COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 11.09.2023 N= 17545

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOPO TIPEITAPATA 7004

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
OpTaHek, 1 r, MOPOLIOK JUIsl MPUTOTOBIIEHUS pacTBOPA AJIsi BHYTPUBEHHOTO U BHYTPUMBILIEYHOTO

BBEIECHUS

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JelicTBytolI€€ BEUIECTBO: SPTANCHEM.

Kaxnprit ¢pakon comepxut 1000 Mr sprarieHema (B BHI€ dSpTaricHeEMa HATPHS).
BcnomorarenbHble BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: HaTpuit (cM. pasaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
ITopoiok [uist IPUTrOTOBIIEHUS pacTBOPA JIsl BHYTPUBEHHOI'O U BHYTPUMBILIEYHOI'O BBEICHUS.

JInodunm3npoBaHHBIN TOPOIIOK OEJI0TO WIIH OEJI0TO C KEITOBAThIM OTTEHKOM IIBETA.

4. KINMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO
[Ipenapar DpTaHek moka3aH JJisl J€YEHUS B3POCIBIX U IETEH OT 3 MECSIIEB U CTapIIIe.
[Ipenapar OpraHek IOKa3aH Uil JICYCHUS MAlMEHTOB C TSDKEJIBIMH M CPEAHEH TSKECTH
WH()EKIHUSIMH, BI3BAHHBIMU YyBCTBUTEIHHBIMU IITAMMAaMU MUKPOOPTAHU3MOB, B TOM YHCIIE JJIs
CTapTOBOM SMIUPHUYECKONW aHTUOAKTEPHATBLHON TEpamuu 10 ONpeAeiieHHs OaKTepHaIbHBIX
BO30yauTENEH, MPU HUKETIEPEUUCTICHHBIX HHPEKIUAX
e lHuTpaabaoMuHANBHBIC WH(EKIIHH.
o UHpekuu KOXKH U MOJKOKHON KIETYATKU, BKIIIOYass WH(EKIINH HIDKHUX KOHEUHOCTEH
IpY caxapHoM auadere («auabeTuyeckasn CToma).
e BuebonbHUYHAS THEBMOHUS.
e MHbeKun MOUEBBIICINTEIBHON CUCTEMBI, BKIIIOYask MHETOHE(DPHUT.
e Octpble UHGEKINH OPraHOB MAJIOTO Tas3a, BKIIOYAs MOCIEPOIOBBINA 3HIOMHOMETPHUT,
CeNTUYECKU a0OPT U MOCT-XUPYPTrUUECKUEe THHEKOJIOTHUECKUEe NH(EKINH.

® BaKTepHaana;I CCIITHLIEMMUA.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus
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3aBUCHUMOCTH OT BHUAAa 3a00JIeBaHUS W BBI3BABIIETO €r0 MATOTEHHOTO MHUKPOOPTaHHU3Ma
(Mukpoopranu3mMoB) (cm. pazaen 4.1).

Bspocnvie

OOpIuHass cyTowHas Jo03a Tpenapara DpTaHeK JUIs B3pOCIbIX MalMeHTOB (crapmie 18 er)
cocrasiseT 1000 mMr, KpaTHOCTB BBEZIEHUS — | pa3 B CyTKH.

Oco0ble rpyInel NAKUEHTOB

layuenmol ¢ napywenuem @yHKyuu nouex

OpTaneHeM MOXKET IPUMEHSATbCA Ul JeueHHs] MH(QEKIUH y B3pOCIbIX MAllMEHTOB ¢ MOYEUHOU
HEJOCTATOYHOCTHI0. Y TAIMEHTOB ¢ KIMPEHCOM KpeaTuHuHa Gonee 30 wmi/mun/1,73 ™
KOPPEKIMH PEeXUMa JJO3UPOBAHUS HE TPEOYETCH.

B3pocible nanueHTsl ¢ BBIPaXXEHHOM MOYeUHOM HEI0CTaTOYHOCTBIO (KJIMPEHC KpeaTHHUHA MEHEe
uu pase 30 mi/mMun/1,73 M%), BKITIouast TeX, KTO HAXOAUTCS Ha TeMOIHANIN3E, T0KHBI TTOTy4aTh
500 Mr B cyTKH.

Her naHHBIX 0 IpUMEHEHUU IIpenapara y I1eTel ¢ MOYeYHON HEJOCTATOYHOCTBIO.

Tayuenmol, nHaxooawuecs Ha 2cemoouanusze

B3pocnbiM manuMeHTaM, HaxXOOAIIMMCS HAa TEMOJUANINM3€ M IOJYYHBIIMM PEKOMEHIYEMYIO
CyTOUHYIO 103y ospraneHeMa 500 mMr B TedeHue 6 4YacoB IEpe] CEaHCOM TIeMOJAMAIN3a,
pEKOMEHAYETCs TONOIHUTENbHOE BBeieHue 150 Mr npenapara nocie ceanca remoauanusa. Ecinu
JpTaNlEHEM BBOJUTCSA 3a 6 4acOB WM paHee 10 FeMOJUaNIN3a, BBEICHUS ITOMOJHUTEIBHON J03bI
He Tpebyerca. B Hacrosiiee BpeMs HET JOCTAaTOYHBIX JAaHHBIX 110 PEKOMEHJAlMU NalMeHTaM,
MOJBEPrarOIUMCS IEPUTOHEATHHOMY AUATH3Y HIIA TeMO(DHIBTPAIIH.

Her naHHBIX 0 IpuMeHEHUH Npenapara y AeTel, HaXOAsIINXCS Ha TEMOJUAIIN3E.

Ecin n3BecTHa KOHLIEHTpaNMs KPEAaTHHUHA B CBIBOPOTKE, TO JUIS pacdyeTa KIMpPEeHca KPEaTHHUHA

MO>KHO MPUMEHSTH Clieytomne GopMyIIbL:

(Bec B kr)x (140—B03pacT B rojiax)

My»X4uHBIL:
M (72) x KpeaTUHUH CbIBOPOTKHU (Mr/100 M)

Kenmunsr: (0,85) X (BemuunHa, pacCUUTaHHAS JISI MY>KUWH)

JI71st ManiMeHToB ¢ HapyIIeHHON (QyHKITMEeH IIEYeHH KOPPEKITUH 10361 He TpedyeTcs (cM. pasmen 5.2
noapasnen «lledeHouHas HeIOCTaTOYHOCTDY).

PexoMmeHnnyeMyto 103y 3pTaneHeMa MOXKHO BBOAHTH 0e3 yueTta Bo3pacta (13 ner u crapiie) u
noJa.

Tayuenmul nodxcunoco 6o3pacma

B knmHnyeckux uccnenoBaHUsX 3(P(GEKTUBHOCTh UM 0E30MACHOCTh JpTaleHeMa Yy IMOKUIBIX

MAIUEHTOB (>65 J1eT) ObUIA COMOCTAaBUMBI C TAKOBBIMHU y 00JIee MOJIOIBIX MAIIUEHTOB (<65 yer).
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Ilayuenmui 6 6o3pacme om 13 0o 18 n1em

OObruHas cyrouHas Jo03a MpenapaTa DpTaHeK JUId MalKMeHTOB B Bo3pacte oT 13 mo 18 njer
COOTBETCTBYET PEKUMY JI03UPOBAHUS Y B3POCIBIX.

Iayuenmul 6 6o3pacme om 3 mecayes 0o 13 nem

Jlo3a mpemnapara DpTaHEeK y HAIEHTOB B BO3pacTe oT 3 mecsieB A0 13 neT cocrammsier 15 mr/kr
2 paza B cyTku (HO He 6osee 1000 Mr B CyTKH).

Jlemu 0o 3 mecsuyes

be3onacHocTh M 3(HEKTUBHOCTh Yy JIeTeld B BO3pacTe MIIAIIe 3 MECSIEB HE YCTAaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

DpTaneHeM MOXHO BBOJUTDH IMYyTEM BHYTPUBEHHOHN MH(Y3UU UM BHYTPUMBIIIEYHON HWHBEKIIUU.
[Ipu BHYTpuBEeHHOW WH(Y3UU SpTalleHeMa JUIUTEILHOCTh MH(Y3UH NTOJDKHA COCTaBiATh 30
MUHYT.

BuyTpuMebllieuHoe BBEJECHHE SpTaleHEMa MOXKET HCIOJIb30BaThCsl KakK  allbTepHATHUBA
BHYTPHBEHHON WH(DY3HH.

WHCTpyKIIMK 10 pacTBOPEHUIO U Pa3BEACHUIO JIEKaPCTBEHHOT'O Mpenapara rnepeja NpuMeHeHneM

CM. B pazzene 6.6.

4.3. [IpoTuBONOKA3aAHUS
— T'unmepuyBCTBUTENBHOCTH K ApTaneHEMy, K APYTUM IpernapaTaMm Kiacca KapOareHeMOB
501051 JIIO6OMy N3 BCIIOMOT'aTCJIbHBIX BCIICCTB, IICPCUNCIICHHBIX B PA3CJIC 6.1.
— Tspkenble peaky TUIEPUYBCTBUTEIBHOCTH (HAmpuMmep, aHa(QUIAKTHUECKUE pPEeaKIuH,
TSDKEJBIE KOXKHBIE PEaKIMK) K JTI00OMY IPYroMy aHTHOMOTHKY OeTa-TaKTaMHOU TPYIIIIBI

(Hanmpumep, MEHUIMJITUHBI WK 11e()aTOCTIOPUHBI).

4.4. OcoOble ykazaHHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

Coo0manoch O Cephe3HBIX W JICTATBHBIX aHA(DUIAKTUYECKUX pPEaKIUsIX Yy MaIHeHTOB,
HOJTYy4YaBIIUX JedeHne OeTa-IaKTaMHBIMU aHTHOMOTHKAMU. DTH Peakuy Ooiee BEPOSTHBI Y JIUIT
C TIOBBIINICHHOM YYBCTBUTCIIbHOCTBIO K PA3JIMYHBIM aJIJICPICHAM B aHAMHC3C (B YaCTHOCTH, Yy JINII
C THUIOCPYYBCTBUTCIBHOCTBIO K TICHUIWUIMHY Ya4CTO PAa3BUBANOTCA TSIKCIBIC PCAKIUA
THIIEPYYBCTBUTEILHOCTH TPH JICYCHUU ApyruMH Oera-naktamammu). Ilepen HauamoM jedeHus
npernapaToM DpTaHeK CIeAyeT TIATEIbHO PACCIPOCUTH MAMEHTA O MPEAMIECTBYIONINX PEaKIHIX
THIIEPUYBCTBUTEIBHOCTH Ha JPYyrUe aliepreHbl, 0COOCHHO Ha MEHUIMIIIHHBIL, 1Ie(aroCIOpUHBI 1

npyrue 0eTta-nakTamel (cM. pazzaen 4.3).
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oTMeHUTbh. Cepbe3Hble aHapMIAKTUIECKUE PEAKIIUU TPEOYIOT SKCTPEHHOTO JICUCHHUS.

B xoze neyenus spraneHeMoM 3aperuCTPUPOBAHBI COOOIIEHHS O CyI0OpOorax U ApYruxX MmoOOYHBIX
peaKIusIX CO CTOPOHBI IEHTPAITHHOW HEPBHOM CUCTEMBI (cM. pazzen 4.8). B Xxoae KIMHUYECKUX
WCCJICIOBAHUI Yy B3pOCIJBIX IMAIMEHTOB, NMpuUHUMaBImUX s3ptaneHeM (1000 mr pa3 B jcHB),
CyJIOpOTH, KaK CBSI3aHHBIE, TaK U HE CBSI3aHHBIE C IPUMEHEHUEM Npenapara, orMedanuch y 0,5%
MAIMEHTOB B TEYEHHE Kypca Tepamuu IUioc 14 mHelt mepuona HAOMIOAEHUS. DTH SIBICHUS
Haubosee YacTo OTMEYAIHMCh Yy MOXWIbIX IMAllMeHTOB, Y HanueHToB ¢ HapymeHusmu [THC
(Hampumep, ¢ MOPa)KEHUSIMU TOJIOBHOTO MO3Ta WM Cy/IOpOraMH B aHaMHe3€) 1/WIH Y MallueHTOB
¢ HapymeHHOWH QyHKiued moyek. HeoO0XoauMo CTporo mnpuaepKUBATHCS PEKOMEHIYeMOTo
peKuMa JTO3UPOBAHMSA, B OCOOCHHOCTH y MAIIMEHTOB C M3BECTHOH INpPenpacroiioKEHHOCThIO K
CYJIOPO’KHOM aKTUBHOCTHU. Y MALIMEHTOB C CYIOPOKHBIMU PACCTPONCTBAMU CIIEYET MPOAOIKATh
MPOTUBOCYAOPOXKHYIO Tepanuio. [Ipu BO3HMKHOBEHMHM TpEMOpa, MHUOKIOHUM WIH CYAOPOT
NAIMEeHTOB CIIEAYeT HAlPaBUTh Ha HEBPOJOTHUECKOE 00CIeI0BaHNE U OLICHUTh HEOOXOAMMOCTh
YMEHBIIEHUS J03bI 3pTarieHeMa UM OTMEHBI ITpernapara.

VYBenuueHrne 03bl BaJbIIPOEBOM KHUCIOTHI WM JUBajblIpoaTa HATPUS MOMKET OKazaTbCs
HEJOCTAaTOYHBIMU IS  NPEOAOJCHHUS TMOCIEACTBUN  B3auMonencTBua. OOgHOBpeMEHHOE
IPUMEHEHHE >pTareHeMa W BaJIbIIPOEBOW KUCIIOTHI/AMBAIBIIPOAaTa HATPUSA HE PEKOMEHIYETCH.
Crnenyer paccMOTpeTbh BO3MOXKHOCTB JICUCHHMS MH(EKUMH aHTHOMOTHKAMH JPYTHX Tpynn (He
KapOarneHeMoB) y TMAalMEHTOB, MOJIyYalOIUX MPOTUBOCYJOPOKHYIO TEpanuio BalbIIPOEBON
KHUCJIOTOM WM IUBAJILIIPOATOM HATpPHSL.

[Ipy HEOOXOOMMOCTH NPHUMEHEHHUs Npenapata DpTaHEK MOXKET MOTPeOOBaTHCS MpPOBEICHHUE
JIOTIOJTHUTEIBLHOM MPOTUBOCYIOPOKHON Tepanuu (cM. pasnen 4.5).

JlniitenbHOEe TPUMEHEHHE HpTaleHeMa, KaK U JPYruX aHTUOMOTHUKOB, MOXKET NPUBECTH K
U30BITOYHOMY POCTY HEUYBCTBUTENIbHBIX MUKPOOPraHu3MoB. Eciii Bo BpeMsi jieueHus pa3BuiIach
cynepuH(peKus, Hy>)KHO MIPUHATH COOTBETCTBYIOIIHE MEPHI.

[Ipu npuMeHeHnU MOYTH BCEX aHTHOAKTEpUAIBbHBIX MTPETapaToB, BKIOYas SpTalieHeM, BOZMOXKHO
pa3BHUTHE MICEBIOMEMOPAHO3HOIO KOJUTA, KOTOPBIH MO TAKECTU MOKET BApbUPOBATH OT JIETKOTO
JI0 OMACHOTO Ui *KU3HU. BaxkHO paccMaTpuBaTh BO3MOXHOCTh TaKOTO JMArHo3a y MalyeHTOB,
NOCTYMAIONIMX C JUapeei Iocie MPUMEHEHHs aHTUOAKTepHal bHBIX mpemnaparoB. Criemyer
paccMOTpPEeTb ~ BO3MOXKHOCTb ~ IPEKpAlIEHWs]  TEpalluyd  APTAllEeHEMOM M HA3HA4YECHMs
crnenuduaeckoro seueHus koymrta, Bbi3BaHHOTO Clostridium difficile. Henb3si mpumeHSTH
JIEeKapCTBEHHBIE CPEACTBA, TOPMO3AIIUE MEPUCTATBTUKY KUIICUHUKA.

[Ipy BHYTpPHUMBIIIEYUHOM BBEICHUU 3pTalleHEMa CIEAYeT COOJII0JaTh OCTOPOKHOCTh, YTOOBI

n30eKaTh €ro CIIy4yailHOro BBEICHUS B KPOBEHOCHBIH cocy (cM. pa3zaen 4.2).
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JUIOKaNHA (CM. HHCTPYKLUIO TI0 METUIIMHCKOMY IPUMEHEHHIO JIHIOKANHA).

CozaeprxaHie HATpUs

Jannsbrii npenapat coaepxut 5,85 mmodsb (134,6 mr) Hatpus Ha 1000 mr. Heo6xo1umMo yuuThIBaTh

NnanuceHTaM, HaXOAAIMMCA Ha JUETC C OTPaHUYCHHUEM ITOCTYIIJICHUA HATPUA.

4.5. B3amMmopeiicTBHe ¢ JIPYrHMH JICKAPCTBEHHBIMH IpenaparamMM M JApyrue BHIbI
B3aNMOJAEHCTBUSA

[Ipyu npuMeHeHMM HSpTameHeMa C MPOOEHEUUAOM NpPOOEHENH] KOHKYPHUPYET 3a aKTHBHYIO
KaHAJIBLIEBYIO CEKPELHIO U TAKMM 00pa30M MHTHOUPYET MOUEUHYIO SKCKPEIUIO 3pTaneHemMa. ITo
BeIeT K HEOOJIbIIOMY, HO CTaTUCTMYECKH 3HAYUMOMY YBEIHYEHHUIO NEepHOJa IOJIYBBIBEACHUS
(19%) u BbIpaxkeHHOCTH cuUcTeMHOro aeiictBus (25%). Koppekuun pexxuma qo3upoBaHuUs HE
Tpebyercs. ONHOBpEMEHHOE IMPUMEHEHHE C NPOOEHEIMIOM B LEISIX YBEJIWYECHUs IMepHOAa
MOJTyBBIBEJICHUS] HE PEKOMEHIyeTCSl.

HccnenoBanus in vitro moKas3bIBalOT, YTO 3PTAalleHEM HE MHTHOUPYET TPAHCIOPT IUTOKCHHA U
BUHOJIACTHHA, OIIOCPEJOBAHHBINA P-IIIMKONPOTEMHOM, U YTO 3pTall€HEeM He sABIseTcs CyOcTpaToM
JUIs 3TOro TpaHcnopTta. MccnenoBanus in vitro MUKpPOCOM II€UEHH 4YeIOBEKa MOKa3bIBAIOT, YTO
JpTarieHeM He HHTUOHpYyeT MeTabo0In3M, OTIIOCPEI0BAaHHBIHN IECTHI0 OCHOBHBIMU H30(epMEHTaMU
utoxpoma P450 (CYP) —1A2, 2C9, 2C19, 2D6, 2El u 3A4. BzaumoeiicTBrE ¢ IEKapCTBEHHBIMU
CpeACTBaMH, 00YCIIOBIIEHHOE€ HHTMOUPOBAaHUEM P-TIHMKONPOTEMH-0OCPEA0BAaHHOIO BBIBEIACHUS
npenaparoB Wik CYP-onocpe1oBaHHOTO BBIBEACHUS MPEenapaToB, MaJIOBEPOSTHO.
CrienanpHbIX ~ KJIMHUYECKHX  MCCIEJOBAaHUN 1O  B3aMMOJEHCTBMIO C  KOHKPETHBIMHU
JIEKapCTBEHHBIMH CPEJCTBAMHU, KpOME MPOOCHENAa, HE TPOBOIUIIOCH.

Knuanueckue ciaydan, onucaHHbIE B IUTEPATYPE, OKA3BIBAIOT, YTO OAHOBPEMEHHOE IPUMEHEHHE
KapOaneHeMOB, BKJIIOYas JPTAlleHEM, C BaJIbIPOEBOM KHUCIOTOW MM AMBAIBIIPOATOM HATpPHUs
OPUBOAUT K CHIDKEHHIO KOHLIGHTPAIlMM BaJbIPOECBOM KHUCIOTHL. B pesynprare 3TOrO
B3aUMOJICHICTBUS ~ KOHIEHTpAalMs  BaJbIPOCBOM  KUCIOTHI  MOXET  OKa3aThCs  HIDKE
TEpaneBTUUECKOr0 YPOBHS, YTO YBEIMYUBACT PUCK Pa3BUTHs CYAOPOKHOTO Ipunaaka. XoTs
MEXaHU3M B3aUMOJIECHCTBHUS HEU3BECTEH, JAHHBIC in Vitro W pe3yiabTaTbl HCCIEIOBAaHUHA Ha
KUBOTHBIX TTO3BOJIAIOT MPEAINOJI0KHUTh, YTO KapOameHeMbl MOTYT WHTMOMpPOBATh THAPOJIM3, B
pe3yabTate KOTOpPOrO TIJIIOKYPOHUAHBIM MeTa0oiauT BanbnpoeBod  kuciaotel  (VPA-g)
IpeBpalaeTcs oOpaTHO B BAJIBIPOEBYIO KUCIOTY, YTO MPUBOJUT K CHUKEHUIO KOHLEHTpALUU

BaJILIIPOCBOM KUCJIOTHI B TIa3Me KpoBHU (CM. pazzaen 4.4).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS
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bepemeHHOCTD

JloCTaTo4YHOro KIMHUYECKOTO OIbITAa MO MPUMEHEHHIO dpTalleHeMa y OepEeMEHHBIX JKECHIIMH He
UMeeTcsl. DpTareHeM cielyeT NMPUMEHATh BO BpeMs OEpeMEHHOCTH, TOJBKO €CIIM BO3MOXKHAs
H0JIb3a JIJIsl MATEPU OINPAB/BIBAET MOTEHLIUANBHBIA PUCK Ul IUIOAA.

Jlakranus

OpraneHeM BBIAETSAETCA C TPyIHBIM MOJOKOM (cM. pazzaen 5.2). BBuay BO3MOXHOTO
HEeOJaronpusTHOrO BO3ACUCTBUS Ipernapara Ha IUIO[, B TMEPHOJ JIAKTalluHd TPyIHOE

BCKapMJIMBaHHE CJeyeT MPEeKpaTUTh Ha EPUO IPUMEHEHHs TTpenapara.

4.7. Bausinne HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMHM M padoTath ¢
MeXaHU3MaMH

He mnpoBoannoce wHcciaenoBaHMN s OLEHKM BIUSHHMS Ha CIIOCOOHOCTb  YNpaBIATh
TPAHCHOPTHBIMM CPEJCTBAMU M pabOTaTh C MEXaHU3MaMH, OJTHAKO HEKOTOpPbIE HEKEIATEIbHbIE
peakiuy, HaOMIOJaBIIMeCs NMPU NPUMEHEHHWU OHpTalleHeMa, TaKHe KaK TOJIOBOKPYKEHHE H
COHJIMBOCTH, MOTYT BIIUSITh HAa CIIOCOOHOCTH YIIPaBJIATH TPAHCIIOPTHBIMU CPEJICTBAMU U paboTaTh

¢ MexXaHu3MaMH (cM. paszzaen 4.8).

4.8. He:xennaTesibHbIE peaKIUU

Pesrome npoduiis 0esonacHocT

HexenaTenbHble peakiuu (BO3MOXKHO, BEPOSITHO WJIM OMPEEIIEHHO CBA3aHHBIE C IPUMEHEHUEM
npemnapara) ObUIH OTMEUeHbI mpuMepHo y 20% nmanueHToB, IPUHUMABIIUX dpTaneHeM. B cBs3u ¢
HEeXeJaTeJIbHBIMU PEaKLUsIMU pTareHeM OTMeHsu y 1,3% nanueHTos.

Haubonee gacTeie HeXenaTeIbHBIC PEAKIIUHU, CBSI3AHHBIE C MPUMEHEHUEM dpTareHeMa IpU ero
napeHTepaibHOM BBEJICHUH, BKIIOYaIN auapero (4,8%), MecTHble MOCTUH(Y3MOHHBIE BEHO3HBIE
ocnoxkuenus (4,5%) u TomHoty (2,8%).

Haunbonee wacro HaOmOZaeMbIMH OTKJIOHEHHSAMHU PpE3yJIbTaToOB JAOOpAaTOPHBIX aHAJIU30B,
CBSI3aHHBIMU C 3pTaneHeMoM Obutn moBbiieHne akTuBHOCTH AJIT (amanmHamMuHOTpaHChepas3bl)
(4,6%), ACT (acnapraramunoTpancgepassl) (4,6%), menounoit pocdarassl (3,8%) u konuuecTra
TpoM60o1uTOB (3,0%).

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUI

Hwuxke MMPpEACTAaBJICHBI JAHHBIC, ITOJYUCHHBIC IIPU NPUMCHCHHUU SPTAIICHEMA.

HexxenaTtenbHble JeKapCTBEHHbIE PEAaKIMK MPHUBEACHBI B COOTBETCTBUU C CHCTEMHO-OpTraHHON

kinaccudukanueir BO3 u mepeunciers! mo yactore. YacToTa pa3BUTHS HEXKEIATSIbHBIX PEAKIIHH,

MEPCUUCIICHHBIX HHUIKC, ONpCACIAIaCb COOTBECTCTBCHHO CHGI[yIOH_IGI\/'I Tpaganuu: OYCHb YaCTO

(>1/10), gacto (>1/100, Ho <1/10), Hewacto (>1/1 000, o <1/100), peaxo (>1/10 000, HO
6
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OIICHUTH HEBO3MOIKHO).

Tabnuya 1. HexcenamenvHule peakyuu, HAOI00ABUUECS Y 83DOCTILIX

Yacro Heuacro Peaxo Ouenn YacroTa

PE€AKO HEU3BECTHA

Hugpexyuu u unsasuu

KaHIUI03 [THEBMOHUS
CIIN3UCTOH
000J104KH

IIOJIOCTH pTa

KaH/U103 JIePMaTOMHKO3

rpubKoBast II0CJIEOTIEPALIIOHH

UHEKIUSA ast paHeBas
uHpeKIus

MCceBIOMEMOPaHO3 | MH(EKIH
Hblﬁ KOJIUT MOUYCBBIACIINTCIBH

Ol CUCTEMBI

BaruHuT

Hapywenus co cmopoHul Kpogu u tumg@amuueckou cucmembl

HEUTPOIICHUS

TPOMOOIIUTONICHUS

Hapywenus co cmoponvl uMMyHHOU cucmembl

ajeprus aHadumakcus,
BKJIIOYAas
aHa(UIaKTOUTHBIE

peakuuu

Hapymeﬁuﬂ MemaboruzmMa u nUMmaHusl

AHOPCKCHUA THUITIOTTIMKEMUA

Icuxuueckue Hapywernus

OeccoHHUIA QXKUTALUA U3MEHEHHOE
MICUXHYECKOE
COCTOSTHUE
(BKITIOUAs

arp€CCMBHOCTD,
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J€30pUEHTALUIO,
U3MEHEHUE
MICUXUYECKOTO
cTaryca)
CIIyTaHHOCTh TPEBOKHOCTD
CO3HaHUs
Jierpeccus
Hapywenus co cmoponuvl HepeHoll cucmemul
rojIoBHast 0OJIb | TOJIOBOKPYXEHHE | TPEMOP YTHETEHHOCTH
CO3HaHUsA
COHJIMBOCTD 00MOpOK raJUTIOIIMHAIIUU
U3BpallCHUE JTUCKUHE3US
BKyCa
CYAOPOKHBIN MHUOKJIOHUSA
MpUNAI0K
HapylIEeHHE
MTOXOJIKH

Hapywenus co cmoponwl opeana 3penus

HapyIICHUS

CTOPOHBI CKJIEp

co

Hapywenus co cmoponul cepoya

CHUHYCOBast aApUTMUS
Opamukapus
TaXHUKaAPAUs
Hapywenus co cmoponul cocyoog
MOCTUH(Y3UOH | CHU)KEHUE KPOBOTCUCHHE
HbIC BEHO3HBIC | apTEPHATIHLHOTO
OCTIO)KHEHUS: | NaBICHUS
¢bnedbut/
TpomMbOdIeOuT
yBEIUYCHUE
apTepHallbHOTO

JaBJICHUA
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Hapywienus co cmoponbl ObiXameisHoll cucmembl, opetnos 2pyonol kiemkir u cpedochietiss

JCITHOD 3aJ105)KEHHOCTb
HOCa

HENPUSITHBIE Kallenb

OLLYILIEHUS B

ropTaHu
HOCOBOE
KpOBOTEUYEHHE
XPHITBI
3aTpyJHEHHOE
JbIXaHUE

Kenyoouno-kuuieunvle HapyuieHus

nuapest 3arop nucdarus OKpalIuBaHUE
3y0OB
TOIITHOTA OTPBDKKA KHCIJIBIM | HEJIEp )KaHHUE Kaja
COZIEPKUMBIM
pBOTa ONIYIIIEHHE Ta30BbIN
CYXOCTHU BO PTy MNEePUTOHUT
JUCIICIICUSA

0O0JIb B )KUBOTE

Hapywenus co cmoponul neuenu u scenuesvbi800awux nymet

XOJICOUCTUT

KeNTyxa

MOpaXEHUS

INCYCHU

Hapywesz CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHel

CHITTH spuTeMa JIEPMATUT OCTpBIi
reHepaIn30BaHHbIN
DK3aHTEMaTO3HBIN

nyctyine3 (OI'D1I1)

3y KparuBHALIA IICTyIICHNAE JIeKapCTBEHHAS
CHIITb C
S03MHOQUINEH U

CUCTECMHBIMU
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(DRESS-cunnpom)

TUIEPYYBCTBUTEIH

HBIM BaCKYJIUT

HapyweHuﬂ CO CMOpPOHbL Mblu/lellHOiz, CKelemHOU U COeOUHUMENbHOU MKAHU

MBIIICYHBIN CIIa3M MbIII€CYHaA

ci1abocTh

00JIb B IICYE

Hapywenus co cmoponvl nouex u Mo4esblgo0Amux nymei

rnmoycyHasa

HEOOCTATOYHOCTH

OoCTpast TMOYeyHas

HEAOCTATOYHOCTH

bepemennocms, nocnepoooswiii nepuoo u nepuHamanvbHwvle COCMOAHUSL

BBIKUIBIIIT

Hapywenus co cmoponuvl penpodykmusHotl cucmembsl U MOIOYHBIX JHcelle3

TCHUTAJIBHOC

KpPOBOTCUYCHUC

Obwue napywenus u peakyuu 8 mecme 86e0eHusl

OKCTpaBa3alusi YIIJIOTHCHUE B

MCCTC BBCIACHUA

ci1abocTs/ HEJIOMOTaHUE

YTOMIISIEMOCTD

JTUXOopaaKa

OTCYHOCTH

00JIb B Tpyau

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Xumuueckue noxazamenu

MMOBBIIIEHHUE MOBBIIIEHHE YMEHBIIIEHUE
aKTUBHOCTH KOHIICHTPAIIUH KOHIICHTPAIIUN

AJIT,  ACT, | obmero, mpsiMoro | OukapOboOHATOB,

LIEJIIOYHOU 51 HETIPSAMOTO | KpeaTHHUHA
dhocdarassl OomnupyoOuHa,
KpEaTHHUHA,
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MOYCBIHEL u (MOCHEQOBATENEROCT & 0004
TJIIOKO3BI
YMECHBIIICHUE
COJICPIKAHUS KaJTHs
ITIOBBIIIICHUC
AKTUBHOCTH
JaKTaTACTUAPOTE
Ha3bl
YBGJII/I‘IGHI/IG
COJICPIKaAHUS
dbocdopa u kanus
T'emamonocus
yBeaneHHe YMGHBH_IGHI/IG YMGHBH_IGHI/IG
KOJINYECTBA KOJINYECTBA KOJINYECTBA
TPOMOOIIUTOB | JIEHKOILIUTOB, TUM(}OIIUTOB, ,
TPOMOOIIUTOB,
CGI‘MGHTOSII[GPHBIX
HEUTPOHUIIOB
CHIKEHHE yBEJIMYCHUE

reMoriioonHa U | KOJIMYEeCTBA

TréMaToKpuTa, MaJIOYKOAACPHBIX
HEUTPOHUIIOB
YBCIIUUCHUC YBCIIMUCHUC
KOJINYECTBA KOJINYECTBA
’03MHO(HIIOB, IUM}OIUTOB,
YaCTHYHOTO METaMHEIIOIHUTOB,

TPOMOOIIJIACTUHO | MOHOITUTOB,
BOrO BpPEMEHU U | MUEJIOLUTOB,
MPOTPOMOMHOBOTO | ATUITHYHBIX

BpEMEHU TuM(dOITUTOB

YBCIIMUCHUC
KOJIMYECCTBA

CEIMCHTOSAACPHBIX

11
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HelTtpoduiaoB  u

JIEUKOILINTOB

Ananuz moyu

YBCIUUCHUC ITOBBIIICHHUEC
KOJIMYECCTBA KOHIICHTpAalun

OakTepuii B Moue | ypOOHJIMHOTI€HA

YBEJIMYCHHE
KOJIMYECTBa
JICUKOIIUTOB B
Moue,
SMUTEIUANBHBIX
KJIETOK B MoUe,
SPUTPOLIUTOB B

MOYC

MUKOYpHS

lpyzoe

[IOJI0KUTENbHAS
peakius Ha
TOKCUH

Clostridium

difficile

CTH

Pesrome npoduiis 0esonacHocT

[Ipoduns 3¢ dexTuBHOCTH M OE30MACHOCTH dpTANIEHEMA Y JETe ObLI COMOCTABUM C TAKOBBIM Y
B3pOCIIbIX ManueHToB. HexenarenbHble peakuuu (BO3MOXKHO, BEpPOSITHO HWIIM OIpPENeIeHHO
CBSA3aHHBIE C TMPUMEHEHHEM IIpenapara) ObulM OTMeueHbl mpumepHo y 20,8% mnaiueHTos,
NPUHUMABILIUX SPTATICHEM.

B cBsi3u ¢ HeXxenaTenpHBIMU peakUsIMH dpTaneHeM oTMeHsun y 0,5% manueHTos.

Haubonee yacTble HexenaTelnbHbIE PEAKINH, CBSI3aHHBIE C MPUMEHEHHEM 3pTarieHeMa MpHU €ro
napeHTepaibHOM MPUMEHEHHUH, BKIIIOYain nuapero (5,2%) u 0oinb B MecTe BBeaeHus (6,1%).
Hamnbonee wacro HaOmOZaeMbIMH OTKJIOHEHHSIMHU pE3yJIbTaTOB JAOOpAaTOPHBIX aHAJIU30B,
CBSI3aHHBIMU C 3pTalleHEeMOM, ObLIIM YMEHBIIEHNE KoJarnuecTBa HeTpohuioB (3,0%), moBkIIeHHE
aktuBHOCTH AJIT (2,9%) u ACT (2,8%).

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINH

12
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Tabauya 2. Hesicenamenvhnvie peakyuu, Ha0.1100

Yacrto Heuacto Peako Ouennb Yacrora
peako HeH3BeCTHA

Ilcuxuyeckue napywenus
W3MEHEHHOE
MICUXHUYECKOE
COCTOSIHUE
(BKITFOUAS
arpeccuBHOCTD)

Hapywenus co cmoponwl nepsHoti cucmembi

roJ0BHAas1 005 TraJUTIOITMHAITIN

Hapywenus co cmoponul cocyoog

«IIPUITUB KPOBU

yBEJIHYEHUE
apTepUAIBbHOTO

JaBJICHU A

Kenyoouno-kuuieunvie HapyuleHus

nuapest oOeclLBeUNBaHNE

Kajia

MEJICHa

Hapymeﬂuﬂ CO CMOPOHbL KOIHCU U NOOKONCHBIX MKAHel

MEJICHOYHBIN apuremMa
JE€PMaTUT
ChIllb
METEXUU

Obwue napywenus u peakyuu 8 mecme 66e0eHusl

00JIb B MeECTE | JIKEHHE B MECTE

BBEICHUSA BBEICHUSA

3yA B MeECTe

BBEICHUSA

SpuT€éMa B MECTEC

BBEJCHUS

OIyHICHUC TCIJIa B

MECTE BBCACHUA

13
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Jlabopamopuvie u uHcmpymeHmanbHvle OaHHbIE J RATERVEA TEITBU Th TV

Xumuueckue noxazamenu

IIOBBIIICHUEC
AKTUBHOCTHU

AJIT, ACT

Temamonocus

YBEIINYCHUE YMEHBIICHUE
KOJIMYECTBA KOJIMYECTBA
HEUTPO(UIOB | TPOMOOIIUTOB,
YaCTUYIHOTO
TPOMOOIITIACTHHO
BOTO BPEMEHH U
IPOTPOMOUHOBOTO

BpEMEHU

CHHI)XCHHC

reMorjioonHa

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxxHo coo01maTh 0 1mo103peBaeMbIX HEXKeIaTeIbHBIX PEAKIUAX MOCIIE PETHCTPAIINY IIperapara ¢
IEeNbI0  O0ECIeYeHUsT HENPEPHIBHOTO MOHUTOPHHIA COOTHOIICHUS «IOJb3a — PHCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCsS COOOINaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATeIbHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HallMOHAJIbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEaKIMsIX TOCYAapcTB — WICHOB EBpa3suiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccuiickas @edepayus

Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

denepanpHas ciayx0a mo Haa3opy B chepe 3npaBooxpanenus (PocznpaBaanzop)
Tenedon: +7 (499) 578-06-70 (m06. 187), +7 (499) 578-02-20

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

HNuTtepuer-caiiT: www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

Anpec: 220045 r. Munck, np-t J[3epxxunckoro, 83, kopmyc 15, 8 atax

14
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(bapmakonoruueckas 1aboparopus
Tenedon: +375-17-242-00-29

DnekTpoHHas nmoyra: repl@rceth.by
WNurtepuer-caiiT: www.rceth.by

Pecnyonuxa Kazaxcman

Anpec: 010000, r. Acrana, yi. A. Umanosa, 13

«HanuoHaNbHBI TEHTP OSKCHEPTU3BI JIEKAPCTBEHHBIX CPEIACTB M MEIUIIMHCKUX HW3JICITHI»
Komutera MemumuHckoro u (apmManeBTHYECKOro KOHTPOJIs MHHHCTEpPCTBa 3ApaBOOXPAHEHUS
Pecnyomuku Kazaxcran

Tenedon: 8 (7172) 78-98-28

OnextponHas noyra: pdlc@dari.kz

WNuTtepuer-caiiT: www.ndda.kz

4.9. Ilepeno3npoBka

CHMIITOMBI

B knmHMueckux wuccienoBaHusax ciydaiHoe BBeAeHue A0 3000 mMr B CyTKM B3pOCIBIM HE
HpI/IBO,Z[I/IJIO K KIMHNYCCKNU 3HAYUMBbIM HCIKCIIATCIIbHBIM  SIBJICHUSIM. B KIMHUYCCKHUX
HCCJICIOBAHMSIX y JIeTel OJTHOKPATHOE B/B BBEACHHE H03bI OT 40 MI/KT 10 MaKCHMAILHOU JTO3BI
2000 Mr He BBI3BIBAJIO TOKCUYECKUX PEAKIIUH.

JleueHue

Criermuduueckoii ”HGOPMALIUU TI0 JICYCHHUIO TIePE03UPOBKU APTATICHEMOM HET.

B cmydae mepemo3WpoBKH JpTAaleHEMOM €ro CIeayeT OTMEHUTh W MPOBOAWTH 00IIee
MO/I/ICP KU BAIOIIIEE JICYCHHE /10 BBIBEJCHUS JICKaPCTBA MTOYKAMHU.

DpTaneHeM MOXKHO YJajduTh W3 OpraHu3Ma IyTeM Temoauanu3a. OmHako HHPOpMAIHUH O

MPUMCHCHUHN I'CMOJUAJIN3a IJid JICUCHUA NCPCIO3UPOBKU HC UMECTCA.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKass Tpylmna: aHTHOAKTEpUAIbHbIE CpPEACTBA CHUCTEMHOTO JEHCTBHUSA;
npyrue OeTa-l1aKTaMHble aHTHOAKTEpUaAIbHBIE CPEACTBA; KapOareHEMBI.

Kon ATX: JOIDHO3

MexaHusM aeiictBus U dhapMakoaruHaMudeckre YO hEKTHI

15



COOTBETCTBYET JKCNEPTHOMY OTYETY
- oT11.09.2023 N2 17545
DpraneneM — 1-B-metnnkapbaneneM, GeTa-IaK]aMHBIA AR &J‘i’lxﬁ%ﬁ%i‘b{ﬂéﬁ&ﬁﬁ st

MapeHTEePATLHOTO BBENCHUS, OONAArOIUK aKTHBHOCTHIO B OTHOIICHHH INHPOKOTO CIIEKTpa
IPaMIOJI0KHUTENbHBIX U TPAMOTPHIIATENIBHBIX a3POOHBIX U aHAPOOHBIX OaKTEpUi.
baktepunuanas akTUBHOCTh 3pTaneHemMa OOyCIIOBJI€Ha MHTMOMpPOBAaHMEM CHHTE3a KIETOYHOU
CTEHKH M OIOCPEJOBaHa €Tr0 CBS3bIBAHWEM C MEHUIMIUIMH-CBs3bIBatomumu Oenkamu (IICH). ¥V
Escherichia coli on mnposnser cuinbHoe cpoactBo k IICH la, 1b, 2, 3, 4 u 5, npudem
npeanoututensHo — K IICh 2 u 3. DOpranenem o0nanaer 3HAYMTENBHOH YCTOHYMBOCTBIO K
ruaponusy  Oera-maktamazaMy  OOJIBIIMHCTBA  KJIACCOB,  BKJIIOYAas  MEHUIMJUIMHA3BI,
nedanocrnopruHassl 1 O0eTa-1aKTaMasbl paCIIMPEHHOTO CTIIEKTPa, HO HE METaJI0-0eTa-TaKTaMasbl.
OpranereM 3P PEKTUBEH MPOTUB OONBIINHCTBA ITAMMOB CIEAYIOIIUX MUKPOOPTAHU3MOB il Vitro
¥ BBI3BIBAEMbIX UMM MH(PEKIUI B KITMHUUECKUX CUTyalusx (cM. paszaen 4.1):

AspobHule u ghakynbmamugHsle aHaspoOHble 2PAMNOTONHCUMENbHBIE MUKPOOP2AHUSMYL!
Staphylococcus aureus (BKIIOYas IITAMMBbI, TPOAYLIUPYIOIIUE MEHUIWLINHA3Y; METHIMIIINH-
PE3UCTEHTHBIC CTAPUIOKOKKH YCTOWYUBEI K IPTAIICHEMY)

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

K spramenemy ycToiuuMBBEI MHOTHE MITaMMbl Enterococcus faecalis u GONBIIMHCTBO IMITAMMOB
Enterococcus faecium.

AspobHule u ghakynbmamugnsle aHaspodOHble cpamompuyamenbHble MUKPOOP2AHUZMbL:
Escherichia coli

Haemophilus influenzae (Bkitouas raMMBbl, TPOIyLHUPYIOIINE OeTa-TaKTamasy)

Klebsiella pneumoniae

Moraxella catarrhalis

Proteus mirabilis

AHaspobubie MUKPOOP2AHUSMBL:

Bacteroides fragilis u npyrue Bunsl rpynnsl B. fragilis

Muxkpoopranusmsl pona Clostridium (kpome C. diffjicile)

Mukpoopranu3msl pona Eubacterium

Mukpoopranusmel poaa Peptostreptococcus

Porphyromonas asaccharolytica

Mukpoopranusmsl pona Prevotella

HwxenpuBeneHHbIe JaHHBIE O BEIMYMHAX MUHUMAJIBHBIX TTOAABIISTIONTUX KoHIeHTpanuii (MIIK)

MOJIYYCHBI B UCCIICAOBAHUAX in Vitl’O, OAHAaKO UX KIIMHUYCCKAasA 3HAYMMOCTh HCU3BCCTHA.

16
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

MHUKPOOPTaHU3MOB pojia Streptococcus, BKitovas Streptococcus pneumoniae; IpU KOHLEHTPALUN
<0,5 MKr/mMi1 — npoTHB OosbIMHCTBA (>90%) mITaMMOB MUKPOOPraHu3MoB pona Haemophilus;
IpYU KOHIIEHTPAUU <2 MKI/MJ — NPOTUB O0JbIIKUHCTBA (=90%) mITaMMOB JPYTUX a3pOOHBIX U
(bakyIbTaTUBHBIX aHA’POOHBIX MUKPOOPTIaHMW3MOB; MPH KOHLEHTpAUMU <4 MKI/MJI — TPOTHUB
6onpmmHCTBA (>90% ) IITAMMOB aHA3POOHBIX MUKPOOPTaHU3MOB U3 ITPUBECHHOTO HIKE CITUCKA.
Opnnako Ge3omacHOCTh U 3(PPEKTUBHOCTH 3pTaneHeMa NpU JICYeHUH WH(PEKUIUH, BBI3BAaHHBIX
JaHHBIMH MHUKpPOOpPTaHM3MaMM, B KJIMHMYECKOM TpakTuke He ObUla MOATBEpKIEHA B
KaYeCTBEHHBIX M XOPOIIO KOHTPOJIUPYEMBIX KIMHUYECKUX HCCIETOBAHUSAX.

Aspobuvbie u ghakyroemamusnsie anaspooHvie 2paAMNOLOHCUMENbHBIE MUKDPOOP2AHUSMbL!
Mukpoopranusmel  poma  Staphylococcus, Koaryna3oHETaTUBHBIC, UyBCTBUTENIBHBIE K
METHUIWLINHY (METULIMIUTMH-PE3UCTEHTHBIE CTa()UIOKOKKH YCTOMUMBHI K ApTanieHEMY)
Streptococcus pneumoniae, NEHUIWILTUH-PE3UCTEHTHBIE

Streptococci viridans

K spranenemy ycroitunBbl MHOTHE IITaMMbl Enterococcus faecalis M OONBIIMHCTBO HITAMMOB
Enterococcus faecium.

AspobHule u ghakynbmamugHsle aHaspoOHble 2pamompuyameIbHble MUKPOOP2AHUZMbL:
Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli, nponynupytromas 6eTa-iakTaMasbl pacIMpeHHOro crekTpa aerictsus (ESBLs)
Haemophilus parainfluenzae

Klebsiella oxytoca

Klebsiella pneumoniae, nponynupyromue ESBLs

Morganella morganii

Proteus vulgaris

Serratia marcescens

MHorue IITAMMBbI MEPEYNCIIEHHBIX BBIILIE MUKPOOPTraHU3MOB, o0aiarommx
MYJbTUPE3UCTEHTHOCTBIO K  JIPYIrMM  aHTUOMOTHMKAaM,  HampuMmep,  MNEHUIMIUTMHAM,
nedanocnopunaM (B tom uwcne Il mokoneHws)) W aMHUHOTJIMKO3HWAaM, YyBCTBHTEIBHBI K
JpTareHEMY.

AHaspobHble MUKDOOP2AHUIMDbL!

Mukpoopranusmsl pona Fusobacterium

Omnpenensiemple 3HaueHuss MIIK 1momkHBI OBITH WHTEPIPETHPOBAHBI B COOTBETCTBUU C
KpUTEpUSIMHU, yKazaHHbIMU B Tabmure 3.
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Tabmua 3.
Kputepun 9yBCTBUTEIHHOCTH AJIS DpTarieHeMa

Meton passenenust (MIIK B | luckoaudy3noHHBIN METO

MKT/MJT) (ImameTp 30HBI B MM)
Mukpooprasusmsl UysctBur. | Ymep. | Pesucr. | UysctBut. | YM™mep. | Pesucr.
AdpoObI U (akyIbTaTUBHBIE 2 4 >8 >19 16-18 <15
aHa’POOBHI, Kpome
Streptococcus spp. u
Haemophilus spp.
Streptococcus ~ pneumoniae <1¢ 2 >4 - - -
(ToNBKO MEeHUIMILINH-
9yBCTBUTEIIbHBIC, non-
meningitis mTamMmsbI)°
Streptococcus spp. (TOIBKO <1¢ - - - - -
6era-remonuTHYecKre)™d
Haemophilus spp.* <0,5¢ - - >19f - -
AHa3p0o0bI <4# 8 >16 - - -

2 OTcyTCTBUE B HACTOSIIEE BPEMsl IAHHBIX O PE3UCTEHTHBIX IITAMMAX HE JIA€T BO3MOYKHOCTH OTIPEJICIIUTh
JI00YI0 KaTeropui0 MHa4Ye Kak «4yBCTBUTENIbHYIO». Ecnmm mo maHHbIM uccnenoBanus MIIK imrammbl
OXapaKTepU30BaHbl HE KaK YYyBCTBHTEJbHBIC, OHU JIOJKHBI OBITh OTIPABJICHBI B Ja0OpaTOPUIO IS
JaJbHEHIIEero UCCIIeIOBaHUSL.

b Streptococcus pneumoniae, 4yBCTBUTENBHbIE K NEHUILUIMHY (MaMeTpP 30HbI | MKI OKCAIMJUIAHOBOTO
qucka >2(0 MM), MOTYT CUMTAThCS YyBCTBUTEIEHBIMH K 3pTaneHeMy. M30as9Thl ¢ TuaMeTpoM 30HbI 1 MKT
OKCAITMJUTMHOBOTO JUCKA <19 MM JOJDKHBI TECTUPOBATHCS HA YYBCTBUTEIBHOCTh K 3PTAICHEMY METOIOM
onpenenenus MIIK.

¢ M3omarel Streptococcus pneumoniae, dyBcTBUTeNbHBIe K neHumuumHy (MIIK <0,06 mxr/mm), u
Streptococcus spp. (kpome S. pneumoniae), 9yBcTBUTENbHBIE K TeHUIMITHHY (MIIK <0,12 Mxr/min), MOryT
CUMTAThCS YYBCTBUTCIBHBIMH K OJpTancHeMy. TecTUpOBaHHE H30JSTOB C  IPOMEKYTOYHOUH
YYBCTBUTEIBPHOCTHIO K MEHUIWIIIHHY WIN ICHUIMIINH-PE3UCTCHTHBIX U30JIATOB Ha YyBCTBUTEIBHOCTH K
dpTaricHeMy HE PEKOMEHIYeTCs, TOCKOJBbKY HAJCKHBIC KPUTEPUW WHTEPIPETAlMH JUIsl 3pTareHeMa
OTCYTCTBYIOT.

4 Bera-remonurndeckue Streptococcus Spp., 9yBCTBUTEIBHBIE K IEHUIMUIMHY (1uameTp 30H6l 10 EJT
NCHUITWUTHHOBOTO JIUCKa >24 MM) MOTYT CUHTAThCSl UYBCTBHUTEIBHBIMH K 3pTarneHemy. M30isThl C
nuametpom 30HEI 10 EJ] meHMImmmnHOBOTO nrcka <24 MM JIOJDKHBI TECTHPOBATLCS HA YYBCTBUTEIHLHOCTD

K oapraneHeMy MetojgoM onpeneneHuss MIIK. Kputepun wuHTEepnperanii NEHULWIIAHOBOTO
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nuckonu(Hy3nOHHOTO METO/1a He MPUMEHHUMBI JIs (TpCHTOK&%gr-ILngTI;IE%}%%%%LE %&'ﬁehyﬂ

TECTHPOBATh B OTHOLICHUH dpTalleHeMa.

¢ 3TH cTaHAAPTHl HHTEPIPETAUU IPUMEHUMBI K MPOLEeype MUKPOAUIIONNHN OyJIbOHA C UCIIOJIb30BAHUEM
cpeasl Haemophilus Test Medium (HTM), nHOKYIMpOBaHHOI CyCIIeH3UEH YUCTOM KOJOHUH ¢ WHKYyOanuei
Ha Bo3ayxe npu temnepatype 35 °C B reuenne 20—24 yacos.

! Dru mMaMeTphl 30H NIPUMEHNMBI K TECTAaM C HCTIONIB30BAHUEM AUCKOMM(Py3HoHHOTO MeToa Ha HTM
arape, HHOKYJINPOBaHHOM CYCIIEH3UEH YHCTBIX KOJOHUH ¢ nHKyOauueit B 5% CO, npu 35 °C B TeyeHue
16—18 yacos.

¢ DTU cTaHmapThl MHTEpPHpETalrdy MPUMEHHMBI TOJBKO K JWIIOLNMH arapa C HCIOJb30BaHUEM arapa
Brucella ¢ mo6aBnennem remuna, ButamuHa Kl u 5% neduOprHUPOBAHHOW WM TEMOJIU3UPOBAHHON
KpOBHU 0apaHa, HHOKYJIMPOBAHHOTO CYCIICH3UEH YUCTOW KOJIOHUH, WIH 6—24 9acoBOM CBEKEH KyIbType B
000TaIeHHON THOTJIMKOJIATOM Cpe/ie IPYU HHKYOAllMy B aHA3POOHOM KOHTEHHepe Wiiu Kamepe rmpu 35-37

°C B Teuyenne 4248 qacos.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus

OpramneHeMm, pactBopeHHBIH B 1% pacTBope nuaokamHa (6e3 »snuHe(pHHA), XOPOILIO
abcopbupyercs mociie B/M BBeAeHHs B pekoMeHaoBaHHOW no3e 1000 mr. buomocTtymHOCTB
coctapisier npubauszutenbHo 92%. Ilocne B/M BBemenuss 1000 Mr B JeHb MakcUMasbHas
KoHIIeHTpanus B 1mia3Me (Cmax) TOoCTUTACTCS MpUOIM3UTENBHO Yepe3 2 yaca (Tmax).

Pacnpenenenue

OprarneHeM B 3HAYUTEIHHON CTENEHH CBS3BIBACTCS ¢ OeJIKaMH IJIa3Mbl KPOBU YeJIOBEKa (CBSI3b
spraneHeMa ¢ OelKaMu YMEHbBIIAETCs 0 MEePE MOBBILIEHHUS €0 KOHIIEHTPAIMH B IJIa3Me KPOBU
npuMepHo ¢ 95% npu KoHLIEHTpaluu B Tuiazme KpoBu <100 Mxr/mi 10 85% mpu KOHLIEHTpaLUu
B TU1a3Me KpoBU 0K0s10 300 MKr/mi).

Cpennue KOHLEHTpaluu (MKI/MI) B IUIa3Me KPOBH JpTareHema Iociie oJHOKpaTHOH 30-
MUHYTHOW B/B mHQY3uu 10361 1000 mr wim 2000 Mr u B/M BBeneHusi pazoBoi 10361 1000 mr
3I0POBBIM JTOOPOBOJIBIIAM TIpeicTaBieHbl B Tabnuiie 4.

Tabauua 4.

KonnenTpanus spraneHema B 1jia3Me y B3pOCibIX MOCJIE BBEICHUS Pa30BON 1036l

JHoza — Cpennure KOHIIEHTpAIMU B T1a3Me (MKT/MIT)
Crioco6

BBCJICHUS

0,549 1ug 24 44 64 84 1249 18 24 4
1000 mr — B/B* 155 115 83 48 31 20 9 3 1
1000 mr — B/M 33 53 67 57 40 27 13 4 2
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2000 mr —/e* | 283 | 202 | 145 | §6 | 58367 r6 TS B IS

* B/B MH(] Y3 MPOBOAMIIACH ITPH MTOCTOSIHHOM CKOpOCTH B TeueHue 30 MUHYT.

[Tnomane moa hapMakOKHHETHYECKONH KPUBOW «KOHIICHTPALMSI-BPEMs» dpTarnieHeMa B TUIa3Me
kpoBH (AUC) y B3poCibIX NALMEHTOB YBEIMUMBAETCS MOYTH MPSIMO IMPONOPLUUOHAIBHO J103€ B
nuanaszone 103 oT 500 mr mo 2000 mr.

Kymymsiiuun  spraneHemMa y B3pOCTBIX TAIMEHTOB IOCJE MHOTOKPAaTHOTO B/B BBEICHUS B
muanaszone 103 or 500 mr mo 2000 mMr B meHpr wid B/M BBemeHusa mo 1000 Mr B 1eHb HeE
Ha0JII01aeTC.

Cpennrie KOHIIEHTpanuu (MKI/MIT) B TUIa3Me dpTalieHeMa y JeTe npeacraBieHsl B Tabmure 5.

Tabmuma 5.

Konnenrpauus spraneHema B Iia3Me y JeTei ociie BHYTPUBEHHOTO BBEICHUS Pa30BOil 03b1*
Bospact/no3a CpenHrie KOHIIEHTPALIUU B TUTa3Me (MKT/MIT)

0,549 19 24 4q 64 81 1249 24 4
3-23 Mmecsana
(15 mr/kr)** 103,8 57,3 43,6 23,7 13,5 8,2 2,5 -
(20 mr/kr)** 126,8 87,6 58,7 28,4 - 12,0 3.4 0,4
(40 mr/Kkr)*** 199,1 144,1 95,7 58,0 - 20,2 7,7 0,6
2-12 ner
(15 mr/kr)** 113,2 63,9 42,1 21,9 12,8 7,6 3,0 -
(20 mr/kr)** 147,6 97,6 63,2 34,5 - 12,3 4,9 0,5
(40 mr/Kkr)*** 241,7 152,7 96,3 55,6 - 18,8 7,2 0,6
13-17
(20 mr/kr)** 170,4 98,3 67,8 40,4 - 16,0 7,0 1,1
(1000 mr) 155,9 110,9 74,8 - 24,0 - 6,2 -
(40 mr/Kkr)*** 255,0 188,7 127,9 76,2 - 31,0 15,3 2,1
* - B/B uH(Y3U IPOBOIMIACE TIPU TTOCTOSHHON CKOPOCTH B TeueHue 30 MUHYT.
** - mo MmakcumanbHOU 10361 1000 Mr/cyTKH.
*E* - no makcumanbHOM 10361 2000 Mr/CyTKH.

O0beM pacrpesieNieHrs dpTalleHeMa Yy B3pOCTbIX MarueHToB — okoio 8 nutpos (0,11 m/kr), y
neTeit B Bozpacte oT 3 mecsies a0 13 ner — 0,2 i/kr u okono 0,16 n/kr y nereit B Bozpacre 13-
17 ner.

Konnentpanus spraneHemMa B IpyJHOM MOJIOKE y MATH KOPMSAILIUX >KEHIIUH, OnpeiesseMas

CXKCIHCBHO B CJIy‘-IElﬁHBIX BPCMCHHLIX TOYKax IIOCJICAOBATCIBHO B TCYUCHUC 5 ,Z[HGI\/'I II0CJIC
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MOCJIEAHETO0 BHYTPUBEHHOTO BBeaeHHs 10361 1000 mr, &Q&&Eﬂ%ﬁgﬁm%gﬂﬁjﬁ%%m

(uepe3 5-14 npmeit mocne pomoB) <0,38 mkr/mi. K 5-My aHIO mocnie mpekpauieHus JIe4eHUs
KOHIIGHTpALUs dpTarieHeMa y 4 jKeHIIMH ObUIa HUXKe Ipenena oOHapyXeHus, a y | jKeHIIHUHBI
0OHapYXMBAIKCH ClieIoBbIe KommuecTBa (<0,13 MKr/min).

DpranieHeM He TOJABJISICT TPAHCIOPT JUTOKCHMHA ¥ BHHOJIACTWHA, OIOCPEIOBaHHBIA P-
TJIMKOIPOTENHOM, M CaM HE SIBJISIETCSl CyOCTpaToOM 3TOro TpaHcmopTa (cM. paszaen 4.5).

Buorpancdopmarus

[Tocne B/B uady3un 1000 Mr 3pTaneHeMa ¢ H30TOMHON METKON MCTOYHUKOM PaJMOAKTUBHOCTH B
mwiasmMe sBisiercs B OCHOBHOM (94%) ospramenem. OcHOBHOW MeTaboNMT 3pTrareHemMa
npencTaBisier co00il MPOW3BOAHOE C HE3aMKHYTHIM KOJBIIOM, oOpa3yrolieecs MpHU THAPOIU3E
0OeTa-JIaKTaMHOTO KOJIBIIA.

HccnenoBanus in vitro MUKpOCOM IIEUYEHHU YEIOBEKa MMOKA3bIBAIOT, YTO 3pTAlleHEM HE HHTHOUpYeT
MeTaboJIM3M, OTTOCPETOBAHHBIN MIECTHI0O OCHOBHBIMU H30(hepMenTamu nuroxpoma P450 (CYP) —
1A2, 2C9, 2C19, 2D6, 2El u 3A4 (cMm. paznen 4.5).

DJIMMUHAIMS

OpTaneHeM BbIBOJUTCS INIaBHBIM 00pa3oM mouykaMu. CpeqHee BpeMsl MOJTyBBIBEICHUS B IJIa3Me
KPOBH Yy 3JI0POBBIX MOJIOJIBIX TOOPOBOJIBIEB U JeTell B Bo3pacte 13-17 net cocrasisier okoso 4
4acoB, y JIeTeil B Bo3pacte oT 3 mecaues A0 13 net — okouo 2,5 yacos. [Tocne /B BBenenus 1000
MT dpTareHeMa ¢ U30TOMMHON METKOW 3JOPOBBIM MOJIOIBIM JT0OpoBoJbIIaM okosio 80% mpenapara
BBIBOAUTCS Ioukamu, a 10% — uvepe3 kumeunuk. M3 80% spranenema, onpeaenseMoro B Moue,
okouio 38% BeIIETAETCSA B BUAC HECM3MEHEHHOTO Mperapara, a okoJio 37% - B Bujie MeTadoImTa ¢
HE3aMKHYTBIM [-JTAKTAMHBIM KOJIBI[OM.

VY 310pOBBIX MOJIOJIBIX JOOPOBOJIBIEB, MOTYYUBIINX B/B 103y 1000 Mr, cpenHss KOHLEHTpAIHs
spTanieHeMa B Moue B TeueHue (-2 4acoB mocie BBEACHHS dTOW 03Bl MpeBbIacT 984 Mkr/mi, a
B TeueHue 12-24 gacoB mociie BBEICHHS 3TOW JJO3bI MPEBHIIIACT 52 MKI/MJI.

Oco0ble rpynmbl NaIMEHTOB

Ilon

KOHI.[CHTpaHI/ISI SpTarcHEMa B IJ1a3ME Yy MYKYUH U X XCHIIWH COIIOCTaBUMaA.

JInIta moKMJIoro Bo3pacra

KonnenTpanus spranenema B miasme mocie B/B BBeaeHus 10361 1000 mr 1 2000 Mr y MOXKHIIBIX
HaIMeHToB (=65 yer) HeMHOro BhItIe (Mpuoau3nuTensHO Ha 39% u 22% COOTBETCTBEHHO), YEM Y
6osee MostoAbIX (<65 neT). Koppekumu 10361 A1 MTOKIIIBIX MAIlMEHTOB HE TPeOyeTCs.

IleueHOYHAS HEAOCTATOYHOCTD

dapMaKOKMHETHKA PTAIIEHEMA Y NTALIMEHTOB € IICYEHOYHOW HEIOCTAaTOYHOCTBIO HE U3ydanacsk. B
CBSI3U C HEOOJIBIION MHTEHCUBHOCTHIO METa0O0IM3Ma IpenapaTa B EYeHH MOXHO 0XXHUJATh, YTO
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HapymieHne ee QyHKIMH HE JOJDKHO BIUATH HA ¢apﬁﬂéggnléﬂ&§%'%£%ﬁ%TRgﬁf;&hnn

pexuMa T03UPOBAHMSA Y MAIIMEHTOB ¢ IEYEHOYHON HEJOCTATOYHOCTHIO HE TpedyeTcs.

IloyeyHas HEAOCTATOUYHOCTD

[Tocne omunokpatHoro B/B BBeaeHus 1000 mr spranmenema AUC y manmueHTOB ¢ MOYEHYHOU
HeJIOCTaTOYHOCTBIO JIeTKOM cTemenu (kmupeHc kpeatunuHa Cle 60-90 mn/mun/1,73 M°) He
OTJIMYAETCS OT TAKOBOH Y 3710pOBBIX I0OPOBOJIBIIEB (B Bo3pacTe OT 25 10 82 jer).
YV namMeHToB ¢ yMepeHHOi# moueuHoif HemoctatounocThio (Cler 31-59 mn/mun/1,73 m?) AUC
yBeJIMYEHa NMPUOIU3UTENHHO B 1,5 pas3a o cpaBHEHHUIO CO 3J0POBBIMU 10OPOBOJIBIIAMH.
VY manueHToB C TsoKenou modeuHod HenocTtarodHocThio (Cler 5-30 mur/mun/1,73 Mz) AUC
yBEJIMYEHA MPUOIM3UTENHHO B 2,6 pa3a Mo CpaBHEHUIO CO 3J0POBBIMU JTOOPOBOIBIIAMH.
Y ManueHToB ¢ TepMUHAIBLHOMN cTajuel noyeunoi HenocratounoctH (Cle mi/mun/1,73 M?) AUC
yBeJIMYEHa MPUOIU3UTENHHO B 2,9 pas3a 1o CpaBHEHHUIO CO 3J0POBBIMU 10OPOBOJIBLIAMH.
[Toce ogHOKpaTHOTO B/B BBEEeHUsI pa3oBoi 10361 1000 Mr spTaneHemMa HeOCPEACTBEHHO TIEpeT
ceaHcoM remoauanusa okosio 30% BBEIEHHOMN 4036l ONPEAEIAETCS B TUAIU3ATE.
JlaHHBIE O NPUMEHEHMM IIpernapara y ACTeM C IOYE€YHOM HEAOCTaTOYHOCTBK) OTCYTCTBYIOT.
[TanmeHTamM ¢ TSOKENOM M TEPMUHAIBHOW IMOYEYHOM HEIOCTATOYHOCTBIO PEKOMEHIYETCS
MIPOBOJIUTH KOPPEKIIUIO PeKUMa JO3UpOoBaHUs (CM. pazaen 4.2).

eTu
[Tocne BHyTpuBeHHOTO BBeieHUs Mpemnapara B go3e 1000 Mr/cyT KOHIIEHTpaIUs >pTarneHemMa B
mJ1a3Me KpoBH y aereid 13-17 net u B3pocCibIX MalMEeHTOB COMTOCTaBUMA.
[Tocne HazHaveHus mpernapata B n03e¢ 20 Mr/kr (10 makcuMmanbHOU A03b1 1000 Mr) 3HadeHUs
(hapMaKOKMHETHUECKUX MTapaMeTPOB Yy MAIUEHTOB B Bo3pacte 13-17 neT B 1ienom ObUTH CpaBHUMBI
C TAaKOBBIMHM Y 3JI0OPOBBIX MOJIOJBIX A00poBoibLeB. Tpoe u3 mectu mamueHtoB 13-17 ner
nonydasin 103y Menee 1000 wmr. [l omeHkw ¢dapMaKOKMHETHYECKUX KPUTEPHUEB Y BCEX
NAIMEHTOB JaHHOW IPYIIIbI OJyYE€HHBIE TOKa3aTeau ObUIM PACCUMTaHBI C YUETOM TOTO, YTO BCE
NalUeHTsl nosiydanu npo3y npenapara 1000 mr, ¢ nomynieHHMEM JIMHEHHOM 3aBUCHUMOCTH.
Pe3ynbTaThl cpaBHEHUS MMOKA3bIBAIOT, YTO (papMaKOKHMHETHYECKUH Mpomiib y nanuenTos 13-17
JeT, moJydaBmux spTtaneHeM B go3e 1000 mr/cyTt, ObUI COMOCTaBUM C TAKOBBIM Y B3POCIBIX
nanuenToB. CooTHomeHus (manueHTsl 13-17 net / B3pocnbie nanueHTtsl) st 3HaueHnii AUC,
KOHIIEHTPAllMd B KOHIIE BBEJACHHUS WHQPY3WH H KOHIICHTpPAlMM B CEPEAMHE WHTEpBala
no3upoBanus coctaBuiu 0,99, 1,20 u 0,84 cOOTBETCTBEHHO.
Konnentpanuu B mia3Me KpOBH B CepelMHE HHTEpBala IO3MPOBAHUS IOCIE OJHOKPATHOTO
BHYTPUBEHHOTO BBEJICHUS dpTarieHeMa B 103€ 15 MI/KT y MalueHTOB B BO3PACTe OT 3 MECSIEB 10
13 ner cpaBHUMBI C JAHHBIMU KOHLIEHTpPALMSAMH B CEpEeMHE MHTEpBaia JO3UPOBAHMS IOCIIE
BHYTPHUBEHHOTO BBECHHMSI Ipemnapara B 03¢ I/CyT y B3pocibiX. KimpeHce sprarneneMa u3 mia3msl
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KpoBHU (MJI/MHH/KT) Yy TMAIlAEHTOB B Bo3pacte o1 3 Mecmirggr 1%%6&5%@6?&%5&%%‘% B2

pa3a Gosblile B CpaBHEHUH C TaKOBBIM Y B3pOCIHBIX MAalMeHToB. [Ipu BBeaeHUU 10361 15 Mr/kr
3Hayenns AUC y manueHToB B Bo3pacTe OT 3 MecsieB 10 13 neT OblIi CpaBHUMBI C JaHHBIMU
3HAYEHUSIMU y MOJIOJIBIX 3J0POBBIX JOOPOBOJBLEB, IPUHUMABIINX APTAllEHEM BHYTPHUBEHHO B

no3e 1000 mr.

6. PAPMAIIEBTUYECKHUE CBONICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Hatpus runpokapOoHar

Harpus ruapokcun

6.2. HecoBMecTHMOCTL
He ucrnonp30BaTh pacTBOPHUTENH, COAECpPKAIIHE NEKCTPO3y (a-D-riroko3sy).
JIaHHBII JI€KApCTBEHHBIM IIperapar He CJIeAyeT CMEIIMBAThb C APYTMMH JIEKAPCTBEHHBIMU

IpenapaTamy, 3a HCKJIIOUEHUEM YIOMSIHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

HeBckpuiThlil ditakoH

2 rona.

XpaHeHue MPUTOTOBASHHOTO PacTBOPA

s enympueenrot unghyzuu

PactBop anst nH(Y3MA, TPUTOTOBJICHHBINA IyTeM HeMeaseHHoro pasBeaeHus B 0,9% pactBope
HATpUs XJIOpUAA Il UHBEKIUH (cM. pazzaein 6.6), MOKHO XpaHUTh MPU KOMHATHOW TEMIIepaType
(25 °C) u ucnonp30BaTh B TeUEHHUE 6 YaCOB WU XPAHUThH B TeUCHHE 24 4acOB B XOJOIMUIHHHUKE
(5 °C) m ucnosib30BaTh B TEYCHHUE 4 YACOB TIOCIIC U3BJICUCHUS U3 XOJOIUIbHUKA.

na enympumviueyHol uHveKyuu

PacTtBop a5 B/M UHBEKIUI 10JKEH ObITh MCIOJIb30BaH B TeueHue 1 yaca mocie npuroToBICHHUS.

PacTtBophI npenapara IpTaHEeK HEb3s 3aMOPaKUBATh.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE IpHU TeMIiiepaType He Boiie 25 °C.

VYcnoBust XpaHeHHs TIOCIe BOCCTAaHOBJICHUS JIGKAPCTBEHHOTO MIpenapara cM. B pasnene 6.3.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU
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ITo 1,0 T spranmerema Bo (hJIakOHBI U3 OECIIBETHOTO np@ﬁ%&%@%&iggmtﬂﬂ%};ﬁ%&koro

knacca | tuna (USP/Ph.Eur.), repMeTiuHO yKynopeHHbIE OpOMOYTHIIOBBIMU MPOOKAaMH, 00KaThIe
ATIOMUHHUEBBIMUA KOJIMAYKaMU C IPEIOXPAHUTEIBHBIMU IJJACTMACCOBBIMU KpBIILIEUKaMH THIIA
«flip-ofth.

Ha kaxnpiii (priakoH HaKJIEWBAIOT ATHUKETKY M3 OyMaru STUKETOYHOW WM THCYEH, WIH W3
MOJIMMEPHBIX MAaTEPUATIOB, CAMOKJIESIIIYIOCS.

ITo 1 ¢makony ¢ mpenapaToM BMECTE C JINCTKOM-BKJIAIBIIIEM TOMEUIAIOT B MMAYKy U3 KapTOHA JIS
NOTPEOUTENHCKOM Tapbl MOATPYII XPOMOBBIM HIIM XPOM-3p3all, WIH IAPYroro aHaJOTHYHOIrO
kayecTBa. [lauyky mOMEIaloT B TPYNIIOBYIO YIIaKOBKY.

Ilo 5 ¢nakoHOB ¢ mpemaparoM BMECTE€ C JUCTKOM-BKJIAJBIIIEM IMOMEHIAIOT B KOPOOKY ¢
neperopojiKkaMu 13 kaproHa. Ha KopoOKy HakjeMBarOT 3TUKETKY U3 OymMard 3THUKETOUYHOW WU
NUCYEH, WM U3 OJUMEPHBIX MaTepHalioB, caMokiesytocs. KopoOku u3 kapToHa MOMENaioT B
TPYNIOBYIO YIIaKOBKY.

ITo 25, 50 ¢rnakoHOB C TIpemapaToM BMECTE C COOTBETCTBYIOIIMM KOJIMYECTBOM JIMCTKOB-
BKJIQ/IBIIICH MOMENIaloT B KOPOOKY C MEperopojkaMu W3 KapToHa (mis cramuoHapoB). Ha
KOpPOOKY HakJeHBAIOT ATUKETKY W3 OyMaru 3TUKETOYHOW WM MUCYEH, UM U3 MOJMMEPHBIX
MaTepuaioB, camokiesirytocs. KopoOku U3 kapToHa MOMENIAloT B IPYIIIOBYIO YIAaKOBKY.

He Bce pa3meps! yrmakoBOK MOTYT OBITh JIOCTYITHBI JUIsl peaTu3aIii.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOXKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX [OcjJe TMpPUMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIAIMHU ¢ PenapaToM

He cmemmuBaTh 1 He BBOAUTH € IPYTUMHU JIEKAPCTBEHHBIMH CPeACTBAMHU.

HNHCTPYKIINH IO IPUTOTOBICHHUIO PACTBOPOB

llayuenmul 6 6ospacme 13 nem u cmapuie

Ilpucomosnenue pacmsopa ons BHYMPUBCHHOU unabvs’uu

[Tepen BBemeHueM mpemnapar DpTaHeK HEOOXOUMO PACTBOPHTH, a 3aTEM Pa3BECTH.

1. PactBopute comepkumoe 1000 mr ¢akoHa mpemnapata DpTaHeK myTeM aoOaBiaeHus 10 mi
OJHOTO U3 CJIEAYIOIINX PAaCTBOPUTENICH: BoAa sl UHBEKIUH, 0,9% pacTBOp HATpUs XJI0pUIa IS
WHBEKIUHN WM OaKTEpUOCTaTUYECKasl BOJIA JJII MHBEKIIUH.

2. XopoIIo BCTPSXHUTE (PIIAKOH 0 TOJTHOTO PACTBOPEHUS MpermapaTa M cpasy e J00aBbTe
pactBop u3 (akona B noarorosieHHse 50 mi 0,9% pacTtBopa HaTpus Xjaopuaa s HHGY3Uil.

3. Undy3usa nomwkHa OBITH BBITIOJIHEHA B TEYCHHE 6 YaCOB IOCIE PACTBOPEHHUs Mpermapara
OpTaHexk.

Ilpucomosnenue pacmsopa o0 BHYMPUMBLUUECHHOU UHBEKYUU
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[Tepen BBeneHueM mpenapaT IpTaHeK HEOOXOTHMMO paCT’ﬂggﬁr}E.E"]': BATENBEHOCTE 0004)

1. PacTBopuTe conepxxkumoe (rakona, cogepxariero 1000 mr npenapara Dpranek, B 3,2 mi 1%
win 2% pacTBopa JHUJOKanHa s MHbEKIHH (6e3 sanuHedpuHa). Xopouo BCTPsXHUTE (PrakoH
JUI PACTBOPEHUS COAEPKUMOTO.

2. Cpa3sy ke HaOepuTe B LIIPHULL COAEPKUMOE (PITAKOHA U BBEIUTE €r0 IIIyOOKO BHYTPUMBIIIEUYHO
B KPYITHBIA MBIIICYHBI MacCHB (HalpUMeEp, B STOJUYHBIC MBIl WIH JIATEPAbHBIE MBIIIIIBI
oenpa).

3. IIpurotoBieHHbIN pacTBOP A7 B/M BBEACHHUS JOJDKEH OBITh UCIIOJIb30BaH B TEUEHHE Yaca 1ociie
IPUTOTOBIICHMUS.

IIlpumeuaHnue: TPUTOTOBICHHBIN PACTBOP I B/M UHBEKIMIA HE TOJKEH UCIOIb30BATHCS IS B/B
UHY3UH.

Jlemu 6 6o3pacme om 3 mecsyes 0o 13 nem

Ilpuzomosnenue pacmsopa ons BHYMPUBEHHOLL unqbwuu

[Tepen BBenmeHueM mpemnapar DpTaHeK HEOOXOUMO PACTBOPHTH, a 3aTEM Pa3BECTH.

1. PactBopute comepxxumoe 1000 mr ¢dnakona mpemnapara DpTaHek mytem jaobasienus 10 mi
OJHOTO U3 CJIEAYIOIIMX PAaCTBOPUTENICH: BoAa AJisl UHBEKIUH, 0,9% pacTBOp HATpUs XJIOpUIa IS
UHBEKIUHN WM OaKTepruocTaTuyecKas Bojia A HHBEKLIUH.

2. Xopo1io BCTpAXHUTE (IIAKOH JI0 TOJIHOTO PACTBOPEHHMSI IIPeTiapara u cpasy ke Habepure 0obeM
pacTBopa, SKBUBAJICHTHBIN 15 MI/kr Beca (HO He Ooiee 1 T B cyTkn) u pazbasbte B 0,9% pactBope
HaTpHs XJIopuaa Juisi HHPY3ui 10 KoHIeHTpauu 20 Mr/MJi1 Uil MEHee.

3. Undy3usa nomwkHa OBITH BBITIOJIHEHA B TEYCHHE 6 YaCOB IOCIE PACTBOPEHHUs Mpemapara
DpTaHex.

Ilpucomosnenue pacmsopa o BHYMPUMBLUUECHHOU UHDEKYUU

[lepen BBeneHMEM mpenapaT IpTaHEK HEOOXOAUMO PACTBOPHUTH.

1. PactBopuTe conepxkumoe ¢uakona, coaepxamiero 1000 mr npenapara Opranek, B 3,2 M 1%
win 2% pacTBopa TUAOKanHA sl MHbeKIui (06e3 smuHedprHa). XOpoIIo BCTPSIXHUTE (IaKoH
JUTSL PACTBOPEHUS COACPIKUMOTO.

2. Cpasy xe orbepute 00beM, SKBUBaJIEHTHBIN 15 Mr/kr Tena (Ho He 6osee 1000 MT B CyTKH) U
BBEJIUTE €ro rI1y00KO BHYTPUMBIILIEYHO B KPYITHBII MBIIIEYHBINA MACCUB (HAIIpUMED, B ATOTUYHbBIE
MBIIIIIBI WU JIATEPATbHBIC MBIIIIEI Oepa).

3. [IpuroToBneHHBIA pacTBOpP IJIs B/M BBEICHUS JOJKEH OBITh MCIONB30BaH B TeueHHe | daca
MoCJie MPUTOTOBJICHHUS.

IIpumeyanue: TpUrOTOBICHHBIA PACTBOP JJIs1 B/M MHBEKIUI HE TOJKEH UCIOIb30BaThHCS IS B/B

UHY3UH.
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MOJABEPraTh BU3YAIbHOMY OCMOTPY JUISl BBISIBJICHUS B3BEILICHHBIX YaCTUIl WJIA HU3MEHEHUU
okpacku. [[BeT pacTBOpoB npenapara DpTaHek BapbUPYETCsi OT OECIBETHOTO 10 OJIETHO-KEITOTO
(M3MeHeHHeE 1BEeTa B ATUX MpeJieax He BIUAET Ha aKTHBHOCTH Mperapara).

Yrrimzanus

Bech ocraBimniics jekapCTBEHHBIN MpenapaT U OTXO/bI CIEAYET YHUUTOXKUTh B COOTBETCTBUU C

YCTAaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOJATCIILCTBOM Tp€6OBaHI/I}IMI/I.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

AO «®apmacuHTE3»

664007, Upkytckas o6i., r. UpkyTck, yia. KpacnorBapaeiickas, a. 23, opuc 3
Ten.: +7 (3952) 550-355

Anpec 31ekTpoHHOM mouThl: info@pharmasyntez.com

7.1. [IpencraBuTeib AepKaTessi PErHCTPAMOHHOIO YA0CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aPECY:

Poccuiickas @edepayus

AO «®apmacuHTE3»

Anpec: 664040, r. Upkytck, yu. P. JlrokcemOypr, 1. 184
Ten.: +7-800-100-1550

Anpec 3nekTpoHHOM mouThl: info@pharmasyntez.com

Pecnybnuxa benapyco

TOO «Adalan»

Anpec: 220131, r. Munck, yn. 'amapuuka 30/395
Mo6. ten. (24 vaca): +37529-55-12-510

Anpec 35eKTpoHHOM ouThl: pv(@adalan.kz

Pecnybnuka Kazaxcman

TOO «Adalan»

Anpec: 050057, r. Anmatsl, yi. TumupsizeBa, 42, nas. 23, od. 202
Ten: +7 (727) 269-54-59, +7 (727) 269-54-18

Mo06. ten. (24 gaca): +7 (701) 217-24-57

Anpec anekTpoHHOU ouThl: pv(@adalan.kz; b.satova@adalan.kz
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8. HOMEP PEIT'UCTPAIIMOHHOI'O YOCTOBEPEHMUS

9. IATA NMEPBUYHOW PETMCTPAIIMUA (ITIOATBEPXKJIEHUSI PETMCTPAILIMU,
INEPEPETUCTPALINN)

JlaTa niepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmrast XapakTepHCTUKa JIEKAPCTBEHHOTO Iperapara JDpTaHeK JOCTYyNHA Ha MH()OPMAIMOHHOM
noptane EBpazuiickoro 3KOHOMHYECKOT0 COI03a B MH(OPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«uaTepreT» https://eec.eaeunion.org.
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