COOTBETCTEBYET JKCNEPTHOMY OTYETY
oT 30.05.2024 Nz 10758
0003

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO FIPEHAPATA/ B T5 0003

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

BunnenuMm, 0,5 1, DOpowIOK [Uisi MPUTOTOBJICHUS PacTBOpa [UIsl BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOT'O BBEICHUSI.

BI/IHHCHI/IM, 1 I, TOPOLIOK IJis1 IMPUIOTOBJIICHUA pPAaCTBOpa 1A BHYTPHBCHHOIO H
BHYTPUMBIIICYHOI'O BBECACHU.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JeticTBytolee BemecTBo: medemnum.

BI/IHL[eHI/IM 0,5 I, TIOpOIOK [JJd TPHUIOTOBJICHHA pacTBOpa I BHYTPUBCHHOI'O H
BHYTPHUMBIINICYHOI'O BBCACHUA

Kaxnapiii dakon comepxut 0,5 T nedenuma (B BUIE THIPOXIOPHIA MOHOTHIPATA).

BunnenuMm, 1 T, HOpOIIOK Jad IPUTOTOBIEHHS pPACTBOpa A1 BHYTPUBEHHOIO H
BHYTPUMBIIIEYHOI'O BBEJICHUS

Kaxnapiit ¢naxon comepxut 1 r nedenuma (B BUaE THAPOXIOPUIA MOHOTUIPATA).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

IIopomok isi NPUTrOTOBIEHUS pacTBOpa Il BHYTPUBEHHOIO M BHYTPUMBILIEYHOTO
BBEJICHUS.

HOpOIlIOK oT OeIoro A0 0CJI0r0 C KENTOBAaThIM OTTCHKOM OBCTA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusl K IPUMEHEHHUIO

HpenapaT BI/IHI_ICHI/IM IIOKa3zaH AJid JICUCHHA I/IH(I)CKI_II/IOHHO'BOCHaHI/ITeHBHHX 3a6OJIeBaHHI>'I,
BbI3BAHHBIX YYBCTBUTCIBbHBIMHA K IIG(i)GHI/IMy MHUKPOOpPTaHUu3MaMHU, Y B3POCJIbIX:

- HH(I)GKI.IHI’I HWKHUX OBIXAaTCIBbHBIX HYTeﬁ, BKJIIO4as ITHCBMOHUWIO U 6pOHXI/IT;

- I/IH(l)eKHI/II\/JI MOYECBBIBOIAIINX r[yTeﬁ, KaK OCJIOXKHCHHBbIX, BKJIFOYas HI/ICJ'IOHC(pr/IT, TaK U
HEOCJIOXXHCHHBIX,

- uHeKIUN KOXKHU U MATKUX TKaHel;

- uH(pexuuit OPIONIHON MOTOCTH, BKIIOYAS MEPUTOHUT U MH(PEKIIMU KETIEBBIBOSAIINX
yTew;

- THUHEKOJOTHYECKHX WH(EKIINH;
- CCNTHIICMHH,
- (eOpuIbHON HEUTPOTICHHH.

[Tpumensiercs g TpO(UIAKTUKA BO3MOXKHBIX HH(MEKIMH MpHU MPOBEIECHUU IOJIOCTHBIX
XUPYPIUYECKUX Olepaluil.
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BBI3BaHHBIX YYBCTBUTEIBHBIMU K IIe()eTUMy MUKPOOPTaHU3MaMH, y JIETeH ¢ 2 MecCsI1IEeB:
- TTHEBMOHWH;

- “H(EKIHUA MOYEBBIBOISIINX MyTeH, KaK OCIIOKHEHHBIX, BKIIIOUas MUETOHEPPUT, TaK U
HEOCJI0KHEHHBIX,

- MH(EKIHHA KOKU U MATKUX TKaHEH;
- CENTHLEMHHU;
- (beOpuIbHON HEUTPOTICHUH;

- 0akTepuarbHOr0 MEHUHTHTA.

4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEeHUs!

Pexxum 103upoBaHus

I[O?,BI MU NIyTb BBCACHUA 3aBUCAT OT YYBCTBHUTCIBHOCTHU B036YZIHT€JI€I>'I, TAXKECCTHU I/IH(l)eKIII/II/I,
COCTOsAHUA (bYHKI_[I/II/I IIOYCK U 06]].[61"0 COCTOsIHUA ITalMCHTA.

Bspocnvie

Wudexunn Mo4eBbIX MyTe, JeTKON 1 0,5 r-1 r BHyTpUBEHHO | Kaxable 12 yacoB
CpeIHel TsKeCcTH (8/B) min
BHYTPUMBIIIEYHO (B/M)

Hpyrue nHpEKInH, JeTKOU U CpeTHei 1 T B/B uut B/M Kaxzable 12 yacoB
TSDKECTH

Tsoxenple nHOEKIUN 2 rB/B Kaxaeie 12 gacoB
OdeHb TsKENbIE U YTPOXKAIOIIUE )KU3HH | 2 T B/B KaXkable 8 4acoB
nHpeKIUn

OObIuHas MPOJOKUTENBHOCTD JIeUeHus! cocTaBisier 7-10 nHel; mpHu TSKENIbIX WHEEKIUsIX
MOKET ToTpeboBaThCs Oosiee MPOJOJKHUTENbHOE JedeHue. [lpu neueHun QeOpunbHON
HeHTporeHMH OOBIYHAsT MPOAOIDKUTEIBHOCTh JIEYEHHMsS COCTaBisgeT 7 JHEH WM 10
HCUYC3HOBCHUA HGﬁTpOHeHHH.

HDO(Z)LUZCZKWZHKCZ qu)eKuuu npu__xupypsudeckux onepauuiax. 3a 60 MHUHYT A0 Haydaja
XUPYPru4ecKor omnepanuyd BHYTPUBEHHO HMH(Y3MOHHO BBOJAT 2 T Ipenapara B TEUEHUE
30 munyt. Cpa3zy mnocne oxkoHuaHust uHGYy3uu BBOAAT 0,5 I METpPOHHIa30J1a BHYTPUBEHHO.
BcenenctBue ¢apmalneBTHUECKOH HECOBMECTMMOCTH PacTBOPbl METPOHMJIA30M1a U Ledennuma
HE clielyeT CMeIINBaTh B 0JTHOM (pirakoHe MH(PY3MOHHOTO pacTBopa. MH(pY3HOHHYIO cUCTeMy
nepea BBEICHHEM METPOHHIA30J1a CIEeNyeT MPOMBITh. Bo Bpemsi miuTenpHBIX (Oosee 12 u)
XUPYPru4ecKux ornepanuii depe3 12 4 mocne nepBoil J03bl PEKOMEHIYETCS MOBTOPHOE
BBeJIeHUE 1ieenrma B TOM e 103€ ¢ MOCIeAYIOIINM BBEICHUEM METPOHUAA3071a.

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmul ¢ napywenuem ynKyuu novex

[Tpy moyeyHON HETOCTATOYHOCTU TpedyeTcs KOPPEKIHs J03blI Mpernapara B 3aBUCUMOCTH OT
KIIMpEeHca KpeaTWHUHAa. PeXuM 103MpOoBaHUS 3aBUCUT OT CTENEHU HapylleHHs! (QYHKIUH
noyek M TspkecTH uMHOekiuu. [lpyu cnabbiXx WM yMEpeHHBIX HapyIIeHHAX (YHKIUH MOYEK
HavajpHas J03a nedenrMa He OTINYaeTcs OT J03bl y MAllMeHTOB ¢ HOpMaIbHON (hyHKIMEH
MOYEK.
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KpeaTHHHUHA 110 hopmyIIe:

gﬂfl MYAHCHUH.

Macca tena (kr) X (140 — Bo3pacT B rogax)

Kimpenc xpeatunuHa =
(Mu1/MUH) 72 % cpIBOpOoTOUHBIN KpeaTuHUH (Mr/100 mur)

[na orcenyun: UCTIONB3YIOT TY ke (HOpMYyILy, MOTYYeHHbIN pe3yibTaT yMHOXkatoT Ha 0,85.

HO@O@DD#CMGCHOWM@ 003bl ued)enuMa 6 3d6UcCUMocCmu om KiupeHca kpeamuHurd.

Kimmpenc PexomenayemMble OAIEPKUBAIOIINAE 1O3bI
KpeaTHHHHA
(M1/mMuH)

> 60 OObIYHAs /1032, B 3aBUCUMOCTH OT TSDKECTU MH(PEKIINH,

KOPPEKTUPOBKHU HE TpedyeTcs

0,5rkaxngpie 129 | 1rkaxnaele 1249 | 2 kaxaeie 12 9 2 I Kaxaple 8 4

30-60 0,5 r kaxnaeie 24 1 | 1 rkaxnaeie 24 1 | 2 r kaxzaole 24 9 | 2 r kaxasle 12 4

11-29 0,5 r kaxxnapie 24 1 | 0,5 r kaxxaele 24 1 | 1 r kaxzasle 24 4 | 2 r kaxasle 24 4

<11 0,25 r kaxkapie 24 4|0,25 r kaxaeie 24 41| 0,5 T kaxasie 24 4| 1 r kaxasle 24 g

[Ipy  HempepblBHOM  aMOYJIAaTOPHOM  MEPUTOHEATBHOM  JHAIM3€  PEKOMEHIyEeMble
nojzepxuBatonye 103el - 0,5 1, 1 © uam 2 r B 3aBUCHUMOCTH OT TsDKECTH MH(DEKUUu ¢
MHTEPBAJIOM MEXAY BBEICHUSAMU - 48 4.

[TanpenTsl Ha reMoauanuse - 1 r B mepBble CyTKU JiedeHus, 3atem no 0,5 r kaxaeie 24 4 npu
BCeX MH(EKIMIX, 32 UCKIIOYeHHEM (PeOpUIbHOM HEHWTPOINeHHH, TIE /1032 COCTaBiseT | T
Kaxaple 24 4. B qHu remoauanu3a mpenapar CleIyeT BBOJAUTH MO OKOHYaHUU MPOLEAYPHI
remoaunanusa. [1o BO3BMOXKHOCTH, BBEJEHUE OCYIIECTBISIOT KaKIbIH J€Hb B OJTHO M TO XKE
BpeMs.

llayuenmul ¢ napywenuem ynkyuu nevenu
Koppekuuu 10361 A7 TAIUEHTOB ¢ HapylieHueM QyHKIINH TeYeHH He TPeOyeTcs.
eTH

PexxuM no3upoBaHus A JeTed oT 2 MecsieB ¢ Maccoil Tena Gosee 40 Kr ¢ HOpMaJbHOM
GyHKIMEN oYeK He OTJIMYaeTcs OT peKuMa JO3UpOBaHUs Uid B3pocibiX. Jlo3a st nereit He
JIOJDKHA TPEBBIIIATh MAaKCUMAIIbHYIO PEKOMEHAYEMYIO JI03Y JJIsl B3pOCHbIX (2 T' B/B KaxIble

8 u).
Jlemu om 2 mecsiyes ¢ maccou mena 00 40 ke

[Tpu nHDEKIUAX MOYEBBIBOIANINX MyTeH, MHPEKIIMA KOKH M MATKAX TKaHEW, THEBMOHHUS -
no 50 mr/kr B/B unu B/M 2 pa3a B CyTkd B TeueHue 10 nHEl; B cirydae TsHKETbIX MH(EKIHi -
Ka)kaple 8 9.

[Tpu ¢ebpunbHON HEUTPOINEHUM, CENTUIIEMUN, OaKTEpHaIbHOM MEHUHTUTE - 1m0 50 Mr/Kr
Kaxxnaele 8 1 B TeyeHue 7-10 qHen.

Hemu ¢ napywenusamu ynkyuu nouex

Jletsim ¢ HapymeHUSIMU QYHKIIMH MIOYEK PEKOMEHIYEeTCsS YMEHBIICHHUE JJO03bl WU YBEITUUEHNE
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HHTCpBaJIa MCXKAY BBCACHUAMU, KaK YKAa3aHO Bb

[To w3BeCTHOW KOHIIEHTpPAIlMM KpEaTHHWHA B CHIBOPOTKE KPOBU BBIYHMCISIOT KIMPEHC
KpeaTHHHHA 110 Gopmyrie:
0,55 x pocrt (cm)

Kimpenc xpeatunuHa =

(mur/mun/1,73 M2) CBIBOPOTOUHBIN KpeaTuHuH (Mr/100 mur)
17001

0,52 x poct (cm)
Knupenc kpeatnnnna = -3,6
(vr/mun/1,73 M%) CBIBOPOTOUHBIN KpeaTuHUH (Mr/100 mi)

BbezomacHocth u 3 ekTUBHOCTh Hedenrma y AeTeld B BO3pacTe A0 2 MECSAIEeB Ha JaHHBIN
MOMEHT HE YCTaHOBJIEHBI. /laHHbIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BHyTpuBeHHO (B/B), BHYTPUMBIIIEYHO (B/M).

B/B BBCACHHUC PCKOMCHAYCTCA I IMAIMCHTOB C TAKCIBIMHU WKW YIPOXAOIIMMU KHU3HU
HHQ)CKHI/IHMI/I, 0COOEHHO IIpU YIrpo3€¢ BOBHUKHOBCHHUA CCIITUYCCKOI'O IIOKA.

B/B cTpyiiHO BBOAAT B TeUeHHE 3-5 MHHYT HEMOCPEACTBEHHO B BEHY JIMOO B CHCTEMY JUIS
BHYTPUBEHHOTI'O BBEJICHMSI, €CIIU MALMEHT [10Jy4yaeT COBMECTHUMBbII MH(Y3UOHHBINA PacTBOpP.

[TpomomxuTeTbHOCTH B/B nH(Y3UH He MeHee 30 MuH.

B/M BBOZAT B 005acTh BEPXHEHAPYXKHOI'O KBaJpaHTa OOJIBLION STOAMYHOM MBIIIIBl WIN
JaTepanbHON OBEPXHOCTH Oepa myTeM INyOOKON MHBEKIIMH.

OnsIT B/M IpUMEHEHUS Mpernapara y AeTeil orpaHuyeH.

I/IHCTPYKIII/II/I II0 MPUTOTOBJICHUIO JICKAPCTBCHHOI'O Ipfriapara Mnepea NpuMCHCHHUEM CM. B
paznene 6.6.

4.3. IlpoTuBONOKA3aHNUSA

o l'unepuyBcTBUTENBHOCT, K LeenuMy, IepajoCHOPUHOBBIM, NEHUIWIIMHOBBIM U
IpyruM  OeTa-TakTaMHbIM ~ aHTUOMOTHMKAM, aprUHUHY WIM K JI00OMy U3
BCIIOMOTATENbHBIX BEIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1,

. JIETCKHI BO3PacCT JI0 2 MECSIICB.

4.4. OcoOble ykazaHMsl U1 Mepbl PeI0CTOPOKHOCTH NPH NIPUMEHEHUH

['MnepuyBCTBUTEILHOCTh

[lepen HauaraoM JeyeHHUs CIEIyeT YCTaHOBUTh HaJW4YMEe B aHaMHe3e Yy TMalueHTa
aJUIEPrUYecKMX peakuui Ha nedenuM, JApyrue 1edanrocnopuHOBbIE aHTUOMOTHKH,
NEeHULWUIUHBL U JIpyrue OeTa-TakTaMHble aHTUOMOTHKH, a TakXke APYrux (opM ajiepryu.
[Tpu npuMeHeHNH BceX BUJIOB OeTa-IaKTaMHBIX AHTUOMOTUKOB OTMEUYAINCh CITy4au Pa3BUTHS
TSDKENIBIX pEaKLUi TUIIEPUYYBCTBUTEIBHOCTH, HHOTJA C JIETAIIBHBIM HcxonoM. [lpu pa3ssButun
IJIEPrUYecKol peakuuu CleayeT MpeKpaTUTh JIeYeHHWEe IMpenapaToM M MPEeANpUHATh
COOTBETCTBYyIOIIME Mepbl. IIpu pa3sBUTUM TSDKENON alIepruuecKkod peakuuu (Harpumep,
aHapUIAKTUYECKOM pEaKIMH) HEMOCPEJACTBEHHO BO BpeMsl BBEJICHHUS IIpernapara MOXKET
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HelipoTOKCHYHOCTH

Bo BpeMsi mOCTpErucTpallMOHHOTO HAONIOACHHUS OBUIM 3aperHCTPUPOBAHBI  CIEAYIOUIHE
CEepbE3HbIC HEXEJIaTeIbHBIC PEAKIUH, B TOM YHCJIE YTPOXKAIOIINE KU3HU WIH TPUBOASAILINE K
JEeTAJIbHOMY HCXOXy: OSHIedanonatus (HapyLUIeHHE CO3HAHUSA, BKIIOYAs CIYTaHHOCThb
CO3HAHMA, TAUTIONMHALMK, CTYIOp M KOMa), MHOKIOHYC, CYJOpPOTH H OecCyIOpOKHBIN
AMWIENTUYECKUH cTatyc (cM. paszen 4.8). bonbInHCTBO cilyyaeB OTMEUYAINCh Y IAllUEHTOB C
NOYEYHOH HEAOCTaTOYHOCTHIO, KOTOPHIM HE MPOBOAMIACH KOPPEKLHs 103bl. TeM He MeHee, B
HCKOTOPBIX ClIydasaXx HCprOTOKCI/I‘IHOCTB OTMCHAJIaCh Yy MAaUCHTOB, KOTOPBIM IMPOBOAUIIACH
KOPPEKLHS 1036l B 3aBUCUMOCTH OT CTETIEHH IOYEYHON HEJOCTaTOYHOCTH. B OonbmmHCTBE
CJIy4acB CHUMIITOMBI HeﬁpOTOKCHqHOCTH ObLIH O6paTI/IMBI U HCUYC3AJIHU II0CJIE OTMCHBI
npernapara W/WIM TOCJe TPOBEJCHUS TreMoauanu3a. Eciu HeWpOTOKCHYHOCTH CBs3aHA C
NpUMEHeHHEeM Iedenuma, CcIenyeT pacCMOTPETh BOIPOC O MPEKpAIIeHUH Teparnuu
e enMMoM WM KOPPEKTHPOBATH JI03Y Y MAIMEHTOB € TIOYEYHONW HEJOCTATOYHOCTHIO.

HaDVHIeHI/IG d)VHKHI/II/I IIOYCK

[lpy Hamuuuu QaxkTOpPOB, MOTYIIMX BbI3BaTh HapylleHHEe (YHKIMM IOYeK, TpeOyercs
KOppeKLMs J103bl Ipernapara BuHIENUM C LEIpl0 KOMIEHCAlMM YMEHbBIIEHHOW CKOpPOCTH
BBIBEJICHUsI Ipernapara ¢ MoOYOoH. Pexxum a03upoBaHMsl 3aBUCHT OT CTENEHU IOYEYHOU
HEIOCTaTOYHOCTH, TSHKECTH HH(EKINU U YyBCTBUTEILHOCTH MUKPOOPTAaHU3MOB (CM. pa3/elbl
4.2 u 5.2). Ilpu Jerkux WM cpeiHed CTENeHH TSHKECTH HapyHIeHUsAX (YHKLUHUU IOYeK
HayvaibHas 1032 IpenapaTa Takas jke, Kak Ipyu HOpMaTbHOW (PYHKIIUH TOYeK. PUCK pa3BUTHSA
TOKCHYECKUX DPEaKLUH OCOOCHHO YBEIMYMBAETCS Yy MOXKMWIBIX MAlMEHTOB C HapyIIEHHOH
(GyHKIUEH MoYexk.

Clostridium difficile-accormmupoBannas nuapest

[pyu MpUMEHEHUH MPAKTUYECKH BCEX aHTHOMOTHUKOB IIHPOKOTO CIIEKTPA JACHCTBHSI BO3MOYKHO
BO3HUKHOBeHHe auapeu, accouuupoanHoit ¢ Clostridium difficile (CDAD - Clostridium
difficile-associated diarrhea), koTopas MoXeT mHpoTekaTh Kak B JierKoi (Gopme, Tak U B
TSDKEIIOH, BIUIOTh 0 JIETAJBHOIO HCXO/IA.

[Ipy BO3HWKHOBEHHWH JUapeyd BO BPEeMs JICYCHHS IMPENapaToM HEOOXOIUMO TOJTBEPIUTH
muarno3 CDAD. Crnepyer TinarensHO HaOm0gaTh 3a MAllMEHTOM Ha TPEAMET Pa3BUTHUS
CDAD, mocKkoJIbKy pEerHCTPHUPOBAIKMCH CIIydad €€ BO3HHKHOBEHHS CIYCTS Oojiee IBYX
MECSIIEB TOCJIe TPEKpalleHUus] TMpUMEHEHHs aHTUOMOTUKOB. Ilpu momo3peHuu wuimu
noarBepxaeHnn CDAD HeoOX0auMO MpeKpaTHTh MPUMEHEHHE aHTHOMOTHKOB, KpOME TeX,
KoTopele HasHaueHsl st momaienus Clostridium  difficile.  Hemb3st npumensTts
JICKaPCTBEHHBIE CPEJCTBA, TOPMO3SIINE TEPUCTATBTUKY KHINCYHHWKA. [IpW Ha3HauYeCHUU
SMIOUPUYECKOTO JICYSHHS] HEOOXOAMMO MPUHUMATh BO BHHUMaHUE JaHHBIE O MPUOOPETEHHOMN
YCTOHYMBOCTH MUKPOOPTaHU3MOB-BO30YyIUTEIICH.

Y cTOMYUBOCTE MUKPOOPTaHU3MOB

[Tpu Ha3HAYEHUH IMIUPUUECKOTO JIEYeHHUs] HE0OOXOIMMO PUHUMATh BO BHUMaHHE JAHHBIE O
nproOpeTeHHON YCTONYNBOCTH MHKPOOPTaHM3MOB-BO30yauTeNnel nHpeKuuil. Y cToiiunBoCcTh
MHUKPOOPTraHU3MOB MOKET U3MEHATHCS C TEUEHUEM BPEMEHHU U reorpaduyeckoro mojaoKeHus.
Jns upeHTUGUKAIMY MUKPOOPTaHU3Ma-BO30YAUTENS U OINpeNeIeHUs] UyBCTBUTEIBHOCTH K
nedenumy cieayeT MPOBECTH COOTBETCTBYIOUINE TECThl. BUHIIENMMM MOXET NPUMEHSTHCS B
BUJIE MOHOTEpANMH JlaXe 0 UIACHTU(UKAUN MHUKPOOPraHM3Ma-BO30YIAUTENs, TaK KaK OH
o0nasaeT  IIMPOKHM  CHEKTPOM  aHTUOAKTEpUAJbHOTO  JEMCTBHS B OTHOILEHUU
IPaMIIOJIOKUTEIBHBIX M TPaMOTPHULIATENBHBIX MHUKpoopraHusmoB. [Ipu pucke cMemanHoR
a’poOHO/aHaAYPOOHOI nHpeKIun (ocobenHo, Koraa MOTYT MPUCYTCTBOBATh
HEUyBCTBUTENbHbIE K LedenuMy MUKpPOOPraHM3MbI) JeUeHHe mpenaparoM Bunuenum B
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uneHtudukanuu  Bo30ynutens. llocme wuaeHTHGUKAMK BO3OYAUTENS] W ONpeaeiICHUS
'-IYBCTBI/ITGJ'IBHOCTI/I K aHTI/IGI/IOTI/IKaM JICUCHHC cnenyeT HpOBOI[I/ITL B COOTBETCTBHHU C
pe3yibTaTaMu TecToB. Kak ¥ 1py NpUMEHEHUH JPYTHX aHTHOMOTUKOB, JeueHue nedernumom
MOXET MPHUBOAWTH K KOJOHU3AIMH HEUYBCTBUTEIbHON Mukpodmopsl. I[lpu pasBuTHn
cynepruH(pEKIUi BO BpeMs JICUCHUS HEOOX0IMMO IIPUHITHE COOTBETCTBYIOIIHUX MEp.

Bausuue Ha PE3YIbTATHI Ha60DaTODHBIX TCCTOB

[Ipy neyeHnH HEePETUMOM MOTYT OTMEUATHCS JIOKHOIOJIOXKHUTEIBHBIC PE3YNbTaThl HPOOBI
Kymo0ca.

AHTUOMOTUKU Tpynnbl 1epajoCHOPUHOB MOTYT OBITh NPUUYMHON JIOKHOIOJIOKUTEIHHOU
peakuuu Ha IJIIOKO3Yy B MOYE B TECTaX, OCHOBAHHBIX HAa BOCCTAHOBJIEHMM MOHOB Menu (C
pactBopamu benenukra i denunra unu ¢ Tabnerkamu Kinunurect), HO He B (pepMEHTHBIX
TecTax (C TJIIOKO30KCHIa30il). B cBA3M Cc 3TuM ansd omnpeneneHuss TIJIIOKO3bl B MoOYe
PEKOMEHIyeTCs IPUMEHSITH (PEPMEHTHBIE TECTHI C TITIOKO30KCHIa30i.

4.5. B3aumopgeiicTBue ¢ JAPYIrHMH JIEKAPCTBEHHbIMH IMpenaparaMu M JApyrue BH/bI
B3auMOAelCTBUA

[Ipu omHOBpEMEHHOM TNPHUMEHEHUH MedendMa C aMHUHOTJIMKO3HWJIaMH IIOBBIIICH PHUCK
pPa3BUTHSA OTOTOKCUYECKOTO U HeppoTokchueckoro neictBus. [losTomy mpu npumMeHeHHH
9TOM KOMOMHAIMKU He0OX0IMMO HaOIoIeH e 3a (YHKIUEH MMOYeK U OpraHa ciiyxa.

[Tpy OIHOBPEMEHHOM MPUMEHEHMM APYTruX Le(aioCHOPUHOB C CHIBHBIMH JUYpPETHKAMH,
TaKUMHU KakK QypoceMus, cooOmanoch 00 yBeIMYCHUN PHCKa Pa3BUTHS HE(PPOTOKCHUECKOTO
neiictBusi  nedanocrnopuHoB. HeoOxomumo HaOmrogeHue 3a  (QyHKOUEH TMMOYeK mpu
OJTHOBPEMEHHOM IPUMEHEHUH Le(enrMa ¢ CUIbHBIMU TNYPETHKAMU.

CoBMecTHOE TPUMECHEHHE C OaKTEPHOCTATHUYSCKUMU aHTHOMOTHKAMH MOXET CHH3UTh
3¢ (HeKTUBHOCTH OeTa-IaKTaMHBIX aHTHOMOTHKOB.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

AJIeKBaTHbIE U CTPOrO KOHTPOJHUPYEMbIE HCCIENOBaHUS y OEpeMEHHBIX JKEHIIMH He
MIPOBOJIUITUCH, TTOATOMY MpernapaT BuHienuM cieayer IpuMEHSTh BO BpeMsi O€peMEHHOCTH
noJ HaOIIOJeHNEeM Bpada M TOJIBKO B CIIydasx, €CIH Ipearnoyaraemas mojib3a A MaTepu
MIPEBBIMIAET PUCK IS TUIOJA.

JlakTanus

[lepenmmm oOHapykuBaeTCsl B TPYJHOM MOJIOKE B OUY€Hb HM3KHMX KOHIIGHTpaIusax. B mepuon
TPYIHOIO BCKapMJIMBAHUs Ipernapar BUHUENNM ciaeayeT NpUMEHSATh TOJBKO B TOM CIIyyae,
€CJIM TpeIoIaraeMas 1moJjb3a JijIsi MaTepH MPEBHIIIAeT MOTCHIIMAIBHBINA PUCK IS peOeHKa.

4.7. BausiHue Ha CIIOCOOHOCTH YIPAaBJATH TPAHCIOPTHBIMHU CPEACTBAMHM M padorarh C
MeXaHU3MaMu

W3ydeHue BIUSHUS Ipenapara Ha CIOCOOHOCTh K KOHIEHTPALlMU BHUMAHUS HE MPOBOIUIIOCH,
OJTHAKO, YYUTHIBASI BO3MOXHOCTh Pa3BUTHUSI MOOOYHBIX 3((EKTOB CO CTOPOHBI LEHTPAIBbHOM
HEPBHOM CHUCTEMBI, CIEAYET BO3JEPKAThCS OT YIPaBJICHUS TPAHCHOPTHBIMHU CPEACTBAMH H
3aHATUN JPYTUMH TOTEHLUAIBHO OMACHBIMU BHUJAAMHU JI€STEIBbHOCTH, TPEOYIOUIMMHU
MOBBIIICHHON KOHIIEHTPAIUU BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIUH.
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4.8. HexkennaTesibHbIe peakunuu

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIUM

HexenarenbHble peakldu, MPEJCTABICHHBIC HIDKE, CrPYIIUPOBAaHBI B COOTBETCTBUHU C
KJIACCAMH CHCTEM OpraHoB MeaunuHckoro cioBaps MedDRA. [lns OLEHKH YacTOTHI
pa3BUTHsI MOOOYHBIX PEAKIUI HCIONB3YIOT CICAYIOIIUE KPUTEpHUH: O4eHb dacto (> 1/10),
gacto (> 1/100, vHo < 1/10), HewacTo (> 1/1000, HO < 1/100), peaxo (> 1/10000, vo < 1/1000),
odeHb penko (< 1/10000, BkiIro4as OTAEIBHBIE COOOIIEHUS) U «4acTOTa HEM3BECTHa» (110
UMEIOITUMCS TAHHBIM OTPEICIIUTh YaCTOTY HE MPEACTABIISCTCS BO3MOYKHBIM).

NHdeknuu u nHBa3uu

Heuacro KaHHJI03 CIM3UCTON 000JI0UKH MOJIOCTH PTa, BarMHAIBHBIE
uHpeKn
Penko KaHU03bl
Hapymenus co CTOpOHbl UMMYHHOM CUCTEMBI
Penko aHapUIAKTUYECKHUE PeaKuu

YacToTa HEeu3BeCTHA

aHa(UIAKTUYECKUI 10K, TOKCUYECKHUH MM IepMallbHbIH
HEKpOoJIn3, MyIbTH(OpMHAas 3puTeMa, cuHapoM CTUBEHCA-
JI>KOHCOHA, aHTHOHEBPOTUYECKUM OTEK

Hapymenns co CTopoHbl HEpBHOM CUCTEMBI

Heuacto

roJioBHas 00Jib

Penxo

CyAoporu, nmapecre3nu, AIMCreB3nu, roJIOBOKpy>XCHUC

YacTtoTa HEU3BECTHA

SHIehATONATHS - (HAPYIICHHE CO3HAHMS, BKIIOUAsT
CIyTaHHOCTb CO3HAHMUS, TAJTIOLUHALIUH, CTYIIOp ¥ KOMA),
MHUOKJIOHYC, CYIOPOTH U OECCYTOPOKHBIN MU TUYECKUM
cTaTyc

HapymieHnnst co CTOpOHBI COCY10B

Penxo

BazoguJiaTanus

YacTtoTa HEU3BECTHA

KPOBOTECUCHUS

Hapy1enns co cTOpoHBI IBIXaTENBHON CUCTEMBI, OPIAHOB IPYIHOM KIJIETKH U CPENOCTEHUS

Penko OJIBIIIIKA
XKenynouHo-kuIlIeUHbIE HAPYILICHUS
Yacro auapest
Heuacto TOILIHOTAa, PBOTA, KOJIUT (BKJIIOYasl IICEBIOMEMOPaHO3HBIN
KOJIHT)
Penxo abJOMHUHAIIbHBIE OOJTH, 3aIT0P

YacToTa HEM3BECTHA

HApyYIICHUS IMUIICBAPCHUS

Hapymienus co cTOpoHBI KOKH U IOJKOXKHBIX TKaHEH

Yacrto

BBICBIITAHUS HAa KOXKE

Heuacto

SpUTEMaA, KpallMBHHUILIA, 3Y [
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Hapy]_]_[eHHg CO CTOPOHBI NOYEK-H-MOUEBLIBOASIIMX-HYTCH

YacroTa HEM3BECTHA noyceyHasa HEJOCTAaTOYHOCTh, TOKCUYCCKaA HC(prHaTI/IH

Hapy1ienust co cTOpoHbI pelpoyKTUBHOM CHCTEMBI U MOJIOYHBIX XKEJIE3

YacroTa HEM3BECTHA FeHUTAILHBIN 3yad, BarMHUT

OO01mue HapyIICHUS U PEAKIINH B MECTE BBEJCHUS

Yacrto (beduT B MecTe BBEJEHHUs, 00JIb B MECTE BBEACHUS
Heuyacro MOBBIIIICHUE TEMIIEPATYPhl M BOCIIAJICHHE B MECTE BBCICHHUS
Penxo 03H00

JlabopaTopHble U HHCTPYMEHTAJIbHbIE JaHHBIE

Yacrto MOBBIIIIEHUE aKTUBHOCTHU aJlaHMHAMUHOTpaHCc(hepassl,
acrmapTaraMUHOTpaHcepasbl, MET0YHOH GocdaTassl,
obmiero OunupyOnHa, aHeMHsl, S03UHO(DHITUS, YBETUUICHUE
IPOTPOMOUHOBOTO BPEMEHU WJIM YaCTHYHOTO
TPOMOOIIJIACTUHOBOI'O BPEMEH!U

Heuacto TIOBBIIIICHUE a30Ta MOYEBUHBI KPOBHU, KPEATHHUHA
CBIBOPOTKH, TPOMOOIIMTOIICHUS, JICHKOTICHHS 1
HEUTPOTICHUS

Penxo JIOKHOTIOIOXKUTENbHas Tpoba KymOca 6e3 remonuza

YacroTra HEeU3BeCTHA aTuIaCTHYECKasi aHEMHUsI, TeMOJIMTUYECKAs aHEMUS,
arpaHyJIOIHUTO3

L. HCCMOTpsA Ha TO, YTO OOIBIIMHCTBO CJIydacB OTMCYAJIUCh Yy ITAIIUCHTOB C MMOYEYHOM
HEAOCTAaTOYHOCTBIO, KOTOPBLIC ITOJYYaJIn IIG(i)GHI/IM B J03aX, BbIIIC PECKOMCHAOBAHHLIX, B
HCKOTOPBIX ClIydasaX HeﬁpOTOKCHQHOCTB OTMCHAJIACh Yy MAOUCHTOB, KOTOPBIM IIPOBOAUIIACH
KOppCKOUA A03bI B 3aBUCUMOCTHU OT CTCIICHU MMOYCIHOMN HEAOCTAaTOYHOCTH.

Coo011eHne 0 mMoI03pPEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxHo coo0mare O m0J03peBaeMbIX HEKENATENbHBIX PpEaKLUUsAX I[Oocie perucTpanuu
npenapara ¢ LeIbl0 00ecledyeHUs: HENpPEepPbIBHOIO MOHUTOPHHIA COOTHOUIEHUS «I10Jb3a -
PHCK» JIEKapCTBEHHOT'O Ipenapara. MeIuIMHCKUM pabOTHUKaM PEKOMEH]IyeTCsl coo01aTh o
JTIOOBIX IOA03PEBAEMBIX HEXKENATEIbHBIX PEaKIUAX JIEKAPCTBEHHOIO IIpernapara uepes
HallMOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEKEeNaTEeJIbHBIX pPEeaklUsX TIOCyAapCTB — UYJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccniickas Penepanvs

®denepanpHas cayx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)
Anpec: 109012, r. MockBa, CnaBsiHCKasi TUIoIIanb, A. 4, crpoenue 1

Tenedon «ropstueit muaum» Poc3apasuamzopa: +7 (800) 550-99-03
DJIEKTpOHHAs 10YTa:

JJIs1 ;[epxcaTeJIeﬁ PEruCTpaiuOHHBIX YI[OCTOBepCHI/Iﬁ u HpOI/I3BOI[I/ITeJ'ICI71 JICKApPCTBCHHBIX
npemnapatos: pharm@roszdravnadzor.gov.ru

JUTS. METMITUHCKUX OopraHu3aruii: Npr@roszdravnadzor.gov.ru

Caiit B nH)OpPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»: npr.roszdravnadzor.ru


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
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Pecniyonmka Kazaxcran

PI'TI na [IXB «HauuoHanbHbIi HEHTP IKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULUHCKUAX
5 EI(SNI050%00

Anpec: ZOOT6ES, r. Acrana, yin. Umanosa, 13
Tenedon: + (717) 235-135
OnekTponnas noyra: farm@dari.kz

Wurepuer-caiit: http://www.ndda.kz

4.9. [lepeno3upoBka
CuMITOMBI

SHHGQ)aHOHaTI/IH (CHYTaHHOCTB CO3HaHUA, TaJNIFOIUHAOWU, CTYIIOP, KOMa), MHOKJIOHHNYCCKHEC
Cya0poru, MOBbIICHHAA HCPBHO-MbIIIICUHAA B036yl[I/IMOCTI>.

Jleuenue

CumMmnroMaTudeckas u noAACPIKUBAroIIas Teparus. B ClIydasx 3HAaUYUTCIIbHOTO IMPEBLIIICHUA
PEKOMCHAOBAHHLIX O03, 0COOEHHO Yy IamueHTOB C HapymeHHoﬁ Q)YHKHPIGI;'I IIOYCK, ITOKa3aH
IréMOoauajins.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHaMHUYeCKHe CBOMCTBA

dapMakoTepareBTUYECKass TPyIMIa: aHTHOAKTepUAIbHBIE CPEJICTBA CHUCTEMHOTO JICHCTBHS;
npyrue Oera-TakTaMHble aHTHOAKTepUANbHBIE CPEACTBA; 1e(aToCIOPUHBI YETBEPTOTrO
MTOKOJICHHS.

Kox ATX: JOIDEO1

Mexaumnsm nerictBus U papMakoaruHaMudecKne YD PexTol

LledanocropuHoBbIii aHTHOMOTUK [V mOKONEHUS JUIsI NapeHTepaJbHOTO HPUMEHEHHS.
O6nagaer MMPOKUM CHEKTPOM JEMCTBHSI B  OTHOLIEHUH TIPAMIIOIOXKHUTEIbHBIX U
IpaMOTPULIATENIbHBIX OakTepuil, BKIOYas pPE3UCTEHTHblE K aMMHOIJIMKO3MJAM W/WIH
nedanocnopunam Il mokonenus, a Takxe APYrdM aHTHUOMOTHKAM IITaMMbl. JlelcTByeT
OaKTepULIMIHO, Hapyllas 3aBepIIAIONIMe 3Tallbl CHUHTE3a KIETOYHOH CTEeHKH OakTepuid
(MHaKTUBHUpYET (pepMEHT TpaHCcHeNnTHaa3y). brICTpO MpoHUKaeT yepe3 BHEIIHIOI0 MeMOpaHy
IrpPaMOTPULIATENBHBIX OakTepwii; obuagaer BBICOKHM CPOACTBOM K
NEHULMIITMHCBSA3bIBAIOLIIIM OenkaM, I OaKkTepuaIbHBIM TPAHCIENTUIA3aAM.
BricokoycTOWYMB K THAPOIN3Y OONBIIMHCTBOM OeTa-TaKTaMas.

Cnexmp anmubaxmepuaibHOU aKMU8HOCMIU..
[Ipenapar BuniienuM akTUBEH B OTHOIIEHUH CIEAYIOIINX MUKPOOPTaHU3MOB:

epamnonodcumenvhvle  aspoobwi:  Staphylococcus — aureus  (Bkjrouass — IITAMMBI,
npoayuupyoomue Oera-naktamasy); Staphylococcus epidermidis (Bkimrouas —mTamMmel,
nponayupyronme Oera-imakramasy); Apyrue Intammbl - Staphylococcus spp., Bkirodas
Staphylococcus  hominis,  Staphylococcus saprophyticus;  Streptococcus pyogenes
(ctpenrokokku Tpymmbel - A);  Streptococcus agalactiae (ctpentokokku Tpymmbel - B);
Streptococcus pneumoniae (Bkirouasi MTaMMBI CO CPETHEH YCTOMUMBOCTHIO K MEHUIMLTUHY
— MHUHUMaJbHas mTojaBisromas koHmeHTpamus oT 0,1 mo 1 wMkr/mim); npyrue Oerta-



mailto:farm@dari.kz
http://www.ndda.kz/

COOTBETCTBYET 3KCMEPTHOMY OT\
10 06k 20724 N ‘|:"I-' C.10

LFT S LR

remonutryeckue Streptococcus spp. (rpymmsi |[C, G, Fﬂs&@ﬁr@éoé&uﬁﬂdﬁﬁ'&{yﬁna I:B:),

Streptococcus spp. rpymmst Viridans.

epamompuyamenvhvie adpoowi: Acinetobacter calcoaceticus (mommrrammer anitratus, Iwoffii);
Aeromonas hydrophila; Capnocytophaga spp.; Citrobacter spp., Bxmrouas Citrobacter
diversus, Citrobacter freundii; Campylobacter jejuni; Enterobacter spp., Bxiouas
Enterobacter cloacae, Enterobacter aerogenes, Enterobacter sakazakii, Escherichia coli,
Cardnerella vaginalis, Haemophilus ducreyi; Haemophilus influenzae (Bkmtouas mrammsbl,
npoaynupyrome Oera-naktamasy); Haemophilus parainfluenzae; Hafnia alvei; Klebsiella
spp., Bkmoyast Klebsiella pneumoniae, Klebsiella oxytoca, Klebsiella ozaena; Morganella
morganii; Moraxella catarrhalis (Branhamella catarrhalis) (Bkirouas 1ITamMMmel,
npoaynupyromiie — Oera-nmakramasel);  Neisseria  gonorrhoeae  (Bkirouasi — IITaMMBI,
npoayuupyromre Oera-makramasy); Neisseria meningitidis; Pantoea agglomerans (pawee
uzeecmuwiiit kax Enterobacter agglomerans); Proteus spp., Bxiouass Proteus mirabilis,
Proteus vulgaris; Providencia spp., Bkmrodas Providencia rettgeri, Providencia stuartii;
Pseudomonas spp., Bxirouas Pseudomonas aeruginosa, Pseudomonas putida, Pseudomonas
stutzeri; Salmonella spp.; Serratia, Bkmrouas Serratia marcescens, Serratia liquefaciens;
Shigella spp.; Yersinia enterocolitica.

anaspobwi:  Clostridium  perfringens;  Fusobacterium  spp.;  Mobiluncus  spp.;
Peptostreptococcus spp.; Prevotella melaninogenica, panee u3BecTHbI Kak Bacteroides
melaninogenicus; Veillonella spp.

BuHIlenM HeaKTHBEH B OTHOIIIEHHMHM MHOTHX IrTamMMoB Stenotrophomonas maltophilia, panee
u3BecTHBIX Kak Xanthmonas maltophilia u Pseudomonas maltophilia (rpamorpumarenshbie
a3po0Osl); B oTHoweHun Bacteroides fragilis u Clostridium difficile (anaspo6sr).

BonbIIMHCTBO IITAMMOB SHTEPOKOKKOB, Hampumep, Enterococcus faecalis, u cradumokokkwu,
PE3UCTEHTHBIC K METUIIMIUINHY, YCTOWYHMBBI K JICHCTBUIO OOJIBITMHCTBA 11e(aTOCTIOPHHOBBIX
AHTUOMOTHKOB, BKIIIOYAS e EITUM.

5.2. apmakoKknHeTHYECKHE CBOHCTBA

AOcopOruus

Cpeonue konyenmpayuu yeghenuma (Mxke/mi) 8 niazme Kposu 63pOocivlx 300POBbIX MYAHCUUH 8
PAasnuuHble CPOKU NOCIe OOHOKPAMHO20 8HYMPUBEHHO20 668e0eHusl 6 medenue 30 munym
00 12 uacos u maxcumanvras konyeumpayus (Cmay) npuseoenvl Hudice 6 maoauye.

Jo3a 0,549 lug 24 4q 8u 124 Crnax
negennma (MKr/muT)
0,5rB/B 38,2 21,6 11,6 5,0 1,4 0,2 39,1+£3,5
1 rB/B 78,7 445 24,3 10,5 2,4 0,6 81,7+5,1
2rB/B 163,1 85,8 44,8 19,2 3,9 1,1 163,9 + 25,3

ITocae BHYTPHUMBIIIICYHOI'O BBECACHUA LIC(bCHI/IM BCAaChIBACTCsA IIOJITHOCTBIO.

Cpeonue konyenmpayuu yegenuma (mxe/mn) 6 naazme kposu, Cmay U 8pems 00CMUAICEHUS
maxcumanvrou konyenmpayuul (1 cmayx) NOCIE 0OHOKPAMHO20 HYMPUMBILUEYHO2O0 88E0EHUS.
npugedeHvl Hudice 8 madauye.

Jo3a 0,549 lq 24 44 84 1249 Crnax Tcmax
nedenuma (MKr/miT) (9)

0,5 B/M 8,2 12,5 12,0 6,9 1,9 0,7 13,934 | 1,4+0,9
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2rB/M 36,1 49,9 51,3 31,5 8,7 23 |57,5+£95] 1, 4
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Pacopenenenue

TepaneBTHYeCKHE KOHICHTpAUH Ledernuma 00HApYKUBAIOTCS B CICAYIOMINX JKUIKOCTIX U
TKaHSX: MOYE, JKeIUH, IEePUTOHCATPHON >KUIKOCTH, JXHIKOCTU KOXKHOTO BOJIIBIPS, KOXKE,
NOJKOXHOM KJIETYATKE, CIM3HCTOM CEKpeTe OpPOHXOB, JIETKUX, MOKPOTE, MPEICTATEILHON
’KeJese, alleHINKCe U CTEHKE KETYHOro my3bIpsi. [I[poHUKaeT B CTMHHOMO3IOBYIO JKUJIKOCTh
(CMX) mnpu BocmameHuu MO3roBbIX oOosouek. CBs3piBaHue wLedenuma ¢ OeIKamMu
CBIBOPOTKHM KPOBH COCTaBJISIET B cpeqHeM 16,4 % u He 3aBHCUT OT KOHIIEHTpAIMU Ipenapara
B CBIBOPOTKE KPOBH.

BI/IOTDaHC(bODMaHI/IH

Llepenum merabommzupyercss B N-METHINUPPOIUANH, KOTOPBIA OBICTPO IMpeBpaliaeTcs B
okcu2l N- MmeTunnupponuauHa.

DIMMUHALIUA

IleennuM BBIBOIUTCS NPEUMYIIECTBEHHO IIOYKAMHU, IyTeM KIyOO4uKoBOW (uiabTpanuu
(moueuHbId KIUpeHC cocTaBisier B cpeaneM 110 mu/muH). B Moue oOHapyxuBaercs
npubsmsutensHo 85 % OT BBEAGHHOM [103bl Hem3MeHHoro unegenuma, menee 1 % N-
METUIITUPPOINANHA, 0KOIo 6,8 % okcuna N-metunnupponuanHa u okono 2,5 % snumepa
nedenuma.

[Tocne BBemenus no3 or 250 Mr g0 2 T mepuoja MOJTYBBIBEICHHs HedernuMa U3 OpraHu3Ma
COCTABJISIET B CPEAHEM OKOJI0 2 yacoB. OOIIMI KIMPEHC COCTAaBISIET B cpeaHeM 120 mir/MuH.
[Ipu BHYTpHBEHHOM BeleHUH Hedenuma 3710pOBBIM JAOOPOBOIBIIAM B J103€ 2 T KaXKAble 8
4acoB B TeUeHHUE 9 qHEH KyMynsiuu He HaOII0JaI0Ch.

IToyeyHast HETOCTATOYHOCTD

[Tepuon monmyBbIBEIEHUSI U3 OpraHU3Ma IpPU MOYEYHOM HEeIOCTaTOYHOCTH YBEIMYUBAETCH,
MpU ATOM HaOJI0MaeTCs JIMHEWHAsT 3aBUCUMOCTh MEXAY OOIIUM KIUPEHCOM M KIUPEHCOM
KkpeatuHuHa. [Ipy TsOKENbIX HapyleHUsIX (QyHKIMM MMOoYeK, TPeOYIOUINX MPOBEACHUS CEaHCOB
JMalii3a, MEepPHOJ TOJYBBIBEICHHS] COCTaBISIET B CpefHeM 13 9acoB mpu remMojuain3e H
19 yacoB npu HempepbIBHOM NEpUTOHEATbHOM auanu3e. [Ipu HapyiieHHOH (QYyHKIUU movex
TpeOyeTcs KOPPEKTUPOBKA J03bI.

[IeuyeHOYHAs HEAOCTATOYHOCTh

®dapMakokMHEeTHKa LedenuMa y NalUeHTOB C HapyIIeHHOM QYHKIMEW TMe4YeHU He
u3Mensiercs. KoppekTupoBKH 0361 JUIs TAKUX NAIIMEHTOB HE TpeOyeTcs.

JInia moKuJioro Bo3pacra

[Tocne OMHOKpPAaTHOTO BHYTPUBEHHOTO BBeACHHUs | T medenuma 370pOBBIM T0OPOBOIBIIAM
crapiie 65 JIeT 0TMEYaIoCh YBEIMUEHUE TIIOMIAIN MO KPUBON 3aBUCUMOCTH «KOHIIEHTpAITUs
- Bpemsi» (AUC) u yMeHbIIEHHE TOYEYHOTO KIUPEHCAa 1O CPaBHEHHIO C MOJOJBIMHU
nobpoBosbiiamu. [lpu HapymieHHONW (YHKIIMM TIOYEK TaIMeHTaM CTapIiero Bo3pacTa
TpeOyeTcss KOPPEKTUPOBKA JAO3bI.

€T

dapMakoKHHETHKA Iedenrma UccleoBanach y aeTeid B Bo3pacte oT 2 mecsieB Ao 11 ner
MOCJIE OJHOKPATHOTO BBeIEHHMsI J03bI S50 WMI/KT Macchl Tena BHYTPUBEHHO WM
BHYTPUMBIIIIEYHO, a TaKXe TOocJe TOBTOPHOTO BBeneHus nedenuma (kaxapie 8-12 gacos, B
TedyeHne He MeHee 48 wyacoB). [locie OJHOKPAaTHOrO BHYTPUBEHHOTO BBEACHMSI OOIIMI
KIUPEHC U 00beM pacrpenereHusi cocTaBisuin 3,3 mu/MuH/kr U 0,3 JI/KT, COOTBETCTBEHHO.
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nedenrmMa B HEM3MEHEHHOM BHJIE MOYKaMH cocTaBiisio 60,4 % OT BBEIEHHOW I03bI, a
MOYECUHBIN KIUPEHC - B cpeHeM 2,0 MII/MUH/KT.

[Tocie MHOrOKpaTHOr0 BHYTPUBEHHOT'O BBEAECHUS KOHLEHTpauus nedenuma B miaasmMe KpoBU
B PpPaBHOBECHOM COCTOSIHUH, a TaKkke Jpyrue ¢papMaKOKMHETHYECKHE IapamMeTpbl He
OTJIMYAINCh OT TAaKOBBIX I0CJI€ OJHOKPATHOIO BBEJNEHMA. Bo3pacT M 1HOJ MalUEeHTOB HE
OKAa3bIBAJIM CYIIECTBEHHOTO BIUSHHS HAa OOIIUI KIMPEHC U 00BEM paclpeieeHus, C YIeTOM
HIOIIPABKH Ha Maccy Tela.

[Tocne BHYTPUMBIIIEYHOTO BBEACHUS MaKCHMajbHas KOHIEHTpamus HedenuMa B IUIa3Me
KPOBH B DPAaBHOBECHOM COCTOSIHUM COCTaBJsIa B cCpenHeM 68 MKI/MI M JOCTUTanach B
cpennem 3a 0,75 vaca. Yepe3 8 yacoB mociie BHYTPUMBIIIIEYHOTO BBEACHUS KOHIICHTPALIMHU
nedenuma B mIa3Me KpOBH COCTABIIIIM B CPEAHEM 6 MKI/MII. AOGCOMIOTHAs OMOAOCTYITHOCTh
nedenuma nocyie BHyTpUMBIIIEYHOW HHBEKIIMU COCTaBIIsIA B cpeaHeM 82 %.

KOHueHmpauuu npenapama 6 CNUHHOMO320801U HCUOKOCIU U 6 NIIA3ME Kposeu 'y Ooemell
C 6aKmepuaﬂbelM MEHUH2UNOM

Bpewms (uacer) Konuenrpanus Konnenrpanus OTHOILIIEHHE KOHIIEHTpaIui
roce BBeAeHus | B utazme (Mkr/min)** | B CMXK (Mxr/mm)** | B CMX /nnazma kpoBu™*
0,5 67,1 £51,2 5,7+0,14 0,12+0,14

1 44,1 +7,8 43+1,5 0,10+ 0,04

2 23,9+129 3,620 0,17 £0,09

4 11,7+ 15,7 42+1,1 0,87 £ 0,56

8 49+59 33+2,8 1,02 + 0,64

** gospacT nmarueHToB: 3,1 mecsina - 12 ner, cpegnuit Bo3pact: 3 roaa. Jlo3a nmpemnapara

50 Mr/Kr Maccel Tena Mpu BHYTPUBEHHOM BBEJIEHUU B TeueHUe oT 5 10 20 MUHYT KaXKble 8§ 4.
Konnentpanuu B miiazme 1 CM2K onpezaensiauch B KOHIIE BBEJIEHUS Ha 2 WIK 3 1€Hb JICUCHUS
penapaToM.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeyenb BcnoMorateJibHbIX BellleCTB

ApruHuH.

6.2. HecoBMecTHMOCTH

HC(I)CHI/IM (I)apMaI_[eBTI/I‘-ICCKI/I HECOBMCCTHUM C pacCTBOpaMu MCTPOHHNIA30JIa, BAHKOMMUIIMHA,
T'€HTaMHIIMHA, T06paMI/IHI/IHa cynb(baTa, HECTUJIMHUIIMHA cynb(baTa, IMO3TOMY HX HCJIb3s
CMCIINBATh. O,Z[HaKO npu OJHOBPECMCHHOM HAa3HAYCHUU ue(bem/ma U YKAa3aHHBIX
AHTHOWOTHKOB Ka)KJIBIfI 13 HUX MOKHO BBOJAUTH Pa3aCJIbHO.

JlaHHBII JIeKapCTBEHHBIM Mpenapar He clIeAyeT CMEUIMBaTh C APYTMMH JIEKapCTBEHHBIMHU
npernapaTramu, 3a UCKIIOUYECHUEM YIIOMSHYTBIX B paznene 6.6.

6.3. Cpok roaHocTu (CpoK XpaHeHusl)

HeBckpuIThlil ditakoH
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ITpuroToBIeHHbBII pacTBOD

PactBops! npenapara Bunienum, npuroToBlIeHHbIE ¢ UCIOJIB30BAHUEM BOJBI JIJI HHBEKIIUM,
1 % pactBOpa nuaokauHa, 5 % pactBopa aekctpo3sl, 0,9 % pactBopa HaTpus xamopunaa, 0,9 %
pactBopa HaTpus xjopuja u 5 % pacTBopa JEKCTPO3bl, MOTYT XpaHUThHCS B TeueHue 24 4 B
XOJIOMWIbHUKE Tpu Temneparype (2-8) °C wim B TeueHne 12 4 npu KOMHATHOHM TeMIiepaType
(ue Boimie 25 °C), 6e3 3HAYUTENBbHOM MOTEPH AKTUBHOCTH.

C MuKpoOMOJIOTUYECKOM TOYKM 3pEHHsS IMOJIyY€HHBIM pacTBOp IpemapaTa CJleayeT
UCIIOJIb30BaTh HEMENJIEHHO. Ecium He HCIosb30BaTh HEMEIJIEHHO, OTBETCTBEHHOCTH 3a
MPOJODKUTEILHOCTPIO M YCIIOBUSIMM  XpaHEHMsI Tepel HCIOJIb30BAaHUEM JIKHUT Ha
10JIb30BAaTENE.

[Tpu XxpaHeHUU MOPOIIOK U MPUTOTOBJICHHBIA PACTBOP MOTYT MOTEMHETh, YTO HE BIUSET HA
aKTUBHOCTh M KQ4ECTBO Iperapara.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUHU

XpanuTh npu Temiepatype He Boime 25 °C B OpUTrHHAIBHOM ymakoBKe (Iayke/KOpoOKe)
JUJISL 3aIUTHI OT CBETA.

Ycnosus XPaHCHUS ITOCJIC BOCCTAHOBJICHUS JICKAPCTBCHHOI'O IIPCIIapaTa CM. B pa3aciic 6.3.

6.5. XapakTep u coaepkaHue NEPBUYHON YITAKOBKHU

0,5 r, 1 r pgeiicTByromero BemecTBa BO (DIAKOHBI CTEKISHHBIE BMeCTHMOCThIO 10 wmu,
TFepPMETUYHO YKYIOPEHHBIC MPOOKAMK PE3WHOBBIMH, 00XKaThie KOJIMAYKaMH aTFOMHUHACBBIMU
YT KOMOMHUPOBAHHBIMH.

1 (I)J'IaI(OH N JIMCTOK-BKJIaJBIII B ITAYKEC KapTOHHOﬁ.

Hns crarmmonapos: 50 ¢GhJakoHOB M paBHOE KOJIMYECTBO JIMCTKOB-BKJIAJBIINIEH B KOPOOKE
KapTOHHOM.

He Bce pazmepsl ynakoBOK MOTYT ObITh JOCTYIIHBI JUJISl peasin3alim.

6.6. Ocobble Mepbl NPEIOCTOPOKHOCTH TIPU YHHYTOKEHHM HCHOJIb30BAHHOTO
JEKAPCTBEHHOI0 TMpemapara WJIH OTXO0A0B, TMOJYYEHHBIX TMOCJHe NPUMEHEeHHSs
JIEKAPCTBEHHOI0 NMpenapara, u Apyrue MaHUIYJISAIHH C PenapaToM

MHCTpYKIIMM IO NPUTOTOBICHMIO JIGKAPCTBEHHOT'O Mpenapara nepej NpuMeHeHUEM

IIpucomosnenue pacmeopa 015 6HymMpPUEEHHOU UHbEKYUU

[Ipenapatr pacTBOpSIOT B CTEPWIBHOW BOJE JUISl MHBEKUMH, 5 % pacTBOpe NEKCTPO3bl U
0,9 % pactBOpe HaTpus XJopuia Ui HHBEKIUH, KaK yKa3aHO B IPUBEIECHHON HMXKe
Tabnure.

Konnuectso O6Bvem [Tpubnuzurensuelii 00beM | [IpubnusnrtensHas
nedenrMa BO | paCTBOPUTENS | TOJIYYEHHOTO PacTBOpa KOHIICHTpamus nedennma
(brakone (m) (m) (mr/™moT)

05T 5 57 90

Ir 10 11,4 90

IlonydeHHBI pacTBOp BBOJIAT BHYTPUBEHHO MEUIEHHO B TEYEHHUE S5  MHHYT,
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NPEINOYTUTENILHO B KPYIHYIO BEHY HIIU TPYOKY HH&@E&HMQ%EJM%E&;ITHdMﬁ&

MOJIy4aeT COBMECTUMBIE C IIe(hEeMMOM KUIKOCTH MapeHTEePaIbHO.
Ilpucomosnenue pacmeopa 01 6HYMPUGEHHOU UHDY3UU

[IpuroToBNICHHBIN, KaK yKa3aHO BHIIIE, pacTBOpP IMepeHOCAT BO (yiakoH, comepkammii 50-
100 M3 coBMECTHMOTO pacTBopa uid HH(Y3uidl. BBonaT B/B kanensHo B TedeHune 30 MUHYT.
PactBopel mpemapata ¢ koHueHTpauueil 1-40 Mr/Mii COBMECTHMBI CO CIEAYIOIIUMHU
uHOy3noHHBIME pacTBopamu: 0,9 % pacTBOp HaATpus XJOpHUIa A UHBEKIHH; 5 % wnm
10 % pacTBOp AEKCTPO3bI Il UHbEKIUI; 1/6 M pacTBOp HaTpus JakTaTa IUisi HHBEKLUMH,
pactBop 5 % nexcrpossl u 0,9 % HaTpus xsopuaa s UHbEKLUNN; pacTBOp PuHrepa nakrar.

JlaHHBIE TI0 COBMECTHMMOCTH PAacCTBOPOB IedenrMa M APYTUX JICKApCTBEHHBIX IPENapaToB
NPUBEJICHBI B TAOIUIIE HUXKE.

Konuentpanus Hazpanue/koHuentpanus VndpysuoHHbiii pacTsop
pactBopa 1edennma Jpyroro mpernapara B CMecu
0,9 % pacTBOp HaTpus XJIOpUAA
40 mr/mn Amukanus 6 Mr/mi o
unu 5 % pacTBOp AEKCTPO3bI
40 mr/mn AMnunuiaH 1 Mr/mon 5 % pacTBOp IEKCTPO3bI
40 mr/mn Awmnunuud 10 mr/ma 5 % pacTBOp IEKCTPO3bI
40 mr/mn AMnununiaH 1 Mr/mon 0,9 % pacTBOp HaTpus XJI0pUAA
40 mr/mn Amnummuag 10 mr/mo 0,9 % pacTBOp HaTpus XJIOpUIa
4 mr/mMn Awmmunumae 40 Mr/Mi 0,9 % pacTBOp HaTpus XJIOpHUAA
0,9 % pacTBOp HaTpus XJIOpHUAA
4-40 mr/min Kmnngamurug 0,25-6 Mr/mi o
i 5 % pacTBOp AEKCTPO3bI
0,9 % pacTBOp HaTpus XJIOpHUAA
4 mMr/mn I'enapun 10-50 EJI/mn o
i 5 % pacTBOp AEKCTPO3bI
0
4 mr/min Kamust xmopun 10-40 MokB/1 0.9 % gaCTBOP HATpHA XIIOpHIA
i 5 % pacTBOp AEKCTPO3bI
4 Mr/mn Teopwaun 0,8 mMr/min 5 % pacTBOp IEKCTPO3BI

Ilpucomosnenue pacmeopa 0ns 6HYMPUMbBIUEUHO20 88E0EHUs

[Ipenapar pacTBOPSIIOT B CTEPHUIBHON BOJE ISl MHBEKUIUN, 5 % pacTBOpe AEKCTPO3bI HIIU
0,9 % pactBope HaTpusa xjopuna aius uabekuuii, 0,5 % wm 1 % pacrtBope numoKanHa,
OaKTepHOCTaTUYECKON BOJE ISl MHBEKIMHA ¢ mapabeHaMu WM OEH3WIIOBBIM CIUPTOM Kak
yKa3aHO HIJKE B TaOJIHIIE.

KonnuecTtso O6bem [TpuGnusutensuplii 06beM | [IpubnusurensHas
nedennMa BO | pacTBOPUTEINS | TIOJYYSHHOTO pacTBOpa KOHIISHTpAIHs 1edernnma
(brakone (mu) (M) (mr/mu)

0,5r 1,5 2,2 230

Ir 3,0 4.4 230

HOHy‘IGHHBII\/'I pacTBOp BBOJAT FJ'Iy6OKO BHYTPUMBIIIICYHO B YUYACTKH TECJIa C BBIPAKCHHBIM
MBIIIECYHBIM CJIIOEM (BerHe-Hap}I)KHBII\/'I KBaJIpaHT ATOJUIBI UK JaTCpajibHasd MOBEPXHOCTH
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Oenpa). Pekomenayercst mpoBeCTH TECT Ha acl Hpaumo',n'l;fc;61?%%%£ﬁ%5a§3ﬂ%f6

BBEJICHUS PacTBOpa B KPOBEHOCHBIM cocyn. Jlo3a g0 1 T MoeT OBITh BBEJEHA B BHJIC
OJIHOKpAaTHOM MHBEKUMU. MakcumaibHyl0 103y (2 r) ciieqyeT BBOAMTb B BHJIE ABYX
UHBEKIUI B pa3Hble MecTa.

PactBop, conepxaiinii 1ua0KanuH, HEJIb3sl BBOJUTh BHYTPUBEHHO!

Ilepen BBegeHHWEM NPUTOTOBICHHBIE pACTBOPBI IIpenapara cieayeT IpPOBEPUTh Ha
OTCYTCTBHUE BHUIUMBIX MEXaHWYECKHX BKJIIOUEHUH. B mpoTUBHOM cilydyae 3amperiaercs
MCII0JIb30BaTh IPUTOTOBJIEHHBIN PacTBOP.

Yrunmuzanus

OcoOble TpeOOBaHMS K YTUIM3AIlMM HEUCIIOIb30BAHHOTO JIEKAPCTBEHHOI'O Mperapara u
OTXOJIOB OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUSA
Poccus

ITAO «Kpachapmar

660042, Kpacnosipckuit kpaii, r. Kpacnosipck, yn. 60 net Oxtsa6p4, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

7.1. IIpeacraBuTeib iepKaTesisi PperuicTPALMOHHOI0 Y10CTOBEpPEeHusl

IIperen3un noTpedUTENENR CIeayeT HAIPABIATE IO aAPECY:

Poccus

ITAO «Kpachapmay

660042, Kpacnosipckuit kpaii, r. KpacHosipck, yi. 60 ietr OkTsa6ps, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

Pecniybnuka Kazaxcran

TOO «Mennaiin @apmalieBTHKa»
050011, r. Anmartsl, yn. Cytonbas, 258B
Ten.: (727) 390-29-50

E-mail: gvp@Xkraspharma.ru

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUAA

9. JIATA IEPBUYHOMN PETUCTPAIIAU (ITIOJATBEPXKJIEHWS PETUCTPAILIUMN,
INEPEPEI'UCTPAIIN)

[laTa nepBoii peructpanuu:
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10. JATA HIEPECMOTPA TEKCTA

OOmiast  xapakTEpPUCTHKA  JICKAPCTBEHHOrO  Mperapara BHHIENAM  IOCTylHA  Ha
MH(POPMAIMOHHOM TIOpTasic EBpa3suiicKOro 3KOHOMHYECKOrO COi03a B HH(OPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.


http://eec.eaeunion.org/

