COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.08.2024 N= 13009

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOT'G HPEHAPATA EHUCTE 0007]

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

[edTpuakcoH, 2 r, MIOPOLIOK IS IPUTOTOBIEHUS pacTBOpa AJisd HHDY3UH.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB
LledTpuakcoH, 2 T, HOPOIIOK JJIsl IPUTOTOBJICHUS PACTBOPA Uil HHPY3UH.

Kaxnprit  dnakon coumepxkur 2 T 1nedrpuakcoHa (B Buae InedTpuakcoHa HaTpUs
FeMUTCIITATHIPATA).

BemecTBa, Halm4yre KOTOPBIX CIIEAyeT YYHTHIBATH B COCTaBE JICKAPCTBEHHOIO Iperapara:
HaTpuil (cM. pasnen 4.4).

3. JEKAPCTBEHHAS ®OPMA
[Topo1iok A1 MPUTrOTOBIEHUS pacTBOpa A HHDY3UH.

[Toporok 6emoro win 6e7I0ro ¢ KEITOBATHIM OTTEHKOM I[BETA.

4. KINMHUYECKUE JAHHBIE
4.1. lloka3zanusi K NPpUMEHEHUI0

[Tpemapar LledTprakcon moka3zaH K MPUMEHEHHIO Y B3POCIIBIX | JIeTelt B Bo3pacte oT 0 JeT, B
TOM 4HCIIE JIOHOUICHHBIX HOBOPOXKICHHBIX, HJS JICUeHUsS OaKTepUalbHBIX WH(OEKIHH,
BBI3BaHHBIX YYBCTBUTEIHHBIMU K e TPHAKCOHY BO3OYIUTEIISIMHU:

- CEeTICHUC;
- MEHUHTHUT;
- nuccemuHupoBaHHast 6onesns Jlaitma (Il u 11l ctanuu 3a6oneBanus);

- MH(QEKIUY OpraHOB OPIOIIHOM MOJIOCTH (NMEPUTOHUT, MH(MEKIHUU KEIYHBIX IyTeH u
JKEITyJ0YHO-KUILIEYHOT O TPAKTa);

- UHQEKIMU KOCTEe! U CyCTaBOB;

- MH(pEKINN KOXKHU U MATKUX TKaHeH, a Takke paHeBble MHPEKIINN;

- UHQEKIMH y TAIMEHTOB ¢ 0CIa0JIeHHBIM UMMYHHUTETOM;

- MH()EKINY TOYEK U MOYEBBIBOJIAIIUX ITyTEH;

- MH(pEKINU JbIXaTeIbHbIX MyTel, 0cOOeHHO MHEBMOHUS, U nHpekuu JIOP-opranos;
- UHQEKIMH MTOJIOBBIX OPTaHOB;

[TepuonepannonHas NpoQUIaKTUKa pa3BUTHUS HHOEKIIHH.

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NPUMEHEHUA

Pexum go3upoBaHus

CmarnoapmHuulii pexcum 003uposaHus

Bspocnwvie u oemu cmapwe 12 nem ¢ maccou mena >50 k2




COOTBETCTBYET 3KCTMEPTHC
ot 28.08.2024 Ne 180

[To 1-2 r oguH pa3 B cyTku (Kaxnsle 24 yaca). B Tﬂ)ﬂé}fg&lgylr';é(‘ Eglﬂhbk;hﬂ_(ﬁbiéﬂﬂh,

WY OTUYETY
MY OTUET:

BO30YIUTENIN KOTOPBIX 00JaJal0T JIMIIL YMEPEHHON UYyBCTBUTEIBHOCTHIO K IEe(TPHAKCOHY,
CYTOYHYIO 03y MOXHO YBEJIMYUBATH JI0 4 T.

[1poaoIHKUTENBHOCTD JICUCHHS 3aBUCUT OT [TOKa3aHWi U TeueHus 3aboseBanus. Kak u Bcerna
IpY aHTUOMOTUKOTEPAIIHH, BBEJICHHE IeTpraKkcoHa CIeIyeT MPOJI0IDKATh MAIIMEHTaM eIle B
TeYeHUEe MHUHUMYM 48-72 4acoB IOCIE HOpPMAaIU3AllMU TEMIIEPATypbl U IOITBEPIKICHUS
dpaauKaIuy BO3OyIUTENS.

OOBIYHO KypC JieueHHUs cocTaBisieT 4-14 nHeW; mpH OCIOKHEHHBIX HHQEKIHSIX MOXKET
notpeboBaThes OoJiee MPOJOHKUTEIIEHOE BBEJICHHE.

Kypc nedyenust npu uH(EKIMAX, BBI3BAaHHBIX StreptocoCCus pPyogenes, MOJDKEH COCTaBJIATh
He menee 10 quen.

Bonesuw Jlaiima

50 mr/kr (BbIcIIasi CyTouyHast J103a 2 T') B3pOCIBIM U JETSAM OJUH pa3 B CYTKH B TEUCHHE
14 nuen.

Ipogunaxmuxa nepuonepayuoHHvIx UHpeKyull

B 3aBucuMocTHM OT CTeNeHM WHQPEKIMOHHOTO pHCKa BBOIUTCA 1-2 T wnedrpuakcoHa
onHoKpaTHO 3a 30-90 MuHyT 1o Hayana onepauuu. [Ipu omepanusx Ha TOJICTOH U HPAMOI
KUIIKE XOpOILIO 3apeKOMEH/IOBaJ0 ce0si OIHOBPEMEHHOE (HO pa3/eNbHOE) BBEICHUE
nedTpuakcoHa U OJHOTO U3 S-HUTPOMMHUAA30JI0B, HAIIPUMEP, METPOHUAA3011a.

Oco0bIe I'pYIIIBI IMTAIIMCHTOB

THayuenmol ¢ HapywieHuem yHKyuU neveHu

Her HeoOXxoammocTu KOpPpEeKTUpOBaTh 03y Ipenapara neTpuakcoHa TMpU YCIOBUU
OTCYTCTBHUSI HAPYIICHUH (YHKIIUU MTOYEK.

HGI/!MEHmbl C HapyuieHuem qbyHKl/;l/ll/l nodiexk

Her Heo0XoaMMOCTH KOppeKTHpOBaTh J03y LEePTpUakcoHa MpPH YCIOBUU OTCYTCTBUS
HapymeHMid ¢yHkuuu nedeHu. CyTodHas 1o3a IeTpHakcoHa HE JOJDKHA MPEBBILATh 2 T
JUIIb B CJIydasx MOYEYHON HEJOCTATOYHOCTH C KJIIMPEHCOM KpeaTMHHHa MeHee 10 mi/MuH.
IledTpuakcoH He BBIBOAUTCS IMPH T'€MOJUAIN3E WU MEPUTOHEATBHOM JAMAIM3€, MO3TOMY
BBEJICHUE MAI[MEHTY JOIOJHUTEIBHON J03bl Le(QTPHAKCOHA IOCJIE€ OKOHYAHUS Juaiu3a He
TpebyeTcs.

VY mnauueHToOB, HAXOJAIMXCA HAa [Ualu3e, CyTOYHas J03a Le(TpHakcoHa He J0JDKHA
IIpeBbIIIATh 2 T.

Tlayuenmuol ¢ msoicenoii noueuHol u neYeHOYHoU HedoCMamo4HOCMbIO

[Tpu coderaHuM TsXKENOW MOYEUHOW M NMEYEHOUHOM HEJTOCTaTOYHOCTH CJeIyeT TIIATEeIbHO
Ha0JI0/1aTh 33 3PPEKTUBHOCTHIO M 0€30MaCHOCTHIO IPUMEHEHUSI ITpenapara.

HCZI/;MEHmbl NnoJHCUI020 8o3pacma

Koppekuuu 10361 1eTpuakcoHa y MaueHTOB >65 JeT MpH YCIOBUU OTCYTCTBHS TSKEJION
MOYEYHO! U MEYEHOYHOM HEe0CTaTOYHOCTH HE TpeOyeTcs.

eTn
Hosopooicoennvie, epyonvie oemu u demu maaoute 12 nem

[Ipy Ha3HaueHUW HEePTpUAKCOHA OAMH pa3 B CYTKH PEKOMEHAYETCS NPUIEPKUBATHCS
CIIENYIOLINX PEKUMOB TIO3UPOBAHUS:

- HOBOpoOXJeHHbIE (0 14 mHeil): 20-50 MI/Kr Macchl Tela OMH pa3 B CYTKU; CyTOYHAas
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71032 He JIOJDKHA MPEBBIIaTh 50 MI/KT Macchl Tejia; (NOCNEOCQBA 5 0001)

- HOBOPOXKICHHBIC, TPYAHBIC IETH U JIETH Miaamero Bo3pacta (¢ 15 muei mo 12 ner):
20-80 mr/Kr Macchl Tesa OJUH pa3 B CYTKH;

= JC€TAM C Maccoii Tena cBblre 50 Kr Ha3HAYaroT J03bI IS B3POCJIbIX.

HenoHomenHubM feTsM B Bo3pacte 10 41 Henenau BKIIOUUTENBHO (CyMMAapHO I'eCTalliOHHbBIN
U XPOHOJIOTHYECKU BO3pacT) MpUMEHEeHUe IeTpruaKkcoHa MPOTHUBOIIOKA3aHO.

LledTprakcoH MpOTUBOMOKA3aH HOBOPOXKIEHHBIM (<28 mHEl), KOTOPhIM YK€ Ha3HAYEHO WU
IPEINoNaraeTcss BHYTPUBEHHOE JIEUEHHE KaJbLMICOAEpKAIIMMU pPAacTBOPAMH, BKJIIOYas
IPOJIOJDKUTEIIBHBIC  KaJbIMiicoAepKaliue HWH(Y3UH, Hanpumep, NpU MapeHTEepaTbHOM
NUTAHUU M3-32 pUCKA OOpa30BaHMs MNPELMIIUTATOB KaJbLMEBBIX COJeH LedTpUaKkcoHa
(cm. paznen 4.3).

['pyaHbIM JETAM U JETSM B BO3pacTe 10 12 jieT BHYTpHBEHHBIE 1036l B 50 MI/KT WK BBIIIE
CJIeTyeT BBOJUTH BHYTPUBEHHO KalleJdbHO B TeueHue He MeHee 30 MuHyT. HOBOpOXKIEHHBIM
BHYTPUBEHHOE BBEJCHHE CJIEyeT MPOBOIUTh B TedeHHEe 60 MUHYT, YTOOBI CHH3UTH
MOTEHLMAIBHBIA PUCK Pa3BUTHA OMIIMPYOHMHOBOM dHIIeanonaTiu (cM. pasaensl 4.3 u 4.4).

Menuncum

Ilpu OakTepuaIbHOM MEHHMHTUTE y IPYIHBIX JCTCH W JeTel MIIAJAIIEro Bo3pacra JICUCHUE
HauuHAtOT ¢ 1036l 100 Mr/kr (HO HE Gojee 4 T) onuH pa3 B cyTtku. [locne maeHTHQUKANA
BO30yQHMTENSE ¥ ONPECICHUS €ro YyBCTBHTEIBHOCTH 03y MOXHO COOTBETCTBEHHO
yYMEHBIINTh. Haumydmime pe3yibTaTsl P MCHUHIOKOKKOBOM MEHHHTHUTE JOCTHUTAINCH [IPU
IPOJIOJDKUTEIBHOCTH JIeUeHus B 4 qHs, IpH MeHHUHTHTE, BhizBanHOoM Haemophilus influenzae
- 6 nHeit, Streptococcus pneumoniae - 7 aHel.

Cnoco0 IIPUMCHCHUA

BnytpusenHo.

[IpuroroBneHHsIil pacTBOp npenapata LledpTpuakcon ciemxyer BBOIUTH MyTeM BHYTPHUBEHHOU
nH(y3uu B TeueHue He MeHee 30 MUHYT.

['pyaHbIM JIETsIM U JeTSAM B Bo3pacTe 10 12 jeT BHYTpUBEHHBIE 103bl B 50 MI/KI MU BBILIE
clelyeT BBOAUTh BHYTPUBEHHO KaleJabHO B TeUeHHEe He MeHee 30 MUHYT.

HoBopo>xIeHHBIM BHYTPUBEHHOE BBEJCHUE CJelyeT MPOBOAUTH B TeueHHe 60 MUHYT, 4TOOBI
CHU3UTh MOTEHIMAJIbHBIN PUCK pa3BUTUS OUIMpPYyOHHOBOM 3HIIepanonaTuu (cM. paszaens! 4.3
u4.4).

[Ipy DpUrOTOBIEHUH PACTBOPOB ILEPTPUAKCOHA [UIsl BHYTPUBEHHOIO BBEACHMS U HX
MOCJIEAYIOLIETO PA3BEACHUS HENb3sl MCIOJIb30BaThb PACTBOPUTEIM, COACpXKAILIME KaJbLUH,
Takue Kak pactBop PuHrepa wmnm pactBop XapTmaHa, H3-3a BO3MOYKHOTO OOpa30BaHUSA
npeuunuratoB. OOpa3oBaHUE NPELUNUTATOB KalbLMEBBIX coJiel Le(pTpUaKCOHa MOXKET
NPOUCXOAUTh M TPU CMEUIEHUH IepTpUaKCOHA BHYTPUBEHHO U KaJbLUHCOJAEPKAIINX
pacTBOpPOB IPH HCIIOJIB30BAHMM OJHOTO BEHO3HOTO JocTyna. Henb3s uUCHOIb30BaTh
He(i)TpI/IaKCOH IJIs1 BHYTPHBCHHOT'O BBCIACHHA OAHOBPEMCHHO C K&HBHI/I?ICOJIGP)K&HII/IMH
pacTBOpaMH Uil BHYTPHUBEHHOTO BBEJEHHsS, B TOM 4YHCIE C JAIUTEIbHBIMH HHQY3USAMU
KAIBLIMMCOJAEPKAILMX ~ PAacCTBOPOB, HANpHUMEp, IpPH MAPEHTEPAIbHOM IUTAaHUHA C
UCIIOJIb30BaHUEM Y -KOHHEKTOpa (cM. pasnens! 4.3, 4.4 u 6.2). He noctynano cooOuieHuit o
B3aMMOJICHCTBHUY LIe(pTPHAKCOHA U IEPOPATIBHBIX KalbIMICOAepKAIIUX MTPENapaToB.

WHCTpyKIMs MO NPUTOTOBIIEHUIO PAacTBOpPA JIEKAPCTBEHHOIO Ipenapara Meper, BBEIECHUEM
IIpe/CTaBIICHA B pasnene 6.6.



COOTEBETCTEYET 3KI(
ot 28.08.2024 N= 11
(MOCNEOCBATENEHOCT

OMY OTUYETY
MY OTUET:

4.3. IIpoTHBONOKA3AHMS o 0001)

'Mnep4yBCTBUTEILHOCTh

['unepuayBCTBUTENBHOCTh K HE(TPUAKCOHY MM K JIIOOOMY W3 BCIIOMOTATEIBHBIX BEIIECTB,
MepEeUYUCIICHHBIX B pasjene 6.1.

['mnepuyBCTBUTENBHOCTS K 1I€(paTocopruHaM.

Tsokenple peakiuy TUNepYYBCTBUTEIBHOCTH (HampuMmep, aHaQUIaKTUYECKUE pEeakluu) K
OpyruM OeTa-JTaKTaMHBIM aHTHOMOTHKAM (NCHUIMIIMHBI, MOHOOAKTaMbl U KapOarieHeMbl) B
aHaMHe3e.

HenoHonieHHwle IeTH

HenonomenHusiM AeTsiM B Bo3pacte 10 41 Helenu BKIIOUUTENBHO (CyMMAapHO T'eCTallMOHHBIN
¥ XPOHOJIOTHYECKHUI BO3pACT) MPUMEHEHHE e TpUaKCOHa MPOTHBOIIOKA3aHO.

JloHOIIIEHHBIE HOBOPOXKACHHBIE (<28-THEBHOI'O BO3PAacTa)

o [umepOunmupyOMHEMHUs,  JKEATyXa  WIM  amuao3,  THINOATBOYMHUHEMHS Y
HOBOPOXIEHHBIX (HMcClemoBanus N Vitr0 mokazand, 9rto 1e()TPUAKCOH MOKET
BBITCCHATH OWIMPYOWH M3 CBSI3M C CHIBOPOTOYHBIM aTbOYMHUHOM, ITOBBIIIAS PHUCK
pa3BUTHA OMIIMPYOMHOBOH 3HIIE(ATONATUN Yy TAKUX MAIIIEHTOB).

e Buympueennoe 6gedenue Kanvbyuiicooepicawux pacmeopos. HOBOPOXKAEHHBIE
(<28 nHeit), KOTOPBIM YK€ Ha3HAYEHO WJIM IMPEANOJaraeTcsi BHyTPUBEHHOE JICUCHUE
KaJbLUICOIePKATIMHU pacTBOpamu, BKJIFOYAs IPOJIOKUTEIbHBIC
KajplIuiicoaepxamue uwH(Y3uu, HapuMep, MpH MapeHTEPaTbHOM NHTAHUH, H3-32
pucka 00pa3oBaHUs MPEIUITUTATOB KaJIbLUEBBIX COJel LedTprakcoHa (CM. pa3zesbl
42, 4.4, 45, 4.8, 6.2). Onucanbl OT/ACIbHBIC (aTalbHbIC CIydan O0Opa30BaHUS
NPEIHITUTATOB B JIETKMX M MOYKaX y HOBOPOXICHHBIX, MOJYYaBIIMX LEPTPHUAKCOH
BHYTPUBEHHO M KaJIbLIUICOAEp)KaNIMe pacTBOpPHL. [Ipu 3TOM B OTHENBHBIX CiTydasx
ObUT WCIONB30BaH OAWH BEHO3HBIA JIOCTYN, W 0Opa3oBaHHE MPELHUIUTATOB
HaOJIFI01a7I0Ch HETIOCPEICTBEHHO B CHUCTEME /ISl BHYTPUBEHHOTO BBEJICHUS, TaKXKe
ONHKCaH, KaKk MMHHUMYM, OJMH CIy4ail CO CMEpTEIbHBIM HCXOJOM NpU pa3IMYHBIX
BEHO3HBIX JOCTYIaX M B Pa3IMYHOE BpeMs BBEJCHHs Le()TPUAaKCOHA BHYTPUBEHHO U
Kajbluiiconepxkamux pactBopoB. IlogoOHBIE ciydan HaOMIOJAINCh TOJBKO Yy
HOBOPOXKICHHBIX (CM. paszen 4.8).

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

C 0CTOPO’KHOCTBIO

Herskenble peaknuyd THIIEPYYBCTBUTEIBHOCTH K JPYTUM [-TaKTaMHBIM aHTHOMOTHKAM
(MeHULIMJUTUHBI, MOHOOAKTaMBbl U KapOareHeMbl) B aHaMHE3e.

Oco0ble yKa3aHus

Peam;uu cunepudyscmeumelbHocmu

Kak u npu npumMeHeHHH Ipyrux OeTa-IaKTaMHBIX aHTHOMOTUKOB, OBUIH 3apEeTUCTPUPOBAHBI
TSOKETTBIC PEAKIIMU TUIIEPYYBCTBUTEILHOCTH, B TOM YHCJIE M CO CMEPTEIHHBIM HCXOAOM (CM.
nonpazaen «l[loctperucrparmonnoe HabOmoaeHue» pasnena 4.8). Ilpu pa3BuUTHH TsDKENON
peaKIMy THUIEPUYYBCTBUTEIBHOCTH TEpanuioo I1e(TPUAKCOHOM HEOOXOIUMO HEMEIJICHHO
OTMEHUTh M TPOBECTU COOTBETCTBYIOIIUE HEOTJIOXKHBIE NeueOHbIe Mepompustus. llepen
Ha4yaJIOM Tepanuu meGTpPUaKCOHOM HEO0OXOJUMO YCTaHOBUTH, HAOIMIOJAINCH JIM y MAIlHEHTa
pEaKuu TUNEPYYBCTBUTENBHOCTH K MedTpuakcoHy, medaaocnopuHaM WIH TKEIble
peaKkMy  TUNEPUYYBCTBUTEIBHOCTH K  JIPyrUM  Oe€Ta-TIaKTaMHBIM  aHTUOHMOTHKaM
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OCTOPOXKHOCTh TIPU NMPHMEHEHHH He()TPUAKCOHA Yy MAIMEHTOB C HETSIKEIBIMU PEAKIHSIMU
TUINEPYYBCTBUTEIBHOCTH K JPYrUM OeTa-TaKTaMHBIM ~aHTHOMOTHKAM (MIEHUIUJUTUHBL,
MOHOOAKTaMbl U KapOarieHeMbl) B aHAMHE3e.

[Tpu npumeHeHnH 1EeTPHUAKCOHA OTMEYAIMCH TSHKENbIC KOXKHBIC HEKeIaTelbHBIC PEaKIuu
(cuaapom CrtuBeHca-J[)kOHCOHA WM CUHApPOM Jlalemna/TOKCHYEeCKUH SIuIepMaTbHBIA
HEKPOJIM3) W JICKApPCTBEHHAs pEaKIusi C D03MHODUINEH W CHCTEeMHBIMH CHMIITOMaMH
(DRESS), xotopsie MOTYT OBITh JKM3HEYTPOXKAMOIIMMHU WIH (aTaTbHBIMH, OJHAKO YacTOTa
JIAHHBIX SIBJICHUI HEeU3BeCTHA (CcM. pazzen 4.8).

T'emonumuueckas anemus

Kak u npu npumMeHeHnu Apyrux 1edaiocropruHoB, IpH JEUSCHUH 1e)TPUaKCOHOM BO3MOMXKHO
pa3BUTHE ayTOMMMYHHON T'€MOJIMTHYECKON aHEMHUU. 3apEeruCTPUPOBAHBI CIy4au THKEION
TFEMOJMTUYECKON aHEMHUU y B3pPOCIBIX U JI€TEH, B TOM YHCIE U CO CMEPTEJIbHBIM HUCXOIOM.
[Ipu pa3BUTHM y MalMEHTa, HAXOJSAIIETOCs Ha JICYCHUH HEedTPHUAKCOHOM, aHEMHH HEIb3s
UCKJTIOUUTh JUAarHo3 HegaloCIOpuH-acCOIIMUPOBAHHON aHEMUH W HEOOXOIUMO OTMEHHTH
JICYEHUE /10 BBISICHEHUS IPUYUHBI.

Huapes, svizeannas Clostridium difficile

Kak u mnpu mnpuMeHeHHH OOJBLIMHCTBA [PYrHX aHTHOAKTEPUAJBHBIX IPEHapaToB, IMPU
JeYeHUH [EePTPUAKCOHOM 3apETHCTPUPOBAHBI CIydad pPa3BUTHS [HAPEH, BBI3BAHHON
Clostridium difficile, pasnmuunoii cTemeHu TsHKECTH: OT JIETKOW JHAped 0 KOJIUTA CO
CMEpPTEeIbHBIM  HCXOAOM. JleueHWe aHTHOAKTEPUATbHBIMH IperapataMyd  OaBIISCT
HOPMaJIbHYI0 MHKPO(DIIOpY TOJCTOro KuileuHuka u nposouupyet poct Clostridium difficile.
B cBoro ouepenb, 3TOT MaTOreHHbI MUKPOOpPraHU3M 00pa3yeT TOKCHHbBI A U B, xotopble
ABISAIOTCS (akTOopamu matoreHesa auaped, BeizBanHoi Clostridium difficile. Ee mrammer,
THIICPIIPOAYIIUPYIOIINE TOKCHHBI, SIBISIFOTCSI BO3OYAUTEISIMU HH(EKIHI C BEICOKAUM PUCKOM
OCJIOKHEHHH M CMEPTHOCTH BCIICJCTBHE BO3MOXKHON HMX YCTOHYMBOCTH K QHTUMUKPOOHOI
Tepanuu, JICYCHHE JKE€ MOXKET MOTpeboBaTh KOJPKTOMUH. HeEoOXOIMMO MOMHHTH O
BO3MOXKHOCTH pa3BuTHs auaped, Bbi3BanHoil Clostridium difficile, y Bcex maumentoB c
nuapeeil mocie aHTUOMOTHKOTepanuu. HeoOXxomum TmiaTtenbHbI cOOp aHamHe3a, T.K.
OTMEYEHBI CITy4ad BO3HHUKHOBeHUs nuapeu, BbizBanHOM Clostridium difficile, cycts Goxee
yeM 2 Mecslla Mocjie Teparnuu aHTHOAKTEepUATbHBIME Tpenaparamu. [Ipu MoJ03peHUn WK
noaTBepxkaAeHun auapen, BeizBaHHo# Clostridium difficile, BosmoxxHO moTpeOyercsi oTMeHa
TeKkymiel, He HarnpasienHoi Ha Clostridium difficile, antuOnorukoTepanuu. B coorBeTCTBHM
C KJIMHUYECKHMMH TOKA3aHUSIMU IOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOIIEE JICUYCHHE C
BBCJICHUEM OKHIKOCTH U 3JIEKTPOJHMTOB, OEJIKOB, AHTHOMOTHKOTEpAIHs B OTHOIICHUH
Clostridium difficile, xupyprudeckoe sneuenne. Henb3si mpuMEHSTh JIeKapCTBEHHBIC CPEICTBA,
TOPMO3SIIINE EPUCTATBTUKY KUIIICTHHUKA.

Cynepunghexyuu

Kak u mpu nedeHuu ApYyrUMHU aHTUOAKTEpHUATbHBIMU IIperapaTamMH, MOTYT pa3BUBAThCS
cynepuHQpEKINH.

Obpa3zosanue npeyunumamos Kanibyuesol coiu ye@hmpuakcona

[Tocne mnpumeHenuss uedTpuakcoHa, OOBIYHO B J103aX, MPEBBIIIAONUX CTaHIAPTHO
pexomeHioBaHHble (1 T B cyTku u Oosee), MpU yJIbTPa3ByKOBOM HCCIIEIOBAHUU KETUHOTO
My3bIps BBISBISUIMCH MPEIUITUTATHl KaJIbIIMEBOM COMM IepTprHakcoHa, 00pa3oBaHHE KOTOPBIX
Hau0oJiee BEPOSITHO Y NAIMEHTOB JIETCKOro Bo3pacTa. [Ipenumurarsl peAko JaroT Kakyro-
au00 CUMNTOMATUKY M UCUYE3al0T TI0Cie TPEKpalleHUs WIM 3aBEpUICHUs JIEUCHUs
neTpuakcoHoM. B ciydae, ecnmm 3TM  U3MEHEHMsS CONPOBOXKAAIOTCSA KIMHUYECKOH
CHUMIITOMAaTUKOM, PEKOMEH1yeTCsl KOHCEPBATUBHOE HEXUPYPTHUECKOE JICUYCHHE, a pellIeHre 00
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WHIUBUIYaJIbHOW OIIEHKE TOJIb3bI U PUCKA.

HecMmotpst Ha HaIM4uMe TaHHBIX 00 00pa30BaHUU BHYTPUCOCYAUCTHIX MPEIUITUTATOB TOJIBKO Y
HOBOPOXKJICHHBIX NPH TPUMEHEHUU NEPTPUAKCOHA W KaJbIMICOAEPKAIIUX HH(Y3UOHHBIX
pPacTBOPOB WJIH JIFOOBIX JAPYTUX KaJbIMICOACPKAIIUX MPEmapaToB, eQTPUAKCOH HE CIEAYyET
CMEIIMBaTh WJIM Ha3HA4YaTh JETAM H  B3pPOCIBIM  MAIMCHTaM OJHOBPEMEHHO C
KaIbIUHCOIEpKAIIMMH HHPY3HOHHBIMHA PACTBOPAMHU, JTaXKE UCTIONB3YS PA3IMYHBIC BEHO3HBIE
JOCTYIIBI (cM. pasnensl 4.3, 4.5, 4.8).

lankpeamum

Y nDanueHToB, IMOJIy4aBIIUMX IEePTPUAKCOH, OIUCAHBl pEAKUE CiIydau [aHKpeaTuTa,
Pa3BUBABILIETOCS, BO3MOXKHO, BCIIEICTBUE OOCTPYKIMU JKEITYHBIX IMyTed. Y OONBIIMHCTBA U3
STUX MAalMEHTOB YK€ 10 Ha3HauyeHHUs leQTpuakcoHa MMENUCh (aKTOpbl PUCKA 3aCTOsl B
KEMYHbIX MYTSIX, HApHUMEp, paHee IMPOBOAMBIIASCS TEpamusi, TsSOKeIble 3a00JieBaHUS U
MOJIHOCTBIO TapeHTepaipHOe muTaHue. [Ipm 3TOM HeNb3sl HUCKIIOYUTH IYCKOBYHO WU
KO(aKTOPHYIO POJIb B PA3BUTHU MAaHKPEATUTA MPEIHUIUTATOB, 00PAa30BABIIMXCS B KEITIHBIX
MyTAX TOJ BIUSIHUEM e TPHAKCOHA.

Monumopune ananuza kpoeu
[Tpu ATUTETHHOM JICYEHUH CIIEAYET PEryJISIPHO TPOBOIUTH MOJIHBINA aHAIM3 KPOBH.
Peaxyus Apuwa-I'eprceetimepa (JHR)

Y HEKOTOpBIX MalUueHTOB C HH(EKIUEeH, BBI3BAHHON CIMPOXETaMH, MOXET Pa3BUTHCS
peakuus Spumra-I'epkcereiimepa (JHR) Bckope mocie Havana tepanuu nedrpuakconom. JHR
OOBIYHO SIBJSIETCS CaMOOTPAHUYUBAIOLIUMCSI COCTOSIHUEM WM MOXET KOHTPOJIUPOBATHCS C
IIOMOIIBIXO CUMIITOMATHYCCKOI'O JICUCHUS. Tepanmo aHTI/IGI/IOTI/IKOM HC CJIICAYCT IPCKpalaTb
[IPY BOSHUKHOBEHUU JAHHOMN PEaKIIUU.

Brusanue na pezynomamol 1abopamopHuix u Opyeux OuaecHOCMUYecKUx Uccie008anuil

[Ipu neueHuM 1EPTPUAKCOHOM MOTYT OTMEUATHCS JIOKHOIIOJIOKUTENbHBIE DPE3YNIbTaThl
po6sl Kymbca.

Kak u apyrue aHTHOMOTHUKH, Ie(PTPUAKCOH MOXKET J1aBaTh JIOKHOIOJIOKUTENLHBINA pe3yabTaT
poObl HA ranakTo3emMuio. JIOXKHOIOIOXKUTEIbHBIE PE3YIBTAaThl MOT'YT OBITH MOJTYYEHBI U MPU
OTIpeNIeIEHNH TJIIOKO3bI B MOY€ HE()PEpMEHTHBIMH METOJaMM, MO3TOMY B XOJAE Tepamnuu
e TPUAKCOHOM TIIIOKO3YPHUIO HYKHO ONPEAEIATh TOJbKO (EPMEHTHBIM METO/IOM.

IleTpuakcoH MOXET BbBI3bIBATh HEJAOCTOBEPHOE CHU)KEHHE IIOKa3aTeslel TIMKEMHH,
MOJIyYEHHBIX C IMOMOIIbI0 HEKOTOPBIX YCTPOWCTB MOHUTOPHHIA COJEP)KAHUS TIIIOKO3bI B
KPOBU (CM. yKa3aHUS B PYKOBOJCTBE 10 IMPHUMEHEHMIO MCIIONIb3yeMOoro yctpoiictsa). Ilpu
HEO0XOUMOCTH CJEyeT UCIOJb30BaTh AIbTEPHATUBHBIE CIIOCOOBI ONPEENIEHUS [IFOKO3bI B
KpPOBH.

Cooeporcanue nampust

[Mpenapat coxepxxutr HaTpuii. B 2 r nedrpuakcona coxepxutrcs 7,2 mmonb (169,1 wr)
HaATpUs, YTO SKBUBAJIEHTHO 8,5 % oT pexomeHmoBaHHOro BO3 makcuManibHOrO CyTOYHOTO
noTpeOJIeHust HaTpus JUId B3POCIIOro, PaBHOTO 2 T; 3TO AOJDKHO OBITh MPUHITO BO BHUMaHHE
nanUeHTaMH, HaXOSIIMMUCS Ha IUeTEe C OTpaHUYEHUEM OTPeOIeHUS! HATPHSI.

CTH

be3zonacHocTh ¥ 3 PEKTUBHOCTH IIePTPUAKCOHA Y HOBOPOXKACHHBIX, TPYAHBIX JAeTel U JeTei
MIIJIIIEro Bo3pacTa OBUTM OIpeNesieHbl JUIs JO3HPOBOK, ONUCAHHBIX B pasaene 4.2.
HccnenoBanusi mokasajiy, 4ro MOJOOHO APYruM LedaloclopuHaM LEPTPUAKCOH MOXKET
BBITECHATh OMIUPYOMH W3 CBSI3U C CHIBOPOTOUHBIM albOymMHuHOM. LledTpmakcoH Hemb3s
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OomnrpyorHOBOM SHIIePaionaTuu (cM. pazaen 4.3).

4.5. B3aumoneicTBue ¢ APYrUMH JIEKAPCTBEHHbBIMHU INpenapaTtaMd W JApyrue BHIbI
B3auMOJeiCTBUS

[Ipn 0THOBpEMEHHOM NMPUMEHEHUH OOJIBIINX /103 e TpUaKCOHa U «IIETIEBBIX» ANYPETHKOB
(HampuMmep, GpypocemMuia) HapyIIeHUH (YHKIIUH [TOYeK He HaOII0ano0Ch.

MMmeroTcs NpOTUBOpPEUMBBHIE JIAaHHBIE O BEPOSITHOCTU IOBBILIEHUS HEPPOTOKCUYHOCTH
AMHHOTJIMKO3MIOB TpPU WX NPUMEHEHHH C 1edaroCHopruHaMHu, I03TOMY HEOOXO0IMMO
IPOBOJUTh MOHUTOPUHT OYEYHON (PYHKLIUU M KOHLIEHTPALUY aMUHOTIIMKO3UI0B B KPOBH.

VYnorpebienue anmkoroiss 1ocie  BBeACHHS —He@TpHaKCOHa HE  COMPOBOXKIAIOCH
nucynbdupamornoqobnon peakuueit. Lledtpruakcon He coaepKUT N-METHITHOTETPA30JIbHOU
CPYIIbI, KOTOpasi Morjia Obl BbI3BaTh HEMEPEHOCHMOCTh 3TAHOJA M KPOBOTOUHUBOCTH, YTO
MPUCYILIe HEKOTOpPhIM Jpyrum nedanocnopuHaMm. [IpoOGeHenun He BIMSET HA BBIBEICHHE
nedrpuakcona.

bakTepuocrarnueckre aHTHOMOTHUKH CHIDKAIOT OaKTepUITUAHBINA A (PeKT nedTpuakcoHa.

[TokazaH cUHEPru3M Mex1y LeTPHaKCOHOM M aMUHOTJIMKO3UJaMH B OTHOLIEHUM MHOTHX
rpaMoTpuLaTeNbHbIX OakTepuil. HecMoTps Ha TO, uTO moBbIIeHHAS A((EKTUBHOCTh TAKUX
KOMOMHAaIUM He BCerja npeackasyemMa, ee ciaelyeT UMETh BBUY NPHU TSDKEIBIX, YIPOXKAIOIUX
KHU3HU MHDEKIMSIX, HApUMeED, BhI3BaHHBIX PSseudomonas aeruginosa.

In vitro 6s11 OOHAPY)KEH aHTATOHU3M MEXKIY XJI0paM(PEHUKOIOM U e TPHAKCOHOM.

[Ipu npumeHeHun aHTaroHuctoB BuTamuHa K Ha ¢doHe Tepanuu 1edTPUAKCOHOM
MOBBIIIAETCS PUCK KpoBoTeueHus. CleayeT TMOCTOSHHO KOHTPOJIMPOBATH IMapaMETPhI
CBEPTHIBAHUSI KPOBU M MPU HEOOXOIUMOCTH KOPPEKTUPOBATH /103y AaHTAarOHUCTOB BUTAaMHUHA
K kak B x0j1€, TaK ¥ TIOCJIe OKOHYAHUS TEPAUN EPTPUAKCOHOM.

[Ipy npUroTOBIEHUH PACTBOPOB ILe(TpHaKCOHA M BHYTPUBEHHOTO BBEICHHUS M HX
NOCJIEIYIOEr0 pa3BelCHMs HENb3sl MCIOJIb30BaTh PACTBOPUTENH, COAEp KAIIME KalbIHM,
Takue Kak pacTBop PuHrepa mnm pactBop XapTMmaHa, H3-3a BO3MOKHOTO OOpa30BaHUS
npeuunuratoB. OOpa3oBaHHE NPEUUNUTATOB KaJbIMEBBIX cCOJEH HEe(PTPUAKCOHA MOXKET
TaKXe MPOUCXOIUTh NMPU BHYTPUBEHHOM BBEIEHUU LE(PTPUAKCOHA M KalbLUHCOAEpKALIMX
pPacTBOPOB TPHU UCIIOJIB30BAaHUH OJHOTO BEHO3HOTO AOCTymna. Hemb3st BBOOUTH nedTprakcoH
BHYTPUBEHHO OJIHOBPEMEHHO C KaJbIMICO/AEpKallUMU pacTBOpaMH Jii BHYTPUBEHHOI'O
BBEJICHUS, B TOM YHCJE C JUIMTEIbHBIMH WHQY3USIMH KaIbIUHCOJEPKAININX PACTBOPOB,
Harpumep, NMpU MapeHTEPaTbHOM MNHTAHUU C HCHOJIb30BaHHMEM Y -KOHHeKTopa. [l Bcex
TPYyIIT TAMEeHTOB, KPOME HOBOPOXJICHHBIX, BO3MOXXHO TIOCIIEOBATEIIEHOE BHYTPHUBEHHOE
BBEJICHUE LIe(pTPUAKCOHA U KaJbIMICOoIepKaIlUX PACTBOPOB MPU TIIATEILHOM IPOMBIBAHUU
UH(Y3UOHHBIX CHCTEM MEXIy BJIMBAaHHSIMH COBMECTHMOW JKUAKOCThIO. McciemoBanus In
VItro ¢ Ucrosbp30BaHUEM IU1a3Mbl KPOBH B3POCIIOrO YEJIOBEKa U IUIa3Mbl MyMOBUHHOW KPOBU
HOBOPOXKJIEHHOTO CBUIETEIBCTBYIOT O MOBBIIIEHHOM PUCKE 00pa30BaHUs KAJIBITUEBBIX COJEH
e TpuaKkcoHa y HOBOPOKACHHBIX (cM. pa3zaensl 4.2 u 4.3).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

[ledTprakcoH TMPOHUKAET Yepe3 IUIAlEHTapHBIN Oaphep. be3omacHOCTh MpPUMEHEHUS TMPU
OepeMeHHOCTH Y  JKEHUIMH He  YycTaHOBJieHa. JIOKIMHUYECKHE  HCCIIEOBaHUS
PENPOAYKTUBHOCTH HE BBISBUIM 3MOPHOTOKCHYECKOTO, (PeTOTOKCUYECKOTO, TEPATOT€HHOTO
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CaMOK, IpOLECC pONOB, IEPUHATAIBHOE WM IIOCTHAaTaJIbHOE pa3BuTHe Iuioxa. Ilpu
OepeMEeHHOCTH, OCOOCHHO B TEPBBIA TPUMECTp, CIEAyeT Ha3HayaTh TOJIBKO MO CTPOTUM
NIOKa3aHUsM, IIPU YCIOBMM, 4YTO IpeAIojaraeMas Iojb3a JUlsi MaTepu IPEBBILIACT
MOTEHUUAIBHBIA PUCK JUIS IUIOJA.

JlakTamus

B ManpIx KOHIEHTpamusax IeTpHaKCOH TNOMaaaeT B TPYJHOE MOJOKO. MajaoBeposiTHO
BIUSHUE Le(TpUaKCOHAa HAa peOeHKa, HAXOJSMIIErocss Ha TPYJAHOM BCKapMIIMBAaHUU, IIPU €0
IPUMEHEHUN MAaTepbl0 B TEPANlEBTUYECKUX /103aX. TeM He MeHee, Hellb3sl UCKIIOYUTh PUCK
pa3BUTUA  JUapeu, TPUOKOBBIX HHGMEKIHMA  CIU3UCTBIX  O000JOYeK U peakiuit
THIIEPYYBCTBUTENIBHOCTH Yy pebenka. HeoOXxoqumo mpekpaTuTh rpyiHOE€ BCKapMIIMBAHUE WIIH
MPEKPAaTUTH/BO3NIEPKATECA  OT Tepanmuu Le(pTPpUaKCOHOM, NPUHHMMAas BO BHHUMaHUE
[IPEUMYIIECTBA IPYAHOI0 BCKAPMIIMBAHUSI ISl peOCHKA U 10JIb3Yy TEPANNHU ISl MaTEPH.

4.7. Bausinue HAa cNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMM U padoTaTh €
MeXaHH3MaMHU

Her opaHHbIX, CBHIETENBCTBYIOUIMX O BIMSHUM LEe(PTpUAaKCOHAa Ha  yIpaBleHUE
TPAHCIIOPTHBIMU CPEJACTBAMHU U PabOTy ¢ MammHamMu ¥ MexaHusmamu. OJHAKO BO Bpems
Tepanmuu  UePTPUAKCOHOM  CIEAYeT COONIIOJaTh OCTOPOXKHOCTh MpPH  YIPaBICHUH
TPAHCIIOPTHBIMU CpPEACTBAaMH U pPabOTe C MeXaHHM3MaMH B CBSI3U C BO3MOKHOCTHIO
BO3HMKHOBEHHsI TOJOBOKPYXKEHUS M APYI'MX HEKEIATEIbHBIX PEaKLUH, KOTOPbIE MOIYT
BJIUATH HA CIIOCOOHOCTH YIPABISATh TPAHCIIOPTHBIMU CPEJICTBAMHU, MEXaHU3MaMH (CM. pa3zien
4.8).

4.8. HexenarejbHbIEe peakuuu

Pesrome nmpoduisg 6e3onacHoOCTH

Haubonee yacTeiMM HeXenaTeIbHBIMU pEAKLUIMU, 3aPETUCTPUPOBAHHBIMU Ha (POHE Tepanuu
He(PTPUAKCOHOM B KJIMHUYECKUX HCCIEAOBAHMSX, SABISIOTCS S03MHOPHINS, JeHKONeHUs,
TPOMOOLIUTONEHMSI, TUapesi, ChIIIb U MOBBIIIEHNE aKTUBHOCTH ITE€YEHOYHBIX (PEPMEHTOB.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

HexenatenbHble peakiuy, TMPEIACTABICHHBIC HWXKE, CTPYIIAPOBAHBI B COOTBETCTBHH C
KJIacCaMHM CHCTeM OpraHoB MeaunuHckoro cnoBaps MedDRA. s OLIEHKH YacTOTHI
Pa3BUTHS HEXKENATEIBHBIX PEAKIHHA HCIOJB3YIOT CICAYIONIHNEe KPUTEPHH: OYCHb YacTo
(= 1/10), gacto (= 1/100, o < 1/10), meuacto (= 1/1000, vo < 1/100), peaxo (= 1/10000,
HO < 1/1000), ouensb penako (< 1/10000) u yactoTa HensBecTHA (HA OCHOBAHWU UMEIOIIUXCS
JAHHBIX OIEHUTH HEBO3MOXKHO).

WNHpexnun u nHBa3uu

Heuacto MUKO3bI [I0JIOBBIX OPTraHOB
Penko NICeBIOMEMOPaHO3HBIN KOJIHT

Hapymienus co cTopoHbl KPOBH U TUM(ATHIECKON CHCTEMBI
Yacro HO3MHO(UIIUS, TEUKOTIEHHsI, TPOMOOIIUTOTIEHUS
Heuacto TPaHYJIOLMTOIICHNS], AHEMHUSI, KOATyJIOMIATHSI

Hapymienust co cTopoHbl HEPBHOW CHUCTEMBI
Heuacto \ roJjIoBHast 00JIb, TOJIOBOKPYKEHHE
HapyiieHunst co CTOpOHBI IbIXaTE€IbHON CUCTEMBI, OPraHOB I'PYAHON KJIETKH U CPEIOCTEHUS
Penko | Gporxocmazm
XKenynouHo-kuiieyHble HApyIIEHUs
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Heuacto TOILHOTA, PBOTA
HapyIeHus co CTOPOHBI IEYEHH U 5KETYEBBIBOIAIINX MyTe
Yacto Tpexo/islee MOBHIIIEHNE aKTHBHOCTH MEeUeHOYHbIX

dbepmenToB (acmapraramuHoTpanchepassl (ACT),
amannHaMuHoTpancepassl (AJIT), menounoit hocdaraspr)

HapymeHI/I}I CO CTOPOHBI KOKH U ITOJKOKXHBIX TKaHEeH

Yacto CBITIh
Heuacto KOKHBIN 3y]1
Penxo KpanuBHUIIA
Hapymienust co CTOPOHBI MOYEK ¥ MOYEBBIBOSIINX MyTEH
Penxo \ reMaTypus, TIIOKO3YPHS
OO01mre HapyIICHUS U PEAKIINH B MECTE BBEJICHUS
Heuacto ¢eduT, 00JIb B MECTE BBEACHHS, ITOBBIIICHUE TEMIICPaTyPhl
Penxo OTEKH, 03HOO
JlabopaTopHbIe ¥ MHCTPYMEHTAILHBIC TAHHBIC
Heuacto ‘ YBEJIMYCHUE KOHIIEHTPAIIMUA KPEaTHHIUHA B KPOBU

ITocTperucrpallmioHHOS Ha6JHOII€HI/Ie

Huxe omnucanbl HexenaTelnbHbIE peaklUud, HaOJMOAaBIIMEeCS TpPU  HPUMEHEHUU
neprpuakcona. OmnpeneneHue WX YacTOThl BCTPEUYAEMOCTH U HAJIUYMSI CBA3HM HMEHHO C
NpUMEHEeHHEeM Ie(TpuakcoHa HE BCerJa BO3MOXKHO H3-32 HEBO3MOXXHOCTH YCTaHOBUTH
TOYHBIN pazMep MOnyJsIuU NalueHTOB.

HapymeHuﬂ CO CNiOpPOHbI cheﬂyaOLtHO'KumellHOZO mpaxkma. IMMaHKpCaTuT, CTOMAaTUT, I''TOCCUT.

Hapywenus co cmopoust cucmemvl Kposu u auMpamuyeckol cucmemsl. YBEINICHHE
TPOMOOIIJITACTUHOBOTO M NMPOTPOMOMHOBOTO BPEMEHH, reMOJIMTHYecKass aHeMus. OmnucaHbl
OTIIeNbHBIE chydau arpanyionutoza (<500 KIeTOK/MKI), mpudeM OOJBIIMHCTBO W3 HHUX
pa3BuBanuck nociue 10 guel nedeHus U MpUMEHEHUs KyMyIaTUBHON 10361 20 T u 6osnee.

Hapywenuss  co  cmopomer  ummyHnHou  cucmemsl:  aHA(QUIAKTUYECKUH  WIOK,
TUIIEPYYBCTBUTEIBHOCTD, peakus Spuia-I'epkcreiimepa.

Hapywenusi co cmoponvt Kodxcu u NOOKONMCHbIX mMKaHeu: OCTPbI TeHepaTu30BaHHBIN
HK3€MATO3HbIM MYCTYJJIE3, OTAENbHBIE CIIy4al TSDKEIbIX HEXEIaTeNbHbIX pPeaKIuil
(oxccynatuBHasi MyiabTUQOpMHas sputema, cuHapoMm CrtuBeHCa-/[P>KOHCOHA, TOKCHYECKHI
AMUJIEpMaNbHBIN Hekpoiu3 (cuHapoM Jlaitenna)), JekapcTBEHHAS Peakiys ¢ 303MHOPUINEH 1
cucteMHbiMU cumnromamu (DRESS).

Hapywenus co cmopoHbl nepsHoll cucmemyl. CyA0pOTH, SHLehaTonaTusl.

[Ipu npumenennn 11e(hasoCIOPUHOB, BKIItOUas 1e(TPUAKCOH, B BBICOKUX J103aX Y MAIIMEHTOB
C TIOYEYHOW HEJOCTATOYHOCTHIO M JIOMOJHUTENBbHBIMH MpeapacioyiaraloliuMu (akTopamu,
TaKUMHU KaK TOXKUJIOM BO3pacT W CYIIECTBYIOIIME 3a00J€BaHUs I[EHTPAJIbHON HEPBHOM
CUCTEMBI, OTMEYAITUCh CIlyuyan o0paTUMOH 2HIleanonaTuu.

Hapywenus co cmoponbl opeana ciyxa u 1a0upunmuvle HapyuleHust: BEPTHTO.
Unghexyuonnvie u napasumapuvie 3a601e6anus: CynepuHpeKIuu.

H3zeecmubl makowce cneoyrowue HexceramenbHvle peakyuu. o0pa30BaHUE MPELUINTATOB
KaJbI[UEBBIX COJNeH e TPUAKCOHA B KEITYHOM ITy3bIpe C COOTBETCTBYIOIIECH CUMIITOMATUKOM,
OwnmpyOmHOBass  dHIedamonaTusi, OJUTYpUs, a Takke aHaUIAKTUUECKHE  WIIH
aHaUITaKTOUTHBIEC PEAKIIUH.

st orieHKH B3auMoIeicTBUS e TPUAKCOHA U KaJIbIMsl ObUTO MPOBEACHO JIBA UCCIICIOBAHUS
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Ma3Mbl HOBOPOJKJEHHBIX, TIOJYYeHHOW W3 IYNMOBUHHOW KpoBH). lledTpmakcon c
KOHUEeHTpauusMu 110 1 MM (KOTOpble NpPEBBINIAIOT KOHUEHTPALMU, JOCTUIAIOIIMECS B
ycioBuUsX IN VIVO mociie BBeaeHus 2 T redrpuakcona B Buae HHQy3uu B TeueHue 30 MUHYT)
UCIIONIb30BAT B KOMOHMHAIIMM C KaJbIIMEeM B KOHIEHTparusx go 12 MM (48 wmr/mm).
Boccranosnenue nedrpuakcoHa U3 mia3Mbl CHIXKAIOCh IPU KOHLIEHTPALUAX Kaldblus >6 MM
(24 wmr/mnm) B masme B3pociblx i >4 MM (16 mr/mi) B masMe HOBOPOXKACHHBIX. JTO
MOJKET OTpa)KaTh MPELUIUTALIUIO e TPUAKCOH-KAIbIUI.

Onwucansl oTAENbHBIE (aTanbHbIe cIydan 00pa30BaHUs MPEUUIUTATOB B JIETKUX U MOYKAX 110
pe3ysbTaTaM UCCIIEIOBaHUS ayTOINCHM Yy HOBOPOXKJIEHHBIX, MOJY4YaBIIUX LePTPUAKCOH
BHYTPUBEHHO M KaJbLUiiCOAEp)Kalue pacTBOpbl. IIpM 3TOM B OTAENBHBIX CIy4asx ObLI
UCIIONIb30BaH OJMH BEHO3HBIM JOCTyNH, M OOpa3oBaHHE MPELUUIIUTATOB HAOIIOAAIOCH
HETOCPEACTBEHHO B CHUCTEME JUUIsi BHYTPUBEHHOTO BBEACHUS. Takxke OMHMCaH, KAK MHHHUMYM,
OJIMH CIy4ail cO cMepTeNbHBIM UCXOJ0M MPH Pa3IUnYHbIX BEHO3HBIX JOCTYIAX U B Pa3IUYHOE
BpeMs BBeIEHUS Le(TPHAKCOHA BHYTPHUBEHHO U KaJbIMKCOIEpKAIIUX pacTBOpoB. [Ipu sTom
MO pe3ylbTaTaM HCCIEAOBAHUSA AyTONCHUH Y JaHHOTO HOBOPOXKIACHHOTO MPELHUIUTAThl HE
ObUTH 00HapyxeHbl. [1og00HbIe Cilydan HAOMIOAATUCh TOJIBKO Y HOBOPOXKICHHBIX (CM. pa3zen
4.4). 3aperucTpupoBaHbl  Cllydad OOpa3oOBaHHs  MPEIMIUTATOB  He()TpUAKCOHA B
MOYEBBIBOJIAIINX MyTAX, TTTABHBIM 00pa3oM, y A€TeH, MOTy4aBIINX JHOO0 OOJBIINE CyTOUYHBIC
no3bl mpenapata (>80 Mr/Kr B CyTKH), TUOO KyMyJISTHBHBIE J03bl Oosee 10 r, a Takxke
MMEBUIMX JOIOJIHUTENbHbIE (PAKTOphl pHUCKa (00E3BOKMBAHUE, IIOCTENIBHBII PEXUM).
OO0pa3oBaHue MPEIUNUTATOB B MOYKAX MOXKET MPOTEKaTh OECCUMITOMHO WM MPOSBISATHCS
KJIMHUYECKH, MOXET TPUBOJIUTH K OOCTPYKIIMM MOYETOYHHKOB M IOCTPEHAIBHOH OCTpOU
MOYEYHON HEJAOCTATOYHOCTHU. JlaHHas HekenaTelbHas peakiusi HOCUT OOpaTUMBINA XapakTep
U FiCYe3aeT MOocye MPEKPaIICHUs Teparnuu e TPHaKCOHOM.

Obwue paccmpoticmea u Hapyulenus 8 mecme 6gedeHus. (GIeOUT TOcIe BHYTPUBEHHOM
UHBCKIIMU. Ero MoxHO wu30ekaTh, BBOAS TNperapar MEIUICHHO B TEYCHHE S5 MHHYT,
NPEMOYTUTEIILHO B KPYITHYIO BEHY.

Coo011eHne 0 mMoJI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxHo coo0mare O mO0J03peBaeMbIX HEKENATENbHBIX PpEaKUUsAX I[OocCie perucTpanuu
npenapara ¢ LEeabl0 00eCledYeHUs: HENPEepPbIBHOIO MOHUTOPHHIA COOTHOUIEHUS <«I10Jb3a -
PHCK» JIEKapCTBEHHOT'O Ipenapara. MeIuIMHCKUM pabOTHUKaM PEKOMEH1yeTcsl cOO0IaTh O
JTIOOBIX IOA03PEBAEMBIX HEXKENATEIbHBIX PEaKIUAX JIEKAPCTBEHHOIO IIpernapara uepes
HallMOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEKEeNaTEeJIbHBIX pPEeaklUsX TIOCYAapCTB — UYJICHOB
EBpazuiickoro 53KOHOMHYECKOTr0 CO03a.

Poccuiickas ®enepanus

denepanbHas ciry:x0a 1Mo Haa30py B chepe 3apaBooxpanenus (Poc3apaBHamazop)
Anpec: 109012, r. MockBa, CrnaBsiHCKas IJ10IIa1b, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.ru

Caitt B MH(}OPMaLMOHHO-TEIEeKOMMYHHUKAMOHHON ceTn «MHTEpHET:!
http://www.roszdravnadzor.ru

4.9. Ilepeno3npoBka
CumMnTOMBI

TomHoTa, pBOTA U AUAPES.


mailto:pharm@roszdravnadzor.ru

Jleuenue

Cumnromatudeckoe. ['eMomumanu3 ©W  TEPUTOHEANbHBIM  muanu3  HEd(P(HEKTUBHEI.
Crennuyeckoro aHTHI0TA HET.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapMakoTeparneBTUYECKass TPyMma: aHTHOAKTepUAIbHBIE CPEACTBA CHCTEMHOTO JCHCTBHS,
apyrue OeTa-TakTaMHble aHTUOAKTepHUadbHbIE CpENCTBa; 1e(aJOoCIOPUHBI  TPETHEro
IIOKOJICHUS.

Kong ATX: JO1DD04

Mexanuswm aeiicteus U hapMakoauHamMuueckue 3O GEKThI

Iledprpuakcon - mapeHTepaibHbld I1edamocnopuHoBbii  aHTHOMOTUK Il  TOKONEHMS.
bakrepuriuaHas akTHBHOCTh Ie()TpraKCOHa 0OYCIIOBJICHA IO/IAaBICHUEM CHHTE3a KJICTOYHON
crenku. In Vitro medrtpuakcoH o6sagaeT MHPOKUM CIEKTPOM JCHCTBUS B OTHOLICHUH
IPaMOTPHUIIATEIBHBIX W TPaMIIOJIIOKUTEIBHBIX MHUKPOOPTaHW3MOB. OH BBICOKOYCTOWYUB K
OonbIIMHCTBY B-nakTama3 (Kak NEHUIMIIINHA3, TaK U 1edarocnoprHas), BhIpabaThiBaeMbIX
TPaMITOJIOKHUTEITLHBIMHA U TPAMOTPHUIIATSIIEHBIMHA OaKTEPHSIMH.

CrexTp aHTI/I6aKTeDI/IaHBHOI7I AKTHBHOCTH

LledTprakcoHn 0OBIYHO aKTHBEH B OTHOILICHHUHU CIIEAYIOMINX MHUKPOOPTaHHU3MOB:

I pamnonosxcumenvuvie _aspoobwi: Staphylococcus aureus (METHIMUIMHOYYBCTBUTEIBHBIH),
KOaryJja3o-oTpHuaTeabHble CTadUIOKOKKH, Streptococcus pyogenes (B-reMoJuTHYecKuid,
rpynnbl A), Streptococcus agalactiae (B-remonurtrueckuid, rpynmnsl B), B-remonutnueckue
cTpenToKoKkH (rpymmbl HA A, HE B), Streptococcus viridans, Streptococcus pneumoniae.

Ipumeyanue.  MetunwuimHoycToumBbie  Staphylococcus — Spp.  pe3WcCTeHTHBI K
nedanocropuHam, B ToM umcie k ueprpuakcony. Kak mpasuio, Enterococcus faecalis,
Enterococcus faecium u Listeria monocytogenes tak»xe yCTOHUYHBBI.

Ipamompuyamenvuvie _aspodwr: Acinetobacter Iwoffii, Acinetobacter anitratus (rmaBabIM
obpaszom, A. baumannii)*, Aeromonas hydrophila, Alcaligenes faecalis, Alcaligenes odorans,
ankanurenonomoOuble  Oaktepuw,  Borrelia  burgdorferi,  Burkholderia  cepacia,
Capnocytophaga spp., Citrobacter diversus (8 Tom umcine C. amalonaticus), Citrobacter
freundii*, Escherichia coli, Enterobacter aerogenes*, Enterobacter cloacae*, Enterobacter
spp. (mpouwne)*, Haemophilus ducreyi, Haemophilus influenzae, Haemophilus parainfluenzae,
Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella catarrhalis (panee
HaswiBaBIasics Branhamella catarrhalis), Moraxella osloensis, Moraxella spp. (mpoune),
Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella multocida,
Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri*, Proteus vulgaris,
Pseudomonas fluorescens*, Pseudomonas spp. (mpouue)*, Providencia rettgeri, Providencia
spp. (mpouwme), Salmonella typhi, Salmonella spp. (metudounansie), Serratia marcescens,
Serratia spp. (mpouwme), Shigella spp., Vibrio spp., Yersinia enterocolitica, Yersinia spp.
(mpouwue).

* - HekoTopble H30JATHl ATUX BUAOB YCTOMUYMBBI K I€(TPHAKCOHY, TJIAaBHBIM 00pa3oM,
BCJle/IcTBHE 00pa3oBaHus -akTaMas, KOAUPYEMbIX XpPOMOCOMaMHU.

** - HexkoTopsle H30JSITHI STUX BUJIOB YCTOWYWBHI BCIEIACTBHE OOpa30BaHUsS IIEJIOTO psiaa
MIa3MUI0-0MOCPEIOBAHHBIX [-TaKTamMas.
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JIPYyrUM  aHTHOMOTHKAaM, TaKUM Kak aMUHONCHHUIM/UIMHBI,  YPEUIOTCHHUIIMIUTHHBI,
nedanocopunsl | u |l mokoneHwMit ¥ aMHUHOTIIMKO3K/IBI, YYBCTBUTEIBHBI K Ie(QTPHAKCOHY.
Treponema pallidum uyBcTBHTENnbHA K HedTpuakcoHy iN Vitr0 M B 3KCIIEpUMEHTax Ha
KMBOTHBIX. KIIMHHYECKHE MCCIICOBAHUS TOKA3ald, 4TO Me()TPHAKCOH 00JIagaeT XOpOoIlei
3G GEKTUBHOCTHIO B OTHOIICHHH IIEPBHYHOIO M BTOpUYHOro cudminuca. 3a OdYeHb
HEeOOBITMMH HCKITIOYEHUSIMHI, KIIMHUYECKHE M30JThl Pseudomonas aeruginosa ycToiuuBb
K e TPHAKCOHY.

Anaspoowr: Bacteroides spp. (xemueuysctButenbabie)*, Clostridium spp. (xpome Clostridium
difficile), Fusobacterium nucleatum, Fusobacterium spp. (mpoume), Gaffkya anaerobica
(panee Ha3biBaBIIasics Peptococcus), Peptostreptococcus spp.

* - Hekoropble M30JATHl 3TUX BUAOB YCTOWYMBBI K Ie(TpUAKCOHY M3-3a 0Opa3zoBaHUs [3-
JaKTamas.

Ipumeuanue. MHorue mrammsl B-rakrama3zoobOpasyromux Bacteroides spp. (B gacTHOCTH,
B. fragilis) ycroituussl. Ycroituus u Clostridium difficile.

UyBCTBUTEIBHOCTh K HEPTPUAKCOHY MOXKHO ONPEACTITH TUCKO-TU(P(GY3HOHHBIM METOAOM
WIA METOJIOM CEPHHHBIX pa3BeJCHUU Ha arape WiM OyJbOHE, UCIOJb3ys CTaHIAPTHYIO
METO/IMKY, TTOJIOOHYIO TOM, KOTOPYIO peKOMEHIyeT MHCTUTYT KIMHUYECKUX U JTaOOPaTOPHBIX
cranaaptoB (UKJIC). UKJIC ycraHoBuUI clneayronue KpUTEPHH OIICHKU PE3yJIbTaTOB MPOObI
111 1Ie TpUaKCOHa:

YMepeHHO .
HyBCTBUTEIBHBI Y cTONYNBEI
YYBCTBUTEJIHHBI
Memoo pazeedenuti
[TonaBnsromas KOHIICHTPAIIHS, MI/JI <8 16-32 >64
Memoo ouckos (nuck ¢ 30 MKr
nedrpuakcona)
JlnameTp 30HbI 33JIEPKKU POCTa, MM >21 20-14 <13

Jlist oripesienieHust ciaeayet OpaTh AUCKH ¢ e TPUAKCOHOM, TaK Kak B HCCIIEIOBaHUSX iN Vitro
MOKa3aHO, 4YTO IEPTPUAKCOH AaKTHUBEH B OTHOUIEHUM OTJEJIbHBIX ILITAMMOB, KOTOpPbIE
OOHapy>KUBAIOT YCTOHYMBOCTb MpPU HCHOJIB30BAaHUHM TUCKOB, NMpPEAHA3HAYEHHBIX JUIS Bcel
rpynns 1eaiocnopruHOB.

Bmecro cranpaproB MUKJIC miist onpesiesieHnst 4yBCTBUTEILHOCTH MUKPOOPTAaHU3MOB MOYKHO
UCIIOJIb30BaTh M JPYIHE XOPOIIO CTaHIapTH30BaHHBIE HOPMATHBEI, Hampumep, Hemerkoro
urcturyra cranmaptusanud DIN (Deutsches Institut fir Normung) u MexmayHapoaHbIe
pexomenmanuu  ICS  (International Collaborative Study), mno3Boastome aaeKBaTHO
UHTEPIIPETHPOBATH COCTOSHUE YYBCTBUTEIBHOCTH.

5.2. ®apmakoKMHeTHYECKHE CBOCTBA

AOGcopOnus

[Tocne opHOKpaTHOW BHYTpHBeHHOH HH(QY3uu 1 1 nedrpuakcoHa ero KOHIEHTpauus
nocturana 168,1+28,2 mr/n yepe3 30 munyt. [locne ogHOKpaTHONW BHYTpUBEHHON MHQY3UU
2 T e TpHakcoHa ero KOHIeHTpauus nocturaia 256,9+16,8 mr/a yepe3 30 munyt. Ilocne
BHYTpHBEHHOTO OoisrrocHOro BBenmeHus S00 mr u 1 r nedrpruakcona cpeaHss MaKCUMalbHas
KOHIIEHTpalusl B miazMe kpoBu coctaBmina 120 mr/m u 200 mr/mn, cootBerctBeHHo. [locie
BHYTpuBeHHOM HHPy3un 500 mr, 1 r 1 2 T nedTpuakcoHa KOHLIEHTpALUs MIpernapaTa B Iia3me
KpoBHU cocTaBuiia mpudau3utensHo 80, 150 u 250 mr/m, cCOOTBETCTBEHHO.

Pacnopenenenune
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WY OTUYETY
MY OTUET:

NpPUMEHEHUS LePTPUAKCOH OBICTPO MPOHUKAET B MHTEPCTULHMAIBHYIO JKUAKOCTb, TJE
OakTepuIMIHbIE KOHIUEHTpPAllMd B OTHOILIEHWUM UYBCTBUTEIBHBIX MHUKPOOPraHU3MOB
coxpaHsrTcs B TeueHue 24 yacoB. [locne BBemenus B no3e 1-2 r nedTpuakcoH XOpoImo
MPOHUKAET B TKAHU W KHUJAKOCTU Oopranm3ma. B Tedenue Oosee 24 4acoB ero KOHIICHTPAIIUU
HAMHOTO TPEBBIIAIOT MUHUMAaJbHbIE MOJABISIONINE KOHIIEHTpAIMKU JUIsl OOJBIIMHCTBA
B0o30ynuTenell nHdekuii 6onee yeM B 60 TKaHSIX U KUIAKOCTSX (B TOM YHCIE B JICTKHX,
cepale, JKEeTYHBIX IyTSIX, MEYEHHU, CPEOHEM yX€ M CIHU3UCTOM HOCA, KOCTSIX, a TaKXKe
CIIMHHOMO3IOBOM, IJIEBPAJIbHOW M CHHOBUAJIBHOW YKUJKOCTSAX M CEKPETE IMPEICTATEIbHON
JKEJIe3bl).

[ledTprakcoH 00OpaTUMO CBsI3BIBACTCS C albOyMHHOM. CTENEHb CBSI3bIBAHHS COCTaBISET
npuMepHo 95 % mnpu 3HAUYECHUAX KOHIEHTpauuu HedTpUakcoHAa B IUIa3Me€ KPOBU MeEHee
100 mr/n. [{ons cBsizaHHOTO ¢ OEJNKOM IUIa3Mbl KPOBH E()TPUAKCOHA YMEHBILACTCS C POCTOM
€ro KOHIICHTpAIlUW, TaK KakK CBS3bIBAHWE HACBHIIAEMO W COCTaBISIET OKoJo 85 % mpu
3HaueHUsX KoHueHTpamuu 300 mr/m.

HpOHMKHO6€HM€ 6 omoeibHble MKAHU

[ledTprakCcOH MPOHMKAET dYepe3 OOOJOYKH TOJIOBHOTO W CIIMHHOTO MO3ra (MO3TOBBEIC
0000ukn). IIpoHMKHOBeHHE HamOOJIee BBICOKO MPU BOCHAICHHH TMocienuux. CpemaHss
MaKCHUMaJbHas KOHIICHTpAIus e TPHAKCOHA B CITMHHOMO3TOBOM KHJIKOCTH AoCTUTaeT 25 %
OT KOHIIEHTpanuu IeTpHakcOoHAa B IUIa3ME KPOBH Yy TAIMEHTOB C OaKTepHAIbHBIM
MEHUHTHTOM, W TOJNBKO 2 % OT KOHICHTpPAlMH B IUTa3ME KPOBH Yy TAIMCHTOB C
HEBOCMAJICHHBIMA MO3TOBBIMU 000j109KaMu (0€3 MEHUHIHTa). MakcuMallbHas KOHIICHTPALHs
ne()TPHaKCOHa B CIIMHHOMO3TOBOM JKHUIKOCTH JIOCTHUTAeTCs 4depe3 4-0 dYacoB IOCIE €ro
BHYTPUBCHHOro BBeneHUs. lledTpuakcoH mpoxomuT uepe3 IUIAllGHTapHBIA  Oaphep.
[ledTpriakcoH B MajblX KOHIEHTpALUSAX BbLAENAETCS C TpyIHbIM MoiokoM (3-4 % ot
KOHIICHTPAIIUH B IJIa3Me KPOBH y MaTepH uepe3 4-6 4acoB MOCjIe BBEICHMS).

Buorpancdhopmarimsa

LledTpuakcoH He MojaBEpraeTcs CUCTEMHOMY METa0OIM3My, a MPEeBpAIlaeTCsl B HEAKTUBHBIE
MeTabOoIUTHI MO IEHCTBUEM KUIIIEYHOU MUKPOQIIOPHI.

OIMMUHALNUA

OOmmit Ta3MeHHbI KIUpeHce uedtpuakcona coctasiser 10-22 mu/mud. [lodyeunsrit
KJIMpeHc paBHseTcs 5-12 mia/muH. 50-60 % nedTpuakcoHa BHIBOJUTCS B HEH3MEHEHHOM BUJIE
noukamu, a 40-50 % - B HEM3MEHEHHOM BHUJE KHUIICYHHKOM. [leprnon momyBBIBEACHUS
e TPUAKCOHA COCTABIISIET Y B3POCIBIX OKOJIO 8 YacoB.

JInHelHOCTD

®dapMakoKMHETHKa [e(TpPHaKCOHa HOCUT HEIMHEHHBIH xapakTep. Bce OCHOBHBIE
(bapMaKOKMHETHUUYECKHE MapaMeTphbl, OCHOBAaHHBIE Ha OOIIMX KOHIIEHTpalMsIX Mpenapara, 3a
UCKITIOYCHHEM TepHoAa TONyBBIBECHUS, 3aBUCAT OT JO3bl M BO3PACTAlOT MEHEE YeM
MPOIOPIIMOHAIILHO €€ yBeNndeHni0. HeTmHeHOCTh XapakTepHa i (apMaKOKHHETHISCKUX
MapaMeTpoB, 3aBUCAIINX OT OOIIel KOHIIEHTpamuu IedTpUaKcoHAa B IUTa3Me KpOBU (HE
TOJIBKO CBOOOHOTO TeTPHAKCOHA), U OOBSICHSIETCS HACBHIIICHUEM CBS3BIBAHMSI TperapaTa C
OenKkaMH IIa3Mbl KPOBH.

[ToyeyHas ¥ IeUCHOYHAS HEAOCTATOYHOCTH

VY mauueHTOB ¢ HapylIeHHWeM (YHKIUH MOYEK WM MEYEHU JIETKOW WM CpelHEed CTeneHH
TSOKECTH (papMaKOKHMHETHKa [eTpUaKCcOHa U3MEHSeTCsl He3HAUMTeNbHO. J{axke y manueHToB
C TSDKEJOM IOYEYHOM HEJOCTAaTOYHOCTBhIO OTMeuaeTcs JIMIIb HeOOJIbIIoe YBEIWYCHHE
nepuoa MoxyBbIBeIeHNs (MEHee YeM B 2 pasa).
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HEAOCTATOYHOCTH MOXKET 00BACHATHCSA KOMIICHCATOPHBIM IMOBBIICHHUEM HCIIOYCYHOI'O
KIIMPCHCA B PC3YJIbTATC CHUIKCHUS CBA3bIBAHUSA C OcIKaMH I1J1a3Mbl KpOBH.

VY ManueHToB C NMEYEHOYHOW HEeIOCTaTOYHOCTHIO IMEPHOJ MOYBBIBEICHUS e TPHAKCOHA HE
YBCIUMYMUBACTCA B CBA3U C KOMIICHCATOPHLIM IMOBBIIICHHUEM IMOYCYHOI'O KJIIMPCHCA. HpI/I‘{I/IHOI\/‘I
TaKXe CIIY’)KUT YBEITMYCHUE KOHIICHTPAIUU CBOOOIHOTO IIeTPUAKCOHA B TJIa3ME KPOBH, UTO
CIIOCOOCTBYET MapaJOKCabHOMY IOBBIIICHHIO OOINEro KIMpeHca mpenaparta. Hapsay c
MIOBBIIIIEHUEM OOIIET0 KIMPEHCa TAK)KEe OTMEYAETCs YBEIIMYCHUE 00beMa pacipeieICHHUS.

JInna mosKuJioro Bo3pacra

VY mamnMeHToB cTapie 75 JIeT NEepuoJl MOJYBBIBEACHUS, B CPEJHEM, B JIBa WJIM TPU pas3a
0oJIbllIe, YeM Y B3pOCIBIX MAIMEHTOB.

CTH

Y HOBOPOXKACHHBIX JETEW MEPUO MOIYBBIBEACHUS Ie(TPHAKCOHA YBETUYEH 110 CPABHEHUIO
C IpYTMMHU BO3pAacTHBIMU TpymnnaMu. B niepBeie 14 nHEl KU3HU KOHLIEHTPALUs CBOOOTHOTO
e TpuakcoHa B IJIa3Me KPOBH MOKET OBITh JIOTIOJIHUTENFHO TOBBIIIEHA OJiarofapsi HU3KOM
KITyOOUKOBOM (DUIBTpAallMd U OCOOCHHOCTSIM CBS3BIBAHUS Ipemnapara ¢ OelKaMH I1a3Mbl
KpOBH. Y TMaLMEHTOB JETCKOIO BO3pacTa MEpUOJ IIOJYBBIBEIECHUS MEHBIIE, YeM Yy
HOBOPOXJACHHBIX U B3POCIbIX.

3Ha4yeHuUs MJIa3MEHHOTO KIMpEeHca U 00beMa pacipeaesieHus oomero neTpuakcoHa BhIIIE Y
HOBOPOXKJCHHBIX, TPYIHBIX JeTel W neTeil mumammie 12 JeT mo CpaBHEHUIO C TAaKOBBIM Yy
B3pOCJIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BCIoMoOraTe/ibHbIX BelIECTB

OTCYTCTBYIOT.

6.2. HecoBMecTHMOCTE

HedTpuakcon  ¢apmaneBTUUYECKH  HECOBMECTUM C  aMCaKpHHOM, BaHKOMHUIIMHOM,
¢bIykoHa30JI0M U aMUHOTIIHKO3uAaMu. [Ipu OAHOBpEMEHHOM MPUMEHEHUH HEOOXOIUMO UX
pa3aenbHOE BBEACHUE.

[Ipy NPUTOTOBIEHUU PACTBOPOB IePTpUAKCOHA [JIi BHYTPHUBEHHOTO BBEJEHUS HENb3s
UCIIOJIb30BaTh PACTBOPHUTEIN W pa30aBHUTEH, COJACpKAIINE KaJbI[Ui, TaKWe Kak pacTBOP
Punrepa umm pactBop XapTMaHa, U3-3a BO3MOXXHOTO OOpa3oBaHUs MPEHUIUTATOB (CM.
pasmen 4.5). OOpa3oBaHHE€ TMPEIUNUTATOB KaIbIIUEBBIX COJEH I1edTpuakcoHa MOXKET
NPOUCXOIUTh W TPH CMEIMBaHUM Tmpenapara lledTpuakcoH M KanbIUACOIEPKALIIX
pacTBOpOB TPH WCIIOJIG30BAaHUHM OJHOTO BEHO3HOTO JOCTyma. Hens3s HCmonb30BaTh
He(TPUAKCOH OJHOBPEMEHHO C KaJbIUICOAEpKAIIMMHU PacTBOpAaMH Jisi BHYTPHUBEHHOTO
BBCJICHUsI, B TOM 4YHCIIEC C MJIUTCIBbHBIMU HH(i)yBI/IHMI/I KaJ'IBI_[I/H\/'ICO)]ep)KaHII/IX pPacTBOpPOB,
HaIpuMep, IpU NMapEHTEPAIBHOM MUTAaHUM C MCHOJIb30BAaHUEM Y -KOHHEKTOpa (CM. pa3ienbl

42,4.3,4.4,45,4.8).

JlaHHBII JIeKapCTBEHHBIA Mpenapar He CIeAyeT CMEUIMBaTh C APYTMMH JIEKapCTBEHHBIMHU
npernapaTramMu, 3a UCKJIIOUYECHUEM YIIOMSIHYTHIX B paznene 6.6.
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6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

HeBckpreIThIA (hi1akoH

3 romga

ITpuroToBIeHHbBII pacTBOP

PactBOpHI HIETpHAaKCOHA, MPUTOTOBIIEHHBIE C UCTIOIB30BaHUEM BOJIBI [T nHbeKwid, 0,9 %
pactBopa Hatpusa xjaopuaa, 5 % u 10 % pactBopoB aexctpossl, 0,45 % pactBopa Harpus
xyiopuna + 2,5 % pactBopa IEKCTpPO3bl, CTaOWIBHBI B TeueHHWe 48 4 mpu KOMHATHOUN
temriepatype (25 °C) unu B TedeHue 72 4 mpu XpaHEeHUU B xojoamibHuke (ot 2 g0 8 °C).
W3menenne neta pacTBopa mpenapara OT JKEJITOBATOTO 10 CBETJIO-KOPHUYHEBOTO HE BIIUSET
Ha €ro aKTUBHOCTb U NIEPEHOCUMOCTb.

PacTBOpHI Mpenapara, MPUTrOTOBJICHHBIE C UCIIOJIb30BaHUEM 6 % pacTtBopa nekcrpaHa B 5 %
pactBope aekctpo3bl, 6 % u 10 % pacTBOpOB TIMAPOKCHUATWIKpPAXMAJA, CIEAYET
UCII0JIB30BATh TOJIBKO CBEKEMPUTOTOBICHHBIMH.

C MuKpOOMOIIOTUYECKOM TOYKM 3pEHHsS IMOJIyYCHHBI pacTBOp Ipemapara CJleayeT
UCIOJIb30BaTh HeMeajeHHo. Ecium He wucrnosnb30BaTh HEMEJIEHHO, OTBETCTBEHHOCTh 32
MPOJOKUTEILHOCTEIO M YCIOBUSIMH XpaHEHUS TIepel] HCIOJIb30BaHUEM JIGKHUT Ha
10JIb30BAaTENE.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHUTH B 3alUIICHHOM OT CBETa MeCTe MpH Temreparype He Boime 25 °C.

VYcnoBus XpaHeHuUs 110CJI€ BOCCTAHOBIIEHUS JIEKAPCTBEHHOT 0 Mpernapara cM. B pasjene 6.3.

6.5. Xapakrep u conep:kaHue NepBUYHON YIIAKOBKH

2 T JeicTBymoIero BemiecTBa Bo (iaakoHsl BMecTuMocThio 10 mi, 20 mi u3 GecuBEeTHOTO
MPO3PAaYHOTO CTEKJIA, TEPMETUYHO YKYIOPCHHBIE MPOOKAMH pPE3WHOBBIMH, OO0XaThie
KOJIMMaYKaMy aTFOMUHUEBBIMU UM KOMOMHUPOBAHHBIMH.

1 pnakoH ¢ MHCTPYKLIMEN IO TPUMEHEHHIO B MTAUYKE KAPTOHHOM.

10 ¢1akOHOB C MHCTPYKIMEN O MPUMEHEHHIO B KOPOOKE KapTOHHOIA.

Jnst cranroHapos:

- 50 ¢1akOHOB € paBHBIM KOJIMYECTBOM MHCTPYKLIMH IO IPUMEHEHUIO B KOPOOKE KapTOHHOM;

- or 1 10 50 (uiakoHOB C paBHBIM KOJIMYECTBOM HMHCTPYKLUUN MO MPUMEHEHHUIO B KOPOOKe
KapTOHHOM.

He Bce pazMepsl ynakOBOK MOTYT OBITh IOCTYIHBI JUIsl peau3alilii.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHHUYTOKEHUHM HCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mMpemapara MJIH OTXO0JA0B, MNOJYYEHHBIX TMOCJe TPUMEHEeHus!
JIEKAPCTBEHHOI0 Npenapara, u Apyrue MAaHUMYJISIIUHE C PenapaToM

HMHCTpYKIMS 10 OPUTOTOBICHUIO PACTBOPA JJISI BHYTPUBEHHOM I/IHd)V3I/II/I

2 r npenapaTta pacTBOpuTh B 40 M OAHOrO W3 CIEAYIOUIUX HH(PY3HOHHBIX PACTBOPOB,
He cojepxkaliero HoHsl kansius: 0,9 % pactBop Hatpus xsopuna, S % umu 10 % pactBop
nexctposbl, 0,45 % pactBop Hatpus xjopuaa + 2,5 % pactBop nmekctpossl, 6 % pactBop
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nekctpana B 5 % pactBope HeKCTpo3bl, 6 % |uau 10'%'%@1@ W%}Zﬁr Maha,

BoJa Jy1sl uHBeKIui. [IpogomxkurensHOCTh HHGY3HUH - HE MeHee 30 MUHYT.

WHCTpYKIMS 110 YHUYTOXKCHUIO HEHMCIIOJIL30BAHHOI'O IIpenapara WM Ipemapara  C
HUCTCKIINUM CPOKOM I'OAHOCTHU

[Tonaganue JieKapCTBEHHBIX MPENapaToOB B OKPYKAIOLIYIO CPELy IOJIKHO OBITh CBEACHO K
MuHMMYyMy. He cnenyer yrunus3upoBaTs npenapar ¢ IOMOIIBK CTOYHBIX BOJ UJIM BMECTE C
ObITOBBIMU 0TXOAaMHU. Clle[lyeT UCII0JIb30BaTh YCTAHOBJIEHHBIE CUCTEMBbl YTHIIN3ALMHU, €CIIH
OHU JIOCTYIIHBI B BallleM PErUOHE.

Ymunuzayus wnpuyee/uen

e Heo0Oxoaumo cTporo coOnoaTh CIEAYIOLUME PEKOMEHAAMH 110 UCIIONIb30BAHUIO U
YTHJIM3ALUU MIIPULIEB U PACXOTHBIX MaTepPUAJIOB.

e Urnel n IOIMpHUILIBI HEJIB3A UCITOJIB30BATH ITIOBTOPHO.

e licnoysp30BaHHBIC WIJIBI M IIIPHUIBI MOMEIIAIOT B 3aIIMIICHHBIA OT TPOKOJIOB
KOHTEHEp (EMKOCTB).

e J[aHHBIN KOHTEWHEP XPaAHAT B HEAOCTYIIHOM JUIS IETENU MECTE.

VHUUTOXXEHHUE HEHUCII0JIb30BaHHOTO npemnapara HJIK pacXOoAHbIX MATCPUAIIOB HdOJIZKHO
MMPOBOJUTHCA B COOTBECTCTBUU C JIOKAJIbHBIMU Tp€6OBaHI/IHMI/I.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA
Poccus

ITAO «Kpachapmar

660042, Kpacnosipckuii kpaii, r. Kpacnosipck, yi. 60 net Oxtsa6ps, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

7.1. IlpeacraBureib AepKaTess PeruncTPAallHOHHOIO YAOCTOBEPeHH s

IIperen3un nmoTpedUTENEN CIeayeT HAIPABIATh IO aJIPECY:

Poccus

ITAO «Kpachapmay

660042, Kpacnosipckuii kpai, r. KpacHospck, yi. 60 net Okts6ps, 34. 2.
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. JIATA TEPBUYHOM PETUCTPAIIAU (ITOJATBEPXKJIEHWS PETUCTPAILIUN,
INEPEPEI'TCTPAIIN)


mailto:s_ref@kraspharma.ru

COOTBETCTBYET 3KCTIEPTHOMY OTUETY
ot 28.08.2024 N2 18009 C- 17
Jlara nepoi perueTpart (NOCNENOBATENEHOCTE 0001)

10. JATA HIEPECMOTPA TEKCTA

OOmasi  xapakTepucTHKa JIeKapCTBEHHOro mnpemapara LledpTpuakcoH jgocTymHa Ha
UH(POPMAIMOHHOM TIOpTasic EBpa3sHiicKOro 3KOHOMHYECKOrO COi03a B HH(OPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT http://eec.eaeunion.org/
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