBOIAIICH CUCTEMBI (OCIIOKHEHHBIN ITUCTUT, MUEIIOHEDPHUT);

- IEPUTOHUT;

- XpOHMYECKHE pecripaTopHble 3a00I€BaHUSI.
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(NOCNEQCBATENEHOCTE 000%)

IIporuBonokazanus

® T[IOBBIIICHHAs YYyBCTBUTEIBHOCTh K OHameHeMy WM JAPYTHM IpernaparaM TpyTIbI
KapOaneHeMOB B aHaMHE3¢€;

e BBIpRXEHHAs TUIEPYYBCTBUTEIBHOCT (aHA(UIAKTHUECKUE PEaKIUH, TSKEIble KOXKHbIC
peakiuu) K Jr00My aHTHOAKTEpUAIbHOMY CpEACTBY, HMMEIOIIeMy OeTa-JTaKTaMHYIO
CTPYKTYPY (T.€. K NIEHUIWUTNHAM, Ie(arocliopuHam);

® OJHOBPEMEHHOE NMPHUMEHEHHUE C TperapaTaMy BabIIPOEBON KUCIIOTHI;

e jieTckuil Bo3pact A0 18 mer.

C 0CTOPOXKHOCTBIO

® [IpU HAIWYUM Yy MAIUEHTa UM ero OMMKalIuX pOJICTBEHHUKOB OpOHXHUATbHOW aCTMBI,
MPEIPACTIONOKEHHOCTH K AJIJIEPTUYECKUM peaklusM (Cbllb, KpanuBHUIA U T.J.);

® [IpU THKEION MOYEYHON HEJOCTATOYHOCTH;

® y AIMEHTOB MOKUJIOT0 BO3PacTa;

® y TAIUEHTOB, HAXOIAUIMXCA Ha TMapeHTepalbHOM IHUTAHUU, C OrPAHHUUYEHHOMU
CIOCOOHOCTBIO K TEPOpaJIbHOMY MpUEMY NHIIH, C HEYJIOBIECTBOPHUTEIHHBIM OOLINMM
COCTOSTHUEM 37I0POBbS;

e 1npu 3a0osneBaHUsAX IeHTpasbHOW HepBHOU cuctembl (IITHC), mpeapacnonararommx K
BO3HHUKHOBEHHUIO CYJIOPOT U CHIYKAIOUIUX MOPOT CYIAOPOKHOM aKTUBHOCTH, SIUJIETICUS B

aHaMHEC3€.

IIpumeHeHnue npu 6epeMeHHOCTH M B MEPUO/I IPYAHOT0 BCKAPMJIUBAHUSA

bepemennocmo

be3onacHocTh mpuMmeHeHHs] OuameHeMma y JKEHIIMH BO BpeMsi OepeMEHHOCTH HE M3ydanach.
[ToaToMy mpuMeHeHue mpemapaTa BO BpeMsi OEpEeMEHHOCTH JIOMYCTUMO TOJBKO B TOM Cyvae,
€CJIM BO3MOXKHAS TT0JIh3a OT JICYCHHS ISl MAaTePH MPEBHIIIAST MOTEHIIUATBHBIN PUCK TS IJI0/IA.
Ilepuoo epyonoeo eckapmauaris

B noxnuHHYecKUX HCCIeI0BaHUSAX ObUIO YCTAHOBIIEHO, YTO OMareHeM IMPOHUKAeT B IPyAHOE
MOJIOKO. B ciiydae HEOOXOAMMOCTH TMPUMEHEHHS Mperapara CleayeT NpPeKpaTUTh TPYIHOE

BCKapMJIMBaHHC.

Cnoco0d npuMeHeHHs M 103bI

[Ipenapar buanem-A® npenHazHaueH TOJIBKO A7l BHYTPUBEHHOTO HH(PY3UMOHHOTO BBEJICHHUS.

B3pocabim
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Jl03a M TPOJOIKUTENLHOCT TEPATUH JIOJKHbI ycmrﬂﬂﬂrﬁk}ﬁa@ﬁ“ B Bt ot a

TSDKECTH UH(DEKITNHU U COCTOSTHUS TAIlEHTA.

OO0bIYHO cyTOYHAs 1032 mpenapata cocrasiseT 0,6 T, pa3aenéHHas Ha 2 BBEACHUS Kaxbie 12 4,
BHYTPUBEHHO KamenbHO B TedeHue 30-60 MunyT. [Ipn TsoKENbIXx MHOEKIUIX 1032 MOXKET OBITh
yBelnueHa. MakcumaibHas CyTOYHas 103a HE JOJKHA MpeBbImaTh 1,2 r.

[IpoaomKUTENEHOCTh TEPAHH MPENnapaToM He TOJDKHA MPEBIIaTh MUHUMATHHO HEOOXOUMBIi
CPOK TSI IeUeHUs 3a00JIeBaHU.

Oco0rIe I'pynIbl TanMEHTOB

Hapywenue ¢pynkyuu novex

Y nmauueHToB ¢ TKEIOM IOYEYHOM HEIOCTAaTOYHOCTBIO IIperapar CIEAyeT IPUMEHATH C
OCTOpPOXKHOCTBIO, TIIATEIbHO KOHTPOJMPYS COCTOSIHME NAlMeHTa; MNP HEOOXOIMMOCTH
YMEHBIIUTH 103y WIHA YBEIIMUNUTh UHTEPBAJI MEXAY BBeAeHUAMHU. [lanmentam, Haxoasmmmcs: Ha
reMoJuainse, peKkoOMeH1yeTcs BBeieHue 1 pa3 B cyTku (cM. paznen « PapMaKOKHMHETHKAY).
Tloorcunvie nayuenmoi

Y noxunelx mnanueHToB npenapar buanemM-A® cienyer NpPUMEHATbH C OCTOPOXKHOCTBIO.
HeoOxoqum KOHTpOJNb 3a COCTOSHMEM MAallMeHTa M aJeKBaTHbIM MoAdop J03bI MU MHTEpBaja
MeX]ly BBEACHHUSIMH npenapara (cM. pazaensl «DapMakokuHeTHka» U «Ocolble yKa3aHus).
Jlemu

WNndopmanus o 6e3onmacHoctu U 3¢ ¢dekTuBHOCTH npenapata buanem-A® y neteid, BKIoyas
HOBOPOXAEHHBIX, MIIAJICHIIEB C HU3KOW MAaCCOM IIPU POXKIAECHUM U TPYIHBIX J€TEH, OTCYTCTBYET.
Ilpueomoesnenue pacmeopa onsn ungy3uti

[Tepen npuMeneHnuem npenapat Bo ¢uiakoHne pactBopsitoT B 10 M (ams mo3upoBku 300 Mr) wim
20 v (ans go3uposku 600 mr) pactBoputens (0,9 % pactBop HaTpust xopuaa win 5 % pacTBop
JNEKCTPO3bl). 3aTeM B AacCEeNTUYECKUX YCIOBHUSX IEpPEHOCAT TMOJY4YeHHBIH pacTBOp B
nH(py3noHHBIH QakoH, coxepxkammii 90 mum (wm 80 M) aHAJIOrMYHOTO WH(Y3HMOHHOTO
pacTBOpUTEIIS AJIS TIOTYYEHUS pacTBOpa KOHIEHTpauei 3 Mr/mit win 6 Mr/mi.

[IpenapaT Henb3sl cMEMMBATH C IPYTMMH JIEKAPCTBEHHBIMU IIpenapaTaMy UM PacTBOPUTEIISAMHU
M3-32 BO3MOXKHOM  HEcOoBMeCTHMOCTH (cM. pasgen «B3aumopeiictBue ¢ apyrumu
JIEKaPCTBEHHBIMU CPEACTBAMM).

He pexomenmyercss MCIONb30BaTh PACTBOPHI OHManieHEMa C KOHIIGHTpaLWeH, MpeBBIIIAIoNeH
6 MT/MIL

C MHKpOOMOJOTHYECKONW TOYKH 3pPEHUS TOTOBBIH K TPUMEHEHHIO pPAaCTBOP IOJJICKUT
HEMEIJICHHOMY HCIOJIb30BaHUI0. TakyKe TOTOBBI PAcTBOP MOXKET ObITh BBEAEH B TeueHue 4
yacoB (IIpY MCIIOJIb30BaHUM B KadeCcTBE pacTBopuTens 5 % pacTBopa AEKCTpO3bl) WM 3 4acoB
(mpu wcmonp3oBaHWM B KadecTBe pactBoputens 0,9 % pacTBopa HaTpusi XJIOpHIA) MOCIE
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.08.2024 N= 13030

INPUTOTOBJICHUSI TPH YCIOBUU XPaHECHUS/BBGICHUS ! Q:MQ&TJ@ e Chphie 25 oC.

OO0ecneueHue YCJIOBI/Iﬁ XpaHCHUSA U BBCACHUS ABJIICTCSA 00513aHHOCTBIO IOJIB30BATEIIS.

ITodouyHOE neicTBHE

B xome KIMHMYECKHX HCCIEIOBaHUN OmameHemMa C ydyactueM 2348 manueHTOB MOOOYHBIC
ekt ObTM 3aperucTpupoBaHbl y 64 mamuentoB (2,7 %). Haubomee yacto moOGo4yHBIC
¢ dexTsl Brmoyanu cbinb (1,0 %), nuapero nmm HeopopmiteHHsli ¢ty (0,7 %). OTkiIoHEeHUS B
pe3yabpTarax j1abopaTOpHBIX aHAIM30B cpeau 2287 manueHToB HaOmoganuch B 304 ciydasx
(13,3%). Hanbonee yacTeIMu U3 HUX OBLIM MOBBIIIEHNE aKTUBHOCTH aJlaHWHAMUHOTpaHCc(epasbl
(AJIT) B 114 cnyuasx, NOBBbINICHHE AaKTHUBHOCTH acmapraTamuHorpanchepassl (ACT) B
93 cnyyasx, 203uHO(UINA B 77 caydasx.

B Xxome mocTperucTpallmoHHOTO WCCieNoOBaHus ObLIO0 3apeructpupoBaHo 208 ciyuaes
BO3HUKHOBEHMsI TOOOYHBIX 3(P(EeKTOB (BKIIOYAsS OTKJIOHEHHUS pe3yJbTaTOB J1abopaTOpPHBIX
aHanmu3oB) cpean 1700 manmeHTOB, ydacTBoBaBIIMX B HccienoBanuu (12,2 %). HaumbGonee
YacThIMA M3 HUX ObUIM HapymieHue (yHKIMM nedeHd B 77 ciydasx (4,5 %), moBblieHUe
aktuBHOCTH AJIT B 45 cnyuasx (2,6 %), noBeimienue aktuBHocTd ACT B 40 ciygasx (2,4 %),
MOBBILICHHE AaKTUBHOCTH MIeno4yHou ¢ocdarasel (ILP) B 13 cayuasx (0,8 %), mosblieHue
aKTUBHOCTH Jaktataeruaporenassl (JIA) B 12 coyuasx (0,7 %).

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HeskxenaTelnbHBIC peaKIMK, MPEACTABICHHBIC HIDKE, IIEPEYUCIICHBI B 3aBUCMMOCTH OT aHATOMO-
(U3HOIOTHYECKON KITacCU(UKAIMK, YAaCTOThl BCTPEUAEMOCTH M CTENEHHM TshKecTH. YacTtora
BCTPEUAEMOCTHU OTMPEIEIIIeTCs CleAyomuM obpa3om: odeHb dacto (> 1/10); wacro (> 1/100 no
<1/10); mewacro (> 1/1 000 mo <1/100); penko (> 1/10 000 mo <1/1 000); oueHs penko
(<1/10 000), yactoTa HEM3BECTHA (HA OCHOBAaHWY UMEIOIIMXCS JAHHBIX OIEHUTh HEBO3MOKHO).

Tabauua 6. TabnraHOE pe3toMe HeXKETaTEIbHBIX PEAKITUNA

CucTeMHO-OpraHHbIi YacroTa HesxkenarenbHble peakuuu

KJIace

A T pp——— yacToTa CTOMATHUT, TPUOKOBBIE CyNepUHPEKITUH
HEH3BECTHA
HEYacTo 6a3ounus, TPOMOOIIMTO3, SPUTPOLIUTOIICHNUS,

CHIDKEHHE TeMaTOKpHUTa, HeHTpoduius,

Hapymienus co cTopoHsI CHMJKEHHE COJepKaHNUE TeMOIJIO0nHa,

KPOBH ¥ JIUM(AaTHUECKOI JTUMQOIUTO3, MOHOLIUTO3

CUCTEMBI penko yBEJIMYEHUE POTPOMOMHOBOTO BPEMEHHU
gyacrora arpaHyJOLHTO3, TAHIIUTOTICHUS, ICHKOTICHHUSI,

HCHU3BCCTHA TpOM6OHI/ITOH€HI/I}I

Hapymenust co cTopoHsl HEYacTo 503UHOPUITHS




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 28.08.2024 N2 18030
< TR EATEEBHOC TS IF,I-I::
CHCTeMHO-OpTaHHbIii YacroTa 'He ke mrennmnre peakimn- - -/
KJ1ace
MMMYHHOU CUCTEMBI penko LIOK
yacTtoTa aHa(pUIAKTHYECKUN IOK
HEU3BECTHA
4acToTa cuMIToMbl nedurura Butamuna K (rumompo-
HEU3BECTHA | TPOMOMHEMHUsI, CKJIIOHHOCTh K KPOBOTCUCHUSIM),
Hapyenust co ctopoHbl
CUMITOMBI JIe(hUIIMTa BATAMHHA Tpynbl B
MeTabonn3Ma 1 MUTaHUS
(TIOCCHUT, CTOMATHT, CHI)KCHUE allTIeTHTA,
HEBPUT)
peaxo OLIyII[EHUE OHEMEHUS
Hapymenust co ctoponbl
. yacTtoTa CyJIOpOTH, HapyIlIEHUE CO3HAHUS
HEPBHOW CHUCTEMBI
HEU3BECTHA
Hapy1enust co cTOpOHBI penko MPUCTYI aCTMbI, HHTEPCTUIIMATIbHAS ITHEBMOHUS
JBIXaTeNbHON CHCTEMBI,
OpraHOB I'PYAHOU KIIETKU U
CpeloCTeHUs
HEYacTo TOIIIHOTA, TUapes, HOBBIIIEHUE aKTUBHOCTH
amMmIIa3bl
KenynouHo-KueyHbie —
penKo pPBOTA, CHUYKCHHBIH ammeTuT, 60JIb B )KUBOTE
HapYIICHUS — —
4acToTa MICEBIOMEMOPAHO3HBIN KOJUT, TSHKENBIN KOIUT,
HEU3BECTHA | COMPOBOXKIAIOIIUIACS KPOBSIHIUCTBIM CTYJIOM
HEJacTo noBeimenne aktuaoctu AJIT, ACT, JIJT,
Hapymenust co ctoponbl .
ramma-riytTamuiaTpancdepassr, LD, neitmun-
MEYEeHU U
. amuHonentuaasbl (JIAIT); xxentyxa, moBbIlIeHNE
KEITYEBBIBOSAIINX MTyTEH
KOHIICHTpalluu OMInpyOrHa
Hapy1enust co cTOpOHBI HEYacTo 3y, CHITb
KOXKU U TOJAKOXHBIX TKaHEH | peaKo KpanuBHUIIA
HEYacTo MOBBILIEHNE KOHIIEHTPAIUK a30Ta MOYEBUHBI B
KpPOBH, MOBBIIIEHNE KOHIIEHTPAIMN KpeaTHHUHA
Hapymenust co cTopoHsl B KPOBH
MOYEK YU MOUYEBBIBOJALIUX | PEAKO MOBBILIEHUE B MOY€ KOHLEHTpauuu N-aeTui-f3-
nyTen D-rmokozamuanasel (NAG) u f2-Mukpo-
rII00yIHHA, TPOTEHHYPHSI, OCTpasi TOYETHAS
HEJIOCTaTOYHOCTh
HEYacTo TUIIEpKATUEMUS, JTNXOPaJKa
penKo rOJIOBHAs 00JIb, 00JIL B TPYAH, 00IIIee
OO6mwme HapyIIeHUs 1
HEJIOMOT'aHuE
peaKkiuy B MECTE BBEICHUS
4acToTa OTEK
HEU3BECTHA

Peaxyuu,

TOKCUYECKUHU

xapaxkmepHvle 01 AHMUOUOMUKOB-KAPOANEHEMOB:

SNUJIEPMATIBHBIN  HEKPOJIU3,

MyJIbTH(QOPMHAsE 3dpuUTEMa,

OCTPbIA  KOHBIOHKTUBAJIbHO-CIU3UCTOKOXKHBIN
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cuaapoMm (oculomucocutaneous syndrome), cHHIpPOM '51"_111;611'%;&%[ 'GE%,H b T Kas

aHemusi, TpoMO0(eOuT, 303MHOGMIbHAS HHDUIBTPALUA JTETKUX, (YTbMHUHAHTHBIN TeNaTUT.

Ilepeno3upoBka

Cumnmombi

CnyyaeB mNepelO3MpOBKM HE 3aperucTpUpoBaHO. PHCK BO3HUMKHOBEHHUS NEPEAO3UPOBKU
BO3MOXEH Y MAallMEHTOB C HapylIeHueM QYHKUIUHU moyek. [Ipu 3ToM BO3ZMOXKHO pa3BUTHE OJIHOU
WM HECKOJIBKUX MOOOYHBIX peakuuit (cM. pasaen «[lobouHoe nercTBre»).

Jleuenue

B ciydae nepeno3upoBKH ClleyeT OpUEHTUPOBATHCS Ha KJIMHUYECKYIO KApTUHY M IPOBOAMTH
CHUMIITOMAaTUYECKYIO MoJAepKkuBatonyto tepanuio. Okomo 90 % OumameHema BBIBOAMTCS W3

KpOBH BO BpEM: reMouain3a.

B3aumoaeiicTBue ¢ IpyruMu JIeKapCTBEHHBIMH CPeACTBAMU
OnHOBpeMEHHOE TIpUMEHEHHE KapOareHeMoB, BKJIIOYas OWArieHeM, C BaJIbIIPOCBOW KHUCIOTOU
OPUBOAUT K CHIDKCHUIO KOHIICHTPALlMM BaJbIPOCBOM KHUCIOTHlL B IUIa3ME€ KpPOBH IO
CyOTeparneBTUYECKOTO 3HAYCHHUS, YTO YBEIMYMBACT PUCK PA3BUTHUS CYIOPOKHOTO IPHUITAIKA.
MexaHu3M 3TOro B3auMOJCHCTBUSI HenszBecTeH. OTHOBpPEMEHHOE NMPUMEHEHHE OuareHeMa U
IIPENapaToB BAIIIPOEBON KUCIOTHI TPOTUBOIOKA3aHO.
Hecoemecmumocmuo
Henb3st ucnonb3oBath A1l MPUTOTOBIECHUS MH(Y3MOHHOTO pacTBopa mpenapata buanem-Ad
CJIEIYIOIIHAE PACTBOPBI:

e BOJA I MHBEKIIHIL;

®  pPacTBOPHI aMHHOKHUCIIOT, conepxkaiiue L-iucrenHn u L-1uctuH.

Oco0ble ykazanus

Peakyuu nogviuieHHOI YyecmeumenbHoCmu

[lepen HauamoM JiedeHuUs CleqyeT yCTAaHOBUTh HAJIMYME B AaHAMHE3€ y MalMeHTa ajlIepruuecKux
peakuii Ha OuwameHeM, Ipyrue KapOareHEMOBBIE AHTHOMOTHKHA M Jpyrue Oera-JTaKTaMHBIE
AHTUOMOTHUKY, a TAaKXKe IPYrux (opM ajuiepruu (Ieprudeckuii puHUT, OpOHXHAIbHAS acTMa,
KpanuBHUIA). IMEIOTCS JaHHBIE O YACTUYHOM NEepEeKPEeCTHON aJuIepruu MEeXIy KapOarneHemMaMu
U IpYyrUMH OeTa-JIakTaMHBIMU aHTUOMOTHKAM — NEHULIWUIMHAMU U 1edanocnopuHaMu. Ilepen
OPUMEHEHHEM IIpernapara HeoOXOAMMO IPUTOTOBUTh CPEIACTBA SKCTPEHHOM IOMOIIH,
HEOOXO/IMMBIE B CIIydae pPa3BUTHUsl aJUIEPIUYECKHX peakuui. [lalmeHT oiKeH HaxXxOOuThes B
COCTOSIHUU TIOKOSI OT Hayaja 1O OKOHYaHHWs mpouenypsl MHQy3uu. IIpm sTomM HeoOXommmo

THIATCIIbHO KOHTPOJIHUPOBATH COCTOAHUC IMALIUCHTA, 0COOCHHO HEMMOCPCACTBCHHO IIOCJIC Hadalia
11
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BBEJICHUS Mpenapara. B ciydae pa3Butus asmie amqecxbllgl'ﬁéalﬁaﬂr:éﬁﬂg%ékpﬂ_ezbﬁﬁﬁ%me

_NNEPTHOMY OTYETY

KaK, JTUCKOM(OPT, HENPUSTHBIE OIIYIICHUS BO PTY, CBUCTSINEE JbIXaHUE, TOJIOBOKPYKCHHE,
MO3bIBBl K JedeKalnuu, IIIyM B yIIaX, NOTOOTICICHHE) BBEJACHHE Tperapara MpeKpaiiarT U
IPUHUMAIOT COOTBETCTBYIOIIME Mephl. Cepbe3Hble aHAQUIAKTUYECKUE peakluuu TpeOyroT
HE3aMeUINTEIbHOTO0 BBeACHUS aapeHanuHa. [Ipy HeoOXoaumocTu cienyeT MPUMEHUTH
KHUCTIOPOJI, TJIFOKOKOPTUKOCTEPOHIBI M TOJIJACPKHUBATh ABIXaTeIbHYIO (QYHKIUIO (BKIIIOUYast
UHTYOALHIO).

[Ipn nmpumeHeHUU KapOareHEMOB COOOIIATIOCH O CIydasX pPa3BUTHS OyJUIE3HBIX MOPAKCHUN
KOXKH, TakuxX Kak cuHApoM CTHBeHca-/[)KOHCOHA, TOKCUYECKUU SMUAEPMATIbHBIA HEKPOJIU3 U
OCTPBIi KOHBIOHKTUBAJIbHO-CIM3UCTOKOKHBIM CHUHAPOM. B cilydyae BO3HMKHOBEHUS TaKUX
CUMITOMOB KaK JHXOpPajKa, dpUTEMa, 3y, TUIEPEeMHs TJa3, CTOMATUT WU JPYTHE, CIEAyeT
MPEKPAaTUTh IPUMEHEHHUE Mpenapara 1 Ha3HAYUTh COOTBETCTBYIOIIIEE JICUCHUE.
Humepcmuyuanvnan nHeemonus

Bo Bpemsi nedeHus HEOOXOAMM TIIATENLHBIN KOHTPOJIb 3a COCTOSHHEM TNalueHta. B ciydae
BO3HUKHOBEHHUS TaKUX CHMITOMOB KakK JIMXOpaJKa, Kallelb, OABIIKA Mpu (PU3ndecKoi
Harpys3ke, 3aTpyJHEHHOE IbIXaHHE CIeAyeT KaK MOXHO CKOpee IMPOBECTH pEHTTreHorpaduio
OpraHoB TpyaHOW KieTku. [Ipm HaMMYuM TPU3HAKOB HWHTEPCTUIHAIBHON THEBMOHUH,
D03MHODUIBLHOM WHQPWIBTPAIIMM JIETKUX CJEIyeT NPEeKpaTUTh MPUMEHEHHE IIperapara,
HA3HAYUTh COOTBETCTBYIOIIEE JICUCHUE, BKITIOYAs TTTIOKOKOPTHUKOCTEPOU/IBL.

Clostridium difficile — accoyuuposannas ouapes.

[Ipy mpUMeHEHHH NPAKTUYECKHM BCEX AHTHOAKTEPHANBHBIX IMPENapaTroB IIUPOKOrO CIEKTpa
JEHCTBUS BO3MOXKHO BOSHHUKHOBEHHE Arapeu, accouuupoannoit ¢ Clostridium difficile (CDAD
- Clostridium difficile-associated diarrhea), KoTOpasi MO>XeT IpPOTEKaTh Kak B JIETKOH Gopme, Tak
U B TSDKEJIOM, BILJIOTH JI0 JIETaJIbHOTO UCXO/a.

[Ipy BO3HHMKHOBEHHMHU JWaped BO BpeMs JIEUEHHUS MpenaparoM HeoOXOauMO MOATBEPAUTH
muarno3 CDAD. Crnenyer TmareiabHO HabI0gaTh 3a MarMeHToM Ha npeamMet passutus CDAD,
MOCKOJIbKY PErHCTPUPOBAIKCH CIydan € BOSHHUKHOBEHHS CITyCTsI OoJiee TBYX MECSIIEB IOCIE
IpeKpalieHus] TMpUMEHEHUs aHTHOaKTepHalbHbIX mpenapartoB. I[lpu momo3peHun wim
noarBepxkaeann CDAD  HEoOXOIMMO TPEKpaTHTh TNPUMEHEHHE aHTHOAKTepUaTbHBIX
npenapaToB, KpoMe TeX, KOTopble HasHaueHbl ans mnopasnenus Clostridium difficile.
[Ipumenenne npenapaTon, TOPMO3ZAIIUX IEPUCTATBTUKY KUIICYHUKA, TIPOTHBOIIOKA3aHO.
Pazeumue 6axmepuanvbHoil pe3ucmeHmHoOCmuU U cCynepuHpexyuu

C uenpl0 MNpOPUIAKTUKH Pa3BUTHS PE3UCTEHTHOCTH U mojajaepkaHus 3(QeKkTUBHOCTH
OmarmeHeMa, B KIMHHYECKON MpaKTHUKE IMpernapaTr CIeAyeT HCIONIb30BaTh TOJBKO JUIS JICUCHUS

UHQEKIM, BBI3BAaHHBIX JOKAa3aHO YYBCTBUTEIBHBIMH K OWAneHeMy MHUKpPOOPTaHM3MaMH, H
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NpUMEHEHHE MPenapaTa JA0KHO ObITh OrPaHUYEHO MU AT A Y D EOE, Hie 06X bAUMEN st

_NNEPTHOMY OTYETY

JiedeHus 3a00JIeBaHus.

CrnemyeT THIATENHFHO KOHTPOJHMPOBATH COCTOSHHUE TMAIMEHTOB Ha MPEIMET BO3MOXKHOCTH
pa3BuUTHS cynepuH(EKINN U TPEeINTPUHUMATh COOTBETCTBYIOIINE MEPHI B CIIydae €€ pa3BUTHSL.
Llenmpanvnan nepenasa cucmema

Ha ¢one npumMeneHus: kapOareHeMoB, B TOM YHclie OuaneHema, coo0Iaioch 0 BOSHUKHOBEHHUH
CyIOpOT M JPYTUX CHMIITOMOB CO CTOPOHBI IIEHTPAJIbHON HepBHOW cucTeMbl. Cremayer
coOI01aTh  OCTOPOXKHOCTh TPH TNPUMEHEHHH OuareHeMa y TMalMeHTOB C 3a00JIeBaHUSMU
LHEHTPaJbHOW HEPBHOW CHCTEMBI, MpeIpacrnojaraloliiMid K BO3HMKHOBEHHMIO CYIOpOT U
CHI)KAIOIIUMH TIOPOT CYJOPOKHOW aKTUBHOCTH, C JIUJICTICHEH B aHamMHe3e, y MAalUeHTOB C
HapyIICHUSIMH (YHKIIMM TOYeK. B mepuox nedeHuss HEOOXOAUM THIATENbHBIA KOHTPOJIbL 32
COCTOSIHMEM TanueHTa. B ciyyae BO3HUKHOBEHHs cuMNTOMOB co ctopoHbl [THC cnemyer
HEMEAJIEHHO MPEeKPaTUTh NPUMEHEHUE Iperapara U IPUHATh COOTBETCTBYIOIINE MEPHI.
Hapywenue ¢pynxyuu nevenu

BcenencrBue pucka pasBuTtHs HapymieHus (QyHKIMM TedeHH (MOBBINICHUE aKTUBHOCTH
TpaHCaMHWHa3, TUNEPOUITUPYOUHEMHUs, KeNTyxa, (yIbMUHAHTHBIN TeNaTUT) NMPU MPUMECHEHHH
npenapata HeoOXOJIMMO KOHTPOJUPOBATH COCTOSIHME MalUeHTa U NEPUOAMYECKH IPOBOAUTH
naboparopHble uccienoBanus (GYHKIMU MeYeHH. B ciyyae BOZHUKHOBEHUS TAHHBIX CHMIITOMOB
CleyeT HEMENJEHHO MPEeKpaTUTh MPUMEHEHHWE IMpernapaTta W Ha3HAYUTh COOTBETCTBYIOIIEE
JIeYeHue.

Hapywenue ¢pynkyuu nouex

B nmepuwon nedeHwss HEOOXOIMM TIIATENbHBIA KOHTPOJIb 32 COCTOSHHEM IMallMeHTa W
NEPUOANYECKOe MPOBEICHUE JIA0OPATOPHBIX HCCIICOBAHUA (PYHKIMHM TOYEK. Y TAIMEHTOB C
TSOKENON MMOYEYHOW HEIOCTaTOYHOCTBIO Mpenapar MNPUMEHSETCS € OCTOPOKHOCThIO, MpH
HEOOXOJUMOCTH CIlieAyeT YMEHBIIUTh 103y WIM YBEIWYUTh HHTEPBaJ MEXAY BBEICHUSMHU.
[TanmenTam, HAXOIALUMCS Ha TEMOIMATN3e, PEKOMEHIyeTcsl BBeleHue 1 pa3 B cyTku. B cirydae
oOHapy»XeHUSI OTKJIOHEHUH (OCTpasi OYeYHass HEIOCTATOYHOCTh U JIPYTHe TSHKENbIC HAPYIICHUS
GYHKIIUM TIOYEK) CleqyeT HEMEIJIEHHO NpPeKpaTUTh NpHUMEHEHHE Npernapara U Ha3HAuYuTh
COOTBETCTBYIOIIIEE JICUCHUE.

Hapywenusa co cmoponst cucmemvl Kpo6emeopeHus

B nepuon neyenust HeoOX0UM TIIATENBHBI KOHTPOJIb COCTOSHUS TAIIMEHTa U MEPUOTUIECKOe
MPOBEICHUE JA0OPATOPHBIX HCCIEAOBaHWN KpoBU. B ciydae oOHapyXeHUS OTKJIOHCHUN
(arpaHynoOIUTO3, MAHLWTONEHHUS, JEHKOMEHUs, TPOMOOLMUTONECHUS, TeMOIUTHYECKAs aHEeMUs)

ClIelyeT IPEKPATUTh IPUMEHEHNE IIpenapaTa U Ha3HaYUTh COOTBETCTBYIOLIEE JICUEHHUE.
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(NOCNEQCBATENEHOCTE 000%)

Hoorcunvie nauuernmol

Y NOXWUIBIX MAIMEHTOB IMpernapar CclIeayeT MPUMEHSATh C OCTOPOXKHOCTBIO, TIIATENIbHO
HaOmromass 3a cocTosiHMeM. TpeOyercst ajeKBaTHBIM MOAOOpP AO3bI M HMHTEpBalla MEXIY
BBEJCHUSAMHU Tipenapara. HeoOXoauMoO ydYMTHIBaTh TOBBIIICHHBIH PHUCK BO3HUKHOBEHHS
mo00YHBIX A(h(}EKTOB (TaKk KakK y TOXWIBIX JIOJeH MHorHe (u3nosorndeckue QGyHKIUA
OpraHu3Ma CHIKEHBI) U MOBBIIICHHYIO CKJIOHHOCTh K KPOBOTEUECHHUSM B pe3ysbTaTe AeuIUTa
BuTamuHa K.

VY manueHTOB C 3aTPyJHCHHBIM TJIOTAaHUEM, HAXOISIIMXCS Ha TAapEHTEPAJbHOM THTAaHUH, Y
NAIMEHTOB C HEYIOBJICTBOPUTEIHLHBIM OOIIUM COCTOSTHHEM 3[I0OPOBbSI MIpenapaT MPUMEHSETCS C
OCTOpPOXKHOCTBIO. TpeOyeTcst TIIATeNbHBI MOHUTOPHHI COCTOSIHMS MalueHTa (MOTyT
BO3HUKHYTh CUMIITOMBI Jeduuura BuTamuHa K).

Bnusanue na nabopamopusie nokazamenu

[lpr mpuMeHeHUN mpenapaTa BO3MOXHO IMOJIyYEHHUE JIOKHOTIOIOKUATEIBHBIX PE3YIbTaTOB MPU
OTIpeNIeICHNH KOHLIEHTPAIMM TJIIOKO3bI B MOYE MpPHU HMCIOJIb30BAHWU peakTHBOB beneaukra,
@enunra unu Kimautecra.

[Tpu npumeHeHnH OuaneHeMa BO3MOXHO BBISIBJICHHE JIOKHOMOI0XKUTENbHOM nmpoObl KymOca.

Bunsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU

He mnpoBomumnoch wuccinenoBaHuii BIUSHUS OuWaneHeMa Ha CIIOCOOHOCTb  YIPAaBIAThH
TPAHCIIOPTHBIMU CPEICTBAMH, MEXaHU3MaMH. TeM He MeHee, CleyeT IPUHUMaTh BO BHUMaHUE,
YTO NpU NPUMEHEHUHU IIpernapara MOTyT HaONIONaThCsl HEXKENATeNbHbIE pPeaklUu, KOTOpbIE
MOTYT BIHATH Ha CKOPOCTh IICUXOMOTOPHBIX peakiuii, CHocoOHOCTh YIpaBICHHS

TPAHCIIOPTHBIM CPEACTBOM U padOTy C MEXaHU3MaMHU.

®opma BBINLYCKA

[Mopomok mis mpurotoBieHust pactBopa ais uadysui, 300 mr, 600 mr.

ITo 300 mr wimu 600 Mr AeHCTBYIOLIETO BEIIECTBAa MOMELIAIOT BO (DIAKOHBI U3 MPO3PAYHOTO
crekna | ruapoauTHYEcKOro Kiacca BMECTUMOCThIO 10 minu 20 M1, TepMETUYHO YKYIOPEHHBIE
npoOKaMH PE3MHOBBIMH ~MEJUIMHCKHMH, OOXaThle AaTIOMUHUEBBIMH KOJIAYKaMH WU
KOJIMAYKaMU KOMOWHHUPOBAaHHBIMH (QIIOMUHUEBBIMU KOJIMAYKAMUA C TIPEAOXPAHUTEIbHBIMU
IUIACTMACCOBBIMH KPBIIIKAMH ).

1 ¢makoH c mpemapaToM W HMHCTPYKIMEH IO MEAMIMHCKOMY INPHMEHEHHIO ITOMEIIAIOT B

KapTOHHYIO TauKy.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.08.2024 N= 12030

Jlna cmayuonapos: ot 10 mo 50 ¢makoHoB ¢ 1 enapaTdﬂ';{::bggﬂ%i;ﬁ%bﬁ%%g&nﬁ{gwunﬁ

10 MEIULMHCKOMY NMPUMEHEHUIO MOMEIIAIOT B KApTOHHYIO KOpoOKy. Ha KOpoOKy HakjenBaroT

ATUKETKY.

YcaoBusi XxpaHeHust
[Ipu remneparype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTE.

Cpok rognoctu
3 rona.

He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus oTnycka

OTnyckaroT Mo pelenty.

JlepkaTeiib perucTPAMOHHOIO Y10CTOBEPEHMS

000 «An®apmay, Poccust

127247, . MockBa, BH. TEp. I'. MyHUIIMNAJIBHBIA OKpYTr BocTouHoe JleryHuHo,
1. JImutposckoe, a. 100, ctp. 2, momemr. 4541R4

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

ITpousBoauTesb
00O «Py3dapmay, Poccus

143132, MockoBckas 00u1., Py3ckuii p-H, r.1m. TyukoBo, yi. Komcomonbckas, 1. 12, ctp. 1

YnakoBmuk (BTOpruYHasi (MOTpe0MTENbCKAsA) YNAKOBKA) M BBINYCKAWIINH KOHTPOJIb
KayecTBa

00O «Py3dapmay, Poccus

143132, MockoBckas 001., Py3ckuii p-H, r.1m. TyukoBo, yi. Komcomonbckas, 1. 12, ctp. 1

501058

AO «AJITEI'PA», Poccus

141983, MockoBckas 00u1., T.0. JIyoHa, r. JlyOHa, mpocriekt Haykwu, 1. 33

Opranusanusi, IPMHUMAKOIIAS PeTeH3HU NOTpeduTe el

OO011ecTBO ¢ OTPaHUYCHHON OTBETCTBEHHOCTBIO « ATEHTCTBO 110 (papMaKoOHaI30py
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 28.08.2024 N= 18030
(NMOCNEOOBATENEHOCTE 000%)

«PapmkomIuiacHey, Poccust

117186, r. MockBa, yi. Haropnas, a. 15-8, mom. I, od. 61.
Temn.: +7 (495) 142-24-87
Mo6.: +7 (901) 369-45-95

e-mail: pv@farmakonadzor.com
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