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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHHOIO NPEHAPATA = “002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Lledorpam, moOpomIOK ISt IPUTOTOBIICHHUS PACTBOPA JJIsi BHYTPUBEHHOT'O M BHYTPUMBIIIEYHOTO
BBeAcHUA, 250 Mr

Lledorpam, MOpoIIOK JyIsi MPUTOTOBIICHUS PACTBOPA ISl BHYTPUBEHHOI'O U BHYTPHUMBILIECYHOTO
BBeeHus, S00 mr

Lledorpam, mMoOpoIOK ISt IPUTOTOBIICHHUS PACTBOPA JJIsi BHYTPUBEHHOT'O M BHYTPUMBIIIEYHOTO
BBeACHHA, 1 T

KAUECTBEHHbBIN U KOJJUUYECTBEHHBII COCTAB

JleiicTByromee BemecTBo: e TprHakcoH HaTPHUs.

L[ed)orpaM, IOPOIIOK AJIA IPUIOTOBJIICHUA PACTBOPA AJId BHYTPUBCHHOI'O M BHYTPUMBIIIICYHOI'O

BBeneHUA, 250 Mr

Kaxnpiit haakon comepxut 250 Mr rierprakcona (B Buje e TpuakcoHa HATPHsl)
BGHIGCTBa, HAJIMYHEC KOTOPBIX CICAYCT YUUTBIBATH B COCTABEC JICKAPCTBCHHOI'O IIpCIiapaTra: HanI/Iﬁ
(cm. paznen 4.4).

I_[ed)orpaM, IOPOIIOK AJIA IMMPHUIOTOBJIICHHUA PAaCTBOpPA AJId BHYTPHUBCHHOI'O M BHYTPHUMBIIIICYHOI'O

BBeneHus, 500 mr

Kaxnpiit paakon conepxut S00Mr nedrprakcona (B Buje redrpuakcoHa HaTpHsi)
BemecTBa, HanMuue KOTOPBIX ClIEAYET YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO IIpenapara: HaTpui
(cm. pasnen 4.4).

L[ed)orpaM, NOPOHIOK JJIA INPUTIOTOBJIICHHUSA pAaCTBOPA JI BHYTPHUBCHHOI'O M BHYTPHUMBIIIICYHOI'O

BBEACHHS, 1 T

Kaxnprit hiakon comepxur 1 r nedrpuakcona (B Buae e TpuakcoHa HATPHs)

BemecTBa, HalMuue KOTOPBIX CIEAYET YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO IIpenapara: HaTpui
(cM. pazzmen 4.4).

JIJEKAPCTBEHHAS ®OPMA

[Topo1iok AJi PUTrOTOBIEHUS PacTBOPA AJI1 BHYTPUBEHHOT'O M BHYTPUMBILIIEUHOTO BBEACHHUS.
[Topomiok ot 6enoro 10 6€70r0 C KEeNTOBATHIM OTTEHKOM L[BETA.

KIMHUYECKUE JAHHBIE

. Iloka3aHus K NPUMEHEHUIO

WH(ekunn, BbI3BaHHbIE YyBCTBUTEIbHBIMU K IE€(QTPHAKCOHY BO30YIUTENISAMU:
- CETCHCa;

- MEHUHTIHTA,

- muccemuHupoBaHHoi 6ose3nu Jlaiima (11 u 111 craguu 3aboneBanus);

- nH(pEKIMI OpraHoBOPIOLIHON MOJOCTH (IEPUTOHUTA, HHPEKIINUN KETIHBIX myTen u
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eIy T0YHO-KUIIIEUHOT O TPAKTa);

- HH(EKIMI KOCTE! U CyCTaBOB;

- HHPEKIUI KOXKH U MATKUAX TKaHEH, a TaKkKe paHeBBIX WH(EKINH;

- HH(EKIUH y MaIMEeHTOB C 0CIa0JICHHBIM HIMMYHUTETOM;

- HH(EKIUI MOYeK ¥ MOYEBBIBOIAIINX TyTEH;

- HH(EKIMI IpIXaTeNbHBIX MyTel, oco0eHHO mHeBMOHNH U nH(pekuuii JIOP-opraHos;
- HH(EKIHI TOJIOBBIX OPTaHOB, BKIIIOYAsi TOHOPEIO.

[TepronepannonHast npoUIaKTUKA PA3BUTHS HHDEKITHA.

4.2. PeskuM 103MPOBAHMS U CIIOCOO MPUMeHeH st

PexxuM J103upoBaHus

Cmanoapmmuulil pescum 003Upo8aHUs.

Bzpocnwie u oemu cmapwe 12 aiem ¢ maccou mena >50 k2

[To 1-2 r ogun pa3 B cyTku (kaxnuble 24 daca). B TsokenbIX cimydasx WM Npu WHQOEKIUIX,
BO30YIUTEIM KOTOPHIX O00JaMal0T JIMIIL YMEPEHHOW YYyBCTBUTEIBHOCTHIO K Ie(TpUAKCOHY,
CYTOYHYIO 703y MOKHO YBEJIMYUBATH 110 4 T.

[TpoaomKUTENTFHOCTD JICYSHHS 3aBUCUT OT NTOKa3aHUM U TeueHus 3aboneBanus. Kak u Bcerna npu
AHTUOMOTHKOTEpaAuy, BBeJIcHHE e TPUAKCOHA CIeAyeT MPOI0JIKATh NAI[IEHTaM €lIlle B TCUCHUE
MUHUMYM 48-72 4acoB MOCJI€ HOPMAJIM3alUd TEMIIEPAaTypbl M TOJATBEPKICHUS SpaauKalluu
BO30YTUTEIIS.

OObIyHO Kypc JeueHusi coctaBiseT 4-14 aHell; mpu OCIOKHEHHBIX HHQPEKIUAX MOKET
noTpeboBaThes O0Jee MPOIOKUTENILHOE BBEACHHE.

Kypc nedyenns npu mH(EKIHIX, BEI3BaHHBIX Streptococcus pyogenes, MOHKEH COCTAaBISATh HE
Mmenee 10 mHei.

bonesns Jlaiiva

50 Mr/kr (BbICIIAst CYTOYHAS 1032 2 T) B3POCIBIM U JETSIM OJMH pa3 B CYyTKHU B TeueHue 14 nHeil.
Tonopess (BbI3BaHHAsg TEHUIWUTMHA3000pa3yIOMIMMA ¥ MEHHUIIMITHHA30HE00Pa3yOIIUMHU
HITAMMaMH)

OnHoKpaTHOE BHYTPUMBIIIEUHOE BBeeHUE 250 MT 11e() TprakCoHa B3POCIBIM MAIIUEHTaM U JIETIM
crapue 12 net ¢ maccoii Tena >50 Kr.

Ocmputii cpeonuii omum

[Ipu teyeHnn OCTPOTO CPETHETO OTUTA Y ICTEH PEKOMEHIyEeTCSl OJTHOKPATHOE BHYTPHUMBIIIICYHOE
BBe/IeHHE B J103¢ 50 mMr/kr (HO He Oosee 1 T).

B3pocibiM pekoMeHIyeTcsl OJHOKPATHOE BHYTPUMBIIIEUHOE BBeAeHHE B 03¢ 1-2 1. CornacHo
OTPAaHUYEHHBIM JAHHBIM, B TSDKEJIBIX CITy4asX Wi Mpu Hed(PPEKTUBHOCTH MIPEABIAYIIEH TepaIiH,

e TpHUaKCOH MOKET ObITh 3()(hEKTUBEH MTPU BHYTPUMBIILIEYHOM BBEJEHUH B 7I03€ 1-2 T B CYTKH B
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TeueHue 3 qHEN.

Ilepuonepayuonnas npogunakmuxa ungexyuii

B 3aBrcHUMOCTH OT CTeeHH MHPEKIIMOHHOTO PUCKa BBOIUTCS 1-2 T mieTprakcoHa OJHOKPATHO
3a 30-90 MuHyT 10 Hayana onepauuu. [Ipu onepanusx Ha TOJICTON W MPSIMOM KHUIIKE XOPOIIO
3apEeKOMEHI0BAIO ce0s1 OIHOBPEMEHHOE (HO pa3/ieibHOe) BBeleHUE 1e(TPUAKCOHA U OJJHOTO U3
S-HUTPOUMUIA30JI0B, HAIPUMEpP, OPHKIA301a.

Oco0Bble IPYIIILI MAIUEHTOB

Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu
Het HEoOXoauMoCTH KOPPEKTUPOBATH 103y Ipernapara neTpuakcoHa npu yClIOBUU OTCYTCTBHUS
HapyIeHUH (yHKIIMU TTOYEK.
Tayuenmoi ¢ HapyweHuem hyHKyuu novex
Het HeoOxo1mMocT KOPPEKTUPOBATH 103y e TPHUAKCOHA MPHU YCIOBUU OTCYTCTBUS HApYIICHUN
bynkun neueHu. CyTtouHas no3a HeTprUakcoHa HE TOJKHA MPEBBINATh 2 T JIMIIL B CIydasx
MOYCYHON HEJOCTATOYHOCTH C KIUPEeHCOM KpeaTwHWHA MeHee 10 mu/muH. lledTpuakcon He
BBIBOJAUTCS MPU TEMOJAUAIN3E WM TEPUTOHEATHHOM JHANK3€, MOATOMY BBEICHUE MAIUCHTY
JOTIOTHUTETILHOU 710361 LIeTpHUaKCOHa MOCe OKOHYAHUS JUalin3a He TpeOyeTcs.
VY manueHToB, HAXOIALIMXCS HA JUalIM3e, CyTOYHAas 7103a e TpUakCoHa He JOJIKHA MPEBhIIIATh
2T.
Tayuenmoi ¢ masicenoii noueuHou u ne4eHoYHoU HedoCMamoyHOCHbIO
IIpu couyetaHum TSHKEIOM MOYEYHOM M TNEYEHOYHOM HEIOCTATOYHOCTH CIEAYET TIIATEeIbHO
HaOM01aTh 32 A3PPEKTUBHOCTHIO M 0€30MAaCHOCTHIO0 IPUMEHEHHUS TTpenapara.
Iayuenmul nodxcunozo eozpacma
Koppekunu 1036l niegTpuakcoHa y MalMEeHTOB >65 JIeT NMpU YCIOBUU OTCYTCTBHS TSXKEION
MOYEYHON U MIEUEHOYHOM HEeJJOCTaATOYHOCTH HEe TpedyeTcs.

eTH
Hoeopoowcoennvie, epyonvie oemu u demu maadue 12 nem
[Tpu HazHaueHNM 1IePTPHUAKCOHA OJTUH Pa3 B CYTKH PEKOMEHYETCS TPUAEPKUBATHCS CIETYIOIINX
PEKUMOB J103UPOBAHUS:
- HOBOpOXJeHHBIE (0 14 mneii): 20-50 MI/Kr Macchl Tela OJUH pa3 B CYTKU; CyTOYHas J03a He
JIOJKHA MpeBbIaTh S0 MI/KT Macchl Tena;
- HOBOPOXKJEHHBIC, IPYIHBIC ACTH ¥ JICTH MIIaIIero Bo3pacta (¢ 15 aueit go 12 met): 20-80 mr/xr
MaccChl Tella OJINH pa3 B CYyTKH;
- JIeTsAM ¢ Maccoil Tena cBbiie 50 KT Ha3HA4aroT J103bl AJIS B3POCIIbIX.
HenonomenubM aeTsiM B Bo3pacte 70 41 Henenu BKIIOYUTENHHO (CyMMapHO TECTAIMOHHBIA U

XPOHOJIOTUYECKHUI BO3PACT) MpUMEHEHHE 11e(pTpHaKCOHa MPOTUBOMOKA3aHO.
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IlepTprakcoH MPOTHUBOIIOKAa3aH HOBOPOKICHHBIM (§28: Q{Eéﬁ?@&ﬁﬁﬁ%@%a&ﬁd&r& "

OpPENoiIaracTcsi BHYTPUBEHHOE JICUEHHE KalbIMHCOACPKAIMMH DPACTBOPAMHM, BKIIOUYAs
IPOIOJDKUTEIIBHBIC KaNbIHIcoAepIKaIIue NH(PY3UH, HApUMEp, IPYU NapeHTEepaTbHOM MUTAHUU
U3-3a pUCKa 00pa30BaHMs MPELUIIMNTATOB KAJIbIUEBbIX COJel nedTpuakcoHa (cM. paszaen 4.3).
['pyaHBIM A€TAM U AETAM B Bo3pacTe A0 12 j1eT BHyTpUBEHHBbIE 1035l B 50 MI/KT WJIH BBILIE CIETyET
BBOJIUTh BHYTPHBEHHO KareJIbHO B TedeHue He MeHee 30 MuHyT. HOBOpOKIeHHBIM BHY TPUBEHHOE
BBEJICHUE CJIeNyeT MPOBOJUTH B TeueHHEe 60 MUHYT, YTOOBI CHHU3HUTH MOTCHLUUAIBHBIA PUCK
pa3BUTHs OMIIMPYyOMHOBOM SHIeDamonaTuu (cM. pasnenst 4.3 u 4.4).

Menuneum

IIpu OaxkTepuanbHOM MEHUHIHUTE Y TPYIAHBIX AETed M JAeTed MIaJAlero Bo3pacTa JIEYEHUE
HaunHAtOT ¢ 70361 100 mr/kr (Ho He Gonee 4 r) oguH pa3 B cyTku. [locne uneHTH(UKanUN
BO30yAUTEINS U ONIPEEIICHHUS €r0 YyBCTBUTEIBHOCTH /103y MOXHO COOTBETCTBEHHO YMEHBIIUTb.
Haunyumme — pesynbraTbl IpU  MEHMHIOKOKKOBOM ~ MEHHMHTUTE  JOCTHTINCh  IIpU
HPOJIOJKUTEIBHOCTH JICYCHUS B 4 JIHS, IPU MEHUHTHTE, Bhi3BaHHOM Haemophilus influenzae —
6 nueii, Streptococcus pneumoniae - 7 aHei.

Cnoco6 IIPUMCHCHUA

BHyTpHBEHHO, BHYTPUMBILIEYHO.

Brympumviuweunasn unvexyus

[TpurotoBneHHsbIil pacTBop mpenapara Llegorpam BBOAAT TiIyOOKO B TOCTATOYHO OOJBIIYIO
MbllIy (sroauiyy). Pexomenayercst BBOauTh He Oosiee 1 © B OAHY U Ty ke Mbluiy. Pactsop,
coJIep KAl JTMI0KauH, Hellb3sl BBOAUTh BHYTPUBEHHO (cM. pazjen 4.3).

Brympusennas unvexyus

[TpurotoBneHHsIl pacTBOp npemnapara Lledrpruakcon BBOAAT BHYTPUBEHHO MEAJIEHHO B TEUEHUE
5 MUHYT, IPEANIOYTUTENBHO B KPYIIHYIO BEHY.

Brympusennas ungyszus

Buyrtpusennast unpy3us nomkHa JuThesa He MeHee 30 MUHYT.

['pyiHBIM 1€TAM U 1€TSAM B Bo3pacTe A0 12 neT BHyTpUBEHHBIE 1035l B 50 MI/KT WM BBILIE CIEAYET
BBOJWTH BHYTPUBEHHO KalleIbHO B TeueHUe He MeHee 30 MUHYT.

HoBOpo>kIeHHBIM BHYTPUBEHHOE BBEJIECHHUE CIelyeT MPOBOJIUTH B TeueHue 60 MUHYT, 4TOOBI
CHU3UTH NOTEHIUAIBHBIN PUCK Pa3BUTUS OMIIMPYOHMHOBOM HHIIE(aTONaTHH.

[Ipy npUrOTOBIEHUH PACTBOPOB IepTpUAaKCOHA Ui BHYTPHUBEHHOIO BBEAECHHUA U HX
MOCJIEAYIOLETO Pa3BEICHUS HEb3s MCIO0Ib30BaTh PACTBOPUTEIH, COJEPKALINE KaIbLUil, TAKUE
Kak pacTBop Punrepa mim pactBop XapTMmaHa, U3-3a2 BO3MOKHOTO 00pa30BaHUs MPELUITUTATOB.
O06pa3oBaHre NPEeUUITUTATOB KaJbLIUEBbIX COJIEH e TpuakcoHa MOXKET TaKKe MPOUCXOIUTh pU

BHYTPHUBEHHOM BBEJIEHUH LIe()TPHUAKCOHA U KaIbLIUHCOAepPKALIUX PACTBOPOB IPHU UCIIOJIB30BaHUU
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KaIbIIUHCOIEPKAIIMH PACTBOPAMH JJIsS BHYTPUBEHHOTO BBEJICHUS, B TOM YUCJIE C JUTUTEILHBIMU
WHQY3UIMU KaJTBIUHACOICPIKANINX PACTBOPOB, HAMPUMEp, MPHU MapEHTEPATLHOM MUTAHUH C
HCITOJIb30BaHuEeM Y -KOHHEKTOpa (cM. pazaeinsl 4.3, 4.4 u 6.2).

He nmocrynamno cooOmeHwidi O  B3aMMOACHUCTBHHM  IeTpHAKCOHA UM MEPOPATBHBIX
KaJbIIUICOIEPIKAIINX TIPETapaToB WK B3aUMOJICHCTBUY IePTpUaKCOHA JIJISI BHYTPUMBIIIEYHOTO
BBEICHUS M KaJbLUHCOACPKAIIMX IpernaparoB (A7 BHYTPUBEHHOTO WJIM TEPOPAIHLHOTO
MIPUMEHEHUS ).

WHCTpYKIIMM TIO TPUTOTOBJICHHIO (PacTBOPEHHIO) JIEKAPCTBEHHOI'O TIpenapara Iepen
IIPUMEHEHUEM CM. B pazzeine 6.6.

4.3. IIpoTuBONIOKA3aAHUSA

I'unepuyyBCTBUTEILHOCTD

['MnepyyBCTBUTENLHOCT K HEPTPUAKCOHY WJIM K JHOOOMY M3 BCIIOMOTATEIIbHBIX BEIICCTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

['urepuayBCTBUTEIHHOCTD K TIe(aTIOCTIOPUHAM.

Tspxenble peakiuy THIEPYYBCTBUTEILHOCTH (HAPUMEp, aHAPHIAKTHICCKUE PEAKIINH) K IPYTUM
OcTa-TaKTaMHBIM aHTHOMOTUKAM (TTICHUIIMJIMHBI, MOHOOAKTaMbI ¥ KapOareHeMbl) B aHaAMHE3€.

HenoHonieHHwle 1eTn

Henonomennbim ieTsiM B Bo3pacte 10 41 Hepenu BKIIOUYUTENIBHO (CyMMapHO IeCTallMOHHBIN U
XPOHOJIOTUYECKUI BO3PACT) MPUMEHEHHE 11e(pTpHaKCOHA MPOTUBOMOKA3aHO.

JIOHOIIIEHHBIE HOBOPOKICHHBIE (<28'I[H€BHOI‘O BO3DaCTa)

e TunepOunupyOuHemMus, KelATyxa WU aluji03, TUIIOATbOYMUHEMHUS Y HOBOPOXKJIEHHBIX
(uccnmemoBanus iN Vitro mokasaiu, 4To nepTPHAKCOH MOXKET BBITECHSTh OMIHPYOHH U3
CBA3M C CBIBOPOTOYHBIM aJbOYMHUHOM, TOBBIIIAs PHUCK Pa3BUTHS OUIUPYOHMHOBOM
SHIIEpATONATHH Y TAKUX MAIUEHTOB).

e Buympugennoe  6sedeHue  Kanvyuticooepicawux — pacmeopos.  HOBOPOXIEHHbIE
(<28 nHeil), KOTOPBIM YK€ HA3HAUCHO WIIM TPEAINOJaraeTcsi BHYTPHUBCHHOE JICUCHHE
KaJbIUICOEpKAIIMMH PACTBOPAaMH, BKIIIOYAs MPOJAOKUTEIbHBIE KAbIUHCOIEpIKaIIHe
uH(pYy3UU, HANpuUMep, NpH MapeHTepaIbHOM NHTAHUM, U3-3a pPHUCKAa 00pa3oBaHUS
MPEIUITUTATOB KAJIBIMEBBIX coyiel 1edTpuakcona (cMm. pasnenst 4.2, 4.4, 4.5, 4.8, 6.2).
Onucanbl OTACJIBHBIC (i)aTaJ'II)HI)Ie ciydyan 06p330BaHI/I$I IpEeHIUIINTATOB B JICTKHUX M ITOYKAX
Yy HOBOPOKICHHBIX, MOTYYaBIIUX Ie)TPHAKCOH BHYTPHUBEHHO M KAIbIIMKACOAEPIKAIIUE
pacTtBopbl. [Ipu 3TOM B OTHEIBHBIX CIydasx ObLT UCTIOIB30BaH OJUH BEHO3HBIN JOCTYII, U
o0pa3oBaHWe TMPEIHIIUTATOB HAOJIOMAIOCh HEMOCPEACTBEHHO B  CHUCTeME IS

BHYTPHUBCHHOT'O BBEACHHA, TAKIKEC OIMMCAaH, KaAK MUHUMYM, OAWH cnyqaﬁ CO CMEPTCIIbHBIM
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e TpHaKCOHa BHYTPUBEHHO W KaJIbLUKCOJEPKAIUMX pacTBOpPoB. I[lomoOHBIE citydan
HaOJII0JAINCh TOJIBKO Y HOBOPOKIEHHBIX (CM. pa3zzen 4.8).
Jlunokann
[lepen mnpoBedeHHEM BHYTPUMBIIIEYHOW HWHBEKIUU [ePTpUAKCOHA C HCIOJIB30BaHUEM
JTUI0KaWHA HEOOXOIUMO WCKJIIOYHUTh HAJUYHhe IPOTHUBOIMOKA3aHUU K JUIOKAWHY, KOTOPBIC
NPHUBEICHBI B UWHCTPYKIMH 1O MEIUIMHCKOMY NPHMEHEHHUIO JHJO0KauHa. PacTBOpEI
e TpraKkcoHa, CoJAeprKallue JUI0KauH, HeJIb3sl BBOJUTh BHYTPUBEHHO.
4.4,  Oco0Oble yka3aHusi 1 MepPbI MPEJOCTOPOKHOCTH MPHU MPUMEHEHU U

C 0CTOPOKHOCTBLIO

Hersxenble peakiuu TUNEPUYYBCTBUTEIBLHOCTH K JAPYrdM OeTa-JaKTaMHBIM aHTHOMOTHKAM
(MeHUITMIUIMHBI, MOHOOAKTaMbl M KapOarieHEMbI) B aHAMHE3e.

Oco0ble yKazaHus

Peaxyuu eunepuyecmeumenvrocmu

Kak u mpu nmpumeHeHHH Apyrux OeTa-JTaKTaMHBIX aHTUOMOTHKOB, OBUTH 3aperuCTPUPOBAHBI
Cepbe3HbIC PEaKIMU TUIIEPUYBCTBUTEIBHOCTH, B TOM YHCJIE CO CMEPTEIbHBIM HCXOAOM (CM.
pasnen 4.8). Peakiuy runepuyBCTBUTENIBHOCTH TaKKe€ MOTYT MPOTPECCUpPOBATh 10 CHHIIPOMA
KoyHuca - cepbe3Hoii alieprudeckoil peakiim, KOTopasi MOKET MPUBECTH K HH(PAPKTy MUOKapAa
(cm. pazmen 4.8). Ilpu pa3BUTHM TSKEIOM peaKIMU THUIIEPYYBCTBUTEIBHOCTH TEPAIMIO
He(pTPUAKCOHOM HEOOXOTUMO HEMEIJCHHO OTMEHHUTh U TIPOBECTH COOTBETCTBYIOIIUE
HEOTJIOKHBIE JieyeOHble MeponpusaTus. [lepen HayamoM Tepanuu 1eTpUaKCOHOM HEOOXOIUMO
YCTaHOBHTH, HAOIIOJAITUCH JIM y TIAIIMEHTAa PEaKIMH TUIIEPIYBCTBUTEILHOCTH K HEPTPHAKCOHY,
nedarocopuHaM WM TsDKEITbIe PEaKIUU THIIEPYYBCTBUTENFHOCTH K APYTHM OeTa-TaKTaMHBIM
aHTHOMOTHKAM (TMEHULWIMHBI, MOHOOAaKkTaMbl W KapOareHeMbl) B aHamHe3e. HeoOxomumo
coOII0/IaTh  OCTOPOXKHOCTh NPU NPUMEHEHHMH Ie(TpHaKCOHa Yy MAlMEHTOB C HETSKEIbIMU
PEaKIMsIMH TUTIEPYYBCTBUTEIFHOCTH K IPYTHM O€Ta-JIakKTaMHBIM aHTHOMOTHKaM (TIEHUIIAIUTNHBI,
MOHOOaKTaMbl U KapOarieHeMbl) B aHaMHE3€.

[Ipy npumeHeHun uePTpUAKCOHA OTMEYAIUCH TSKEIble KOXHBIC HEKeJaTelbHbIE peaKIHH
(cungpom CruBeHca-J[koHcoHa wuaM cuHApoM Jlalenna/TOKCHYEeCKUH — SNUAepMaIbHBIN
HEKPOJIM3) ¥ JICKapCTBEHHAS peakius ¢ 303uHoduineit u cucremubiMu cumntomamu (DRESS),
KOTOPBIE MOTYT OBITh JKU3HEYTPOXKAIOIIIMH HITH (DaTaIbHBIMU; OJJHAKO YaCTOTA TaHHBIX SBJICHUN
HeusBecTHa (cM. pazzaen 4.8).

I'emonumuueckas anemus

Kak u npu nmpuMeHeHHH ApYrUX 1e(aJoCOPHHOB, MPH JICYCHUH Ie(PTPHAKCOHOM BO3MOKHO

pa3BUTHE AyTOMMMYHHOH TE€MOJINTUYECKOM aHEeMHUHU. 3aperucTpUpOBaHbl ClIydau TsDKEIOU
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Pa3BUTHH Y MALMCHTA, HAXO/IAIIECrOCs Ha JIEYEHUH 1e(hTPHAKCOHOM, aHEMHHU HEJTb3sT UCKITIOUYNTh
JMarfo3 1edasocmopruH-aCCOIMUPOBAHHON aHEMHH W HEOOXOJMMO OTMEHHTHh JICUCHHE JI0
BBISICHCHUS IPUYHHBI.

Huapes, svizéannas Clostridium difficile

Kak ¥ 1pu nprMeHEHHH OOJIBINMHCTBA APYTHX aHTHOAKTEPHAIbHBIX IPENapaToB, MPH JICYCHUH
e TPUAKCOHOM 3aperuCTPUPOBAHBI CIydan pa3BuTHs auapeu, BbizBanHoit Clostridium difficile,
Pa3INUYHOMN CTETEHH TSHKECTH: OT JISTKOW THaper 0 KOJINTa CO CMEPTEIIbHBIM HCX010M. JledeHue
AQHTHOAKTEPUAILHBIMKA  MpErapaTaMd  MOJABISACT HOPMAIbHYIO  MHKPOQIOPY  TOJCTOTO
kumieunuka u nposorupyer poct Clostridium difficile. B cBoro oyepenp, 3TOT maToreHHbIi
MHKPOOPIaHu3M 00pa3yeT TOKCHHBI A 1 B, KOTOpbIE SBJISAIOTCS (haKTOpaMH ITaTOreHe3a AUape,
sei3BanHOi Clostridium difficile. Ee mrrammbl, runepnpoaylupyone TOKCUHBI, SBIISIOTCS
BO30yIUTEISIMA HMHQPEKIMHA C BBICOKMM PHCKOM OCJOXKHEHHH M CMEPTHOCTH BCJIEICTBUE
BO3MOXKHOU MX YCTOMYMBOCTH K AHTUMHKDPOOHOM Tepamui, JIeYeHHE K€ MOKET MOTpeboBaTh
KoJPKTOMHU. Heo0X0IMMO TOMHHTE O BO3MOKHOCTH pa3BUTHs Auapeu, BbizBannoi Clostridium
difficile, y Bcex mamueHToB ¢ auapeeil mocie aHTHOHOTHKOTepanud. HeoOXoaum TiaTe bHbIiA
cOop aHamHe3a, T.K. OTMEUCHBI ClTyyar BOSHUKHOBEHUs Auapeu, BeizBanHoi Clostridium difficile,
cyctss Gojiee deM 2 Mecsma IOCjie Teparndd aHTHOAKTEepHAIbHBIMH IIperapartamu. I[lpu
NOJO3PCHUM WJIM TOATBepKJAcHUU uapen, BbizBanHoit Clostridium difficile, Bo3moxHO
notpedyeTcst OTMEHa TeKyIIei, He HanpasaenHnoi Ha Clostridium difficile, antnbuorukorepanuu.
B COOTBETCTBHM C KIMHUYECKUMH TOKA3aHUSIMH JODKHO OBITh HA3HAYCHO COOTBETCTBYIOIIEE
JIEYEHUE C BBEICHUEM XXHMIKOCTH M 3JIEKTPOJHUTOB, OEIKOB, aHTHOMOTHKOTEPAITUS B OTHOIIEHUH
Clostridium difficile, xupyprudeckoe nedenue. Henmb3si mprUMEHSTH JEKapCTBEHHBIE CPEICTBA,
TOPMO3SIINE MEPUCTATBTUKY KUIICUHUKA.

Cynepunghexyuu

Kak W mnpu Jed4eHWH IPYrUMH aHTHOAKTEPUAIBHBIMH IpErapataM, MOTYT pPa3BHBAThCS
cynepuHQpeKInH.

Ob6pazosanue npeyunumamos Kaibyuesou coiu yepmpuakcona

[Tocne mnpuMeHeHUs 1eTPHAKCOHA, OOBIYHO B J03aX, MPEBBIIIAIONIMX CTaHIAPTHO
pekomennoBanHbie (1 T B cyTKH 1 60JIee), IPH YIBTPAa3ByKOBOM MCCIIEI0BAHNH KETUHOTO MY3hIPs
BBISABJSUIMCH TIPEMITATATHI KAIbIUEBON COMM HeTpHaKCOHa, 00pa3oBaHHe KOTOPHIX Hanbolee
BEPOSTHO Yy TAIMEHTOB JETCKOrO BO3pacTa. IIpenumMTaThl PEaKo aloT KaKyo-Iu0o
CHMITTOMATHKY M HCUYE3at0T MMOC/Ie MPEKPAICHNs WK 3aBEPIICHUS JeUeHUs e TprakconoM. B
clly4ae, €ClId 3TH U3MEHEHHUS CONMPOBOKIAIOTCS KIMHUYECKOW CHMIITOMATHKOMN, PEKOMEH/IYETCS

KOHCCPBATUBHOC HEXUPYPIUYCCKOC JICYCHUE, a PCUHICHUC 00 oTMEeHe nmpemnapara OCTaBJISACTCA HA
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pHcCKa.

Hecmotpss Ha Hanuume AaHHBIX 00 00pa30BaHWM BHYTPUCOCYIUCTHIX MPELUIUTATOB TOJIBKO Y
HOBOPOX/ICHHBIX MNpPU NPUMEHEHHH LEe(PTPHAKCOHA W KaJbIUHCOAEPKAIMX WH(PY3NOHHBIX
pPAacTBOPOB WJIM JIOOBIX IPYTUX KaJbLUICOAEPXKAIIUX IMPErnapaToB, HEPTPUAKCOH HE CIECTyeT
CMeIIMBaTh WM  Ha3HayaThb JETAM M B3pPOCIBIM  TalMEeHTaM  OJHOBPEMEHHO C
KaJIbIMHACOEPKAIUMI HH()Y3MOHHBIMH PAaCTBOPAMH, AK€ HCIIONb3YSl PAa3JIMYHbIC BEHO3HBIC
JOCTYIIBI (CM. pasnensl 4.3, 4.5, 4.8).

Tlankpeamum

Y manuMeHTOB, TMONyYaBHIIMX Ie(TPHAKCOH, ONHCAHBI pEIKHe Cllyyad [aHKpeaTuTa,
Pa3BUBABILIETOCS, BO3MOKHO, BCIICACTBUE OOCTPYKLIMH JKEITYHBIX IMyTeH. Y OOJIBIIMHCTBA U3 3TUX
NalMEHTOB YK€ JI0 Ha3HayeHUs 1e(TpuakcoHa MMENHCh (aKTOPbI PHCKa 3aCTOSI B KEITUHBIX
NyTsX, HalpuMep, paHee NPOBOAMBLIASACS Tepamus, TKeIble 3a00JIeBaHUS U TOJHOCTHIO
napeHTepanpHoe nutanue. [Ipu 3ToM Heb3s UCKITIOYHUTH IMYCKOBYIO WIIM KO(QAKTOPHYIO pOJib B
pPa3BUTHH TAaHKpPEAaTUTa MPEIHUIIUTATOB, O0Pa30BABIIMXCA B JKEIYHBIX IMyTAX IOJ BIUSHUEM
nedrpuakcona.

Monumopune ananusa kposu

[Tpu ATUTETFHOM JIEYEHUH CIIEYET PETYISIPHO MTPOBOIUTH MOJIHBIA aHATIN3 KPOBH.

Peaxyus Apuwa-I'eprceetivepa (JHR)

Y HEKOTOPBIX MAMEHTOB ¢ MH(EKIMel, BHI3BAHHON CITUPOXETaMH, MOXKET Pa3BUTHCS PEAKIIUS
Slpumia-T'epkcereiivepa (JHR) Bckope mocie Hauanma tepanuu nedrpuakconom. JHR 06braHO
SBIISIETCS CaMOOTPAHMYUBAIOIIMMCST COCTOSTHUEM WM MOKET KOHTPOJIHPOBATHCS C MOMOIIBIO
CHUMIITOMAaTHYECKOTO JieueHHs. Tepamuio aHTHOMOTMKOM HE CleQyeT TMpeKpamarh Ipu
BO3HUKHOBEHUH JTAHHOH peaKIH.

Bnusinue na pezynomamol 1a00pamopHbix u Opyeux OUASHOCMUYECKUX UCCIe008AHUL

[Tpu nevyennu 1eTPUAKCOHOM MOTYT OTMEUAThCS JIOXKHOTIOJIOKHUTEIBHBIE Pe3ylbTaThl MPOOBI
Kym6ca.

Kak u apyrue aHTUOMOTHKH, IEePTPHUAKCOH MOXKET AABATh JIOKHOMOJIOKUTEJIBbHBIA pe3yabTaT
npoObl Ha rajakTo3eMHI0. JIOKHOMONOXKUTENBHBIE Pe3yJIbTaThl MOTYT OBbITh MOJYYEHBI U MPHU
OTIpENIeICHUN TJIOKO3Bl B MOYe HE(EPMEHTHBIMH METOJaMH, IO3TOMY B XOJIe TEparuu
ePTPUAKCOHOM TITFOKO3YPHIO HYXKHO OIPEEISATh TOJIBKO ()ePMEHTHBIM METOIOM.
LledTprakcoH MOKET BBI3BIBATh HEJTOCTOBEPHOE CHUKEHUE [TOKa3aTeNe IITMKEeMHUH, TOTYyYSHHbIX
C TIOMOIIBI0 HEKOTOPBIX YCTPOHCTB MOHUTOPUHTA COJIEP>KAHMSI TITFOKO3bI B KPOBH (CM. yKa3aHHS
B PYKOBOJICTBE IO MPHMEHEHHIO HCIOJIB3yEeMOTO yCTponcTBa). IIpn HEOOXOTUMOCTH ciemyeT

HCII0JIB30BAaTh AJIbTCPHATUBHBIC CIIOCOOBI OIPECACIICHUS I'TTFOKO3bI B KPOBH.
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CMEPTHOMY OTUETY

[Mpenapat comepxut Hatpuil. B 250 Mr nedrpuakcona coiepkurcs menee 1 mmoub (23 Mr)
HATpHUs, TO €CTh, MO CyTH, He coaepkutcs Hatpua. B 500 Mr nedrpuakcoHa coaepK HUTCA
1,8 MMouib (42 Mr) HaTpHs, 4TO SKBUBAIEHTHO 2,1 % oT pekomennoBanHoro BO3 MakcumanbHOTO
CYTOYHOI0 OTPeOIeHUS HATPUS AJisl B3pociioro, paBHoro 2000 mMr. 1o He0OX0IMMO YUUTHIBATh
HalyreHTaM, HaXOIAIIMMCS Ha JIMEeTe C OTPAHUYCHUEM ITOCTYIUICHUS HATPHUSI.

eTu
bezonacHocTh U 3P peKTUBHOCTD HEe(TPHAKCOHA Y HOBOPOXKICHHBIX, IPYAHBIX AETeld U JeTei
MJIQJIIIET0 BO3pacTa ObUIM OMNpeAeNeHbl s J03UPOBOK, OMNHMCAHHBIX B pasnaene 4.2.
HccnenoBanust TOKa3ald, 4YTO MOJOOHO JpyruM mnedanocnopuHaM HePTPUAKCOH MOXKET
BBITECHATh OWIMPYOMH M3 CBSI3M C CBIBOPOTOYHBIM anbOymuHOM. lledTpuakcon Henmb3s
MPUMEHSTh Y HOBOPOXKACHHBIX, OCOOCHHO y HEJIOHOIIEHHBIX, Y KOTOPHIX €CTh PUCK PAa3BUTHS
OounupyOuHoBoOH 2HIIeanonatuu (cM. pa3aen 4.3).
4.5. BzaumojeiicTBe ¢ [JPYrMMH JeKapCTBEHHbIMH TMpenapaTaMd M Jpyrue BHJbI

B3aMMO/EHCTBHA

[Ipy oqHOBpEMEHHOM MPUMEHEHUH OONBIINX 103 Le(PTPHAKCOHA U «IETIIEBBIX» IUYPETHKOB
(manpumep, ¢pypocemuia) HapyueHUi GyHKIUU MTOYEK HE HAOJII01aJI0Ch.
HMmeroTcss TpOTHBOPEYMBHIE JaHHBIE O BEPOSATHOCTH TMOBBIIICHUS HEPPOTOKCHYHOCTU
AMHHOTIIMKO3H/IOB TPH UX MPUMEHEHUH C 11e(haTOCTIOPHHAMH, T03TOMY HEOOXOMMO MTPOBOIUTH
MOHHUTOPHHT TTOYEYHON (PYHKIIMH U KOHIEHTPALIUU aMHHOTJIMKO3UJIOB B KPOBH.
VYnorpebnenue  alkoroyis — mocie  BBEAEGHHUS  LE(PTPUAKCOHA  HE  CONPOBOXKIAIOCH
nucynbupamononoonon peakinuen. [ledprpuakcon He comepxkuT N-METUATHOTETPA30IBHOMN
TPYyMIIBI, KOTOpas MoOria Obl BBI3BAaTh HEMEPEHOCHMOCTh 3TaHOJIA M KPOBOTOYMBOCTH, UTO
OPUCYIIIE HEKOTOPhIM JApyruM IedanocrnopuHaM. [IpobGeHenua He BiMsIET Ha BBIBEACHUE
e TpruaKcoHa.
bakTepuocratnueckre aHTHOMOTHUKH CHIDKAIOT OaKTepUITMAHBINA 3 (PeKT nedTpuakcoHa.
[Tokazan cuHEpPru3M MeX1Iy IeQTPHAaKCOHOM M aMWHOTJIMKO3WIAMH B OTHOIICHHHM MHOTHX
rpaMOTpULIaTeNbHBIX OakTepuil. HecMoTps Ha TO, 4TO TOBBIIIEHHAS 3()PEKTUBHOCTh TaKHX
KOMOMHAIMI He Bcerja mpejackasyema, ee CleJyeT UMEThb BBHUJY NPH TSDKENbIX, YIPOKAIOIINX
XKHU3HU MHDEKIHSIX, HApUMep, BhI3BaHHBIX Pseudomonas aeruginosa.
In vitro 611 0OHAPYKEH aHTATOHU3M MEKIY XJI0paM()EHUKOIOM U e TPHAKCOHOM.
[Tpu mpuMeHeHNH aHTaroHHcTOB BuTamuHa K Ha ¢doHe Tepanuu me@TpuakCOHOM IMOBBIMIAETCS
puck kpoBoTeueHHs. ClieyeT MOCTOSHHO KOHTPOJIMPOBATh MapaMeTphbl CBEPTHIBAHUS KPOBH U
pY HEOOXOAMMOCTH KOPPEKTHPOBATH JI03Y aHTArOHUCTOB BUTaMHHA K Kak B X0/ie, Tak U 1Mociie

OKOHYAHUS TEPAMUH ePTPUAKCOHOM.



COOTBETCTBYET 2K
ot 18.08.2025 N= 20468

[Ipy mnpuroTOoBIEHWH pPACTBOPOB IePTpUAKLOHA I[J'i];ll I:II;H%%PTJ(EQH_BIEEIHJ}&H' I:II?I'I:' ux

MY OTUETY

MOCJIEAYIOLErO Pa3BEICHUS HEJb3s UCIOJIb30BaTh PACTBOPUTEIH, COAEPKALLUE KAIbLIUI, TaKHUE
Kak pactBop Punrepa mim pactBop XapTmaHa, M3-3a BO3MOKHOTO 00pa30BaHUs MPELUITUTATOB.
O0pa3oBaHre NPEeUUITUTATOB KaJbIMEBbIX COJICH e TpuakcoHa MOXKET TaKkKe MPOUCXOIUTh MPU
BHYTPHUBEHHOM BBeJICHUU LIe()TPUAKCOHA U KAIbLIUICOAepKAIIKUX PACTBOPOB MPHU UCIIOJIb30BAHUU
OJTHOTO BEHO3HOro nocrtymna. Henb3s BBOAUTH HEe()TPUAKCOH BHYTPUBEHHO OIJHOBPEMEHHO C
KaJIbLIUICOIEPKAILIMMH PACTBOPAMH JJIsl BHYTPUBEHHOT'O BBEJIEHUS, B TOM UHUCIIE C JUINTEIbHBIMU
MHQY3UIMH KaJIbLIUACOEPIKALIUX PAaCTBOPOB, HAMpPUMEp, MPHU MapeHTEpaIbHOM IHUTAHUU C
UCIIONIb30BaHUEM Y-KOHHeKTopa. Jlyis Bcex TIpynm MalMeHTOB, KPOME HOBOPOXKICHHBIX,
BO3MOYKHO TIOCJIEJIOBATEIIbHOE BHYTPHUBEHHOE BBEJCHUE IE(PTPHAKCOHA U KAIbLIUHCOASPIKALIIX
pacTBOpOB TNpU TIIATEIBHOM TPOMBIBAHMM HH(QY3UOHHBIX CHCTEM MEXIY BIMBAHUAMH
COBMECTHUMOM JKUAKOCTBIO. MccemoBanus in VItro ¢ UCmob30BaHHEM IIa3Mbl KPOBH B3POCIIOTO
YeloBeKa M IJIa3Mbl MyMOBUHHON KPOBU HOBOPOXKJIEHHOTO CBHJIETEIIBCTBYIOT O MOBBIIIEHHOM
pHucKe 00pa3oBaHMs KaJbIIMEBBIX COJIEH e(TpPUAaKCOHA y HOBOPOXKACHHBIX (CM. pasznensl 4.2 u
4.3).
4.6. ®epTUIBHOCTDH, 0€PEMEHHOCTH M JIAKTAIUSA
bepemeHHOCTD
[ledTpriakcOH NpOHUKAET uepe3 IUIalleHTapHbIH Oapbep. be3omacHocTh NpuMEHEHHs INpU
OepeMEeHHOCTHU Y JKEHILUH HE YCTaHOBIJIEHA. /[oOKIMHUYECKUE UCCIeI0BaHUSl pENPOIYKTUBHOCTH
HE BBISBUIU SMOPHOTOKCHYECKOTO, (PETOTOKCHYECKOTro, TePaTOreHHOro ACHCTBHS WM IPYTHX
HeOnaronpusATHLIX 3(QeKToB mpenapara Ha MIOAOBUTOCTh CAMIIOB U CaMOK, IPOLECC POJIOB,
NepUHaTaIbHOE WM MOCTHATabHOE pa3BuTHE Iioaa. [Ipu 6epeMeHHOCTH, 0COOEHHO B MEPBbII
TPUMECTp, CIeAyeT Ha3HayaTh TOJIKO IO CTPOTMM [OKa3aHWsIM, IpPH YCIOBHUH, 4YTO
IperoaraeMas 1oJib3a JUisl MaTepy MPEBbIAET OTEHIUAIBHBIN PUCK JUIA IIJI0/A.
JlakTanus
B ManbIx KOHLEHTpauusax 1edTpuakcoH MomajaaeT B IpyAHOE MOJIOKO. ManoBEepOSTHO BIIMSHUE
e TprakcoHa Ha peOeHKa, HaXOAIIErocs Ha IPyJHOM BCKApMIIMBaHHUM, IPU €ro MPUMEHEHUU
MaTepPbIO B TEPANIEBTUUECKUX 103aX. TeM He MEHee, HEllb3sl HCKIIIOUNTh PUCK Pa3BUTHUS TUAPEH,
I'pUOKOBBIX MH(EKIUH CIM3UCTHIX 000J0YEK M PEeaKUMi T'MIIEpPYYBCTBUTEIBHOCTH Y peOCHKa.
HeoOxoaumo nmpekpaTtuTh rpyJHOE€ BCKapMIIMBaHHE WIIM MPEKPATUTH/BO3JIEPKATHCS OT TepaIuu
ne(TpUAKCOHOM, MPHUHUMAasi BO BHUMAaHHE MPEUMYIIECTBAa TI'PYAHOrO BCKapMIMBAHUS IS
peOeHKa 1 MOJIb3y TEePAIuH JUIsl MaTepH.
4.7. BiusinMe Ha CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMM CpeACTBAaMH U padorath ¢
MeXaHu3MaMHu

Het naHHBIX, CBUIETENBCTBYIONIUX O BIMSHUU IIeTPUAKCOHA HA YIpPaBJI€HUE TPAHCIOPTHBIMU
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CIIeyeT COO0IaTh OCTOPOKHOCT MIPH YIPABICHUU TPAHCIIOPTHBIME CPEACTBAMH U paboTe C
MEXaHU3MaMH B CBSI3M C BO3MOXHOCTHIO BO3HMKHOBEHHUSI TOJOBOKPYXKEHUS M JPYTUX
HE)KeJaTeJIbHbIX PeaKIMii, KOTOPbIE MOTYT BIIMATH Ha CIIOCOOHOCTH YHPABIATh TPAHCIOPTHBIMU
CpelCcTBaMU, MeXaHU3MaMu (cM. paszzen 4.8).

4.8. HexenatejbHble peakuu

Pesrome npoduiist 6e3onacHocT

Haunbonee vacTeIMH HeEXeNlaTeIbHBIMU p€akuusaMu, 3apCruCTpupoOBaHHbBIMH Ha (1)OHC TCpamnun
I_Ie(l)TpI/IaKCOHOM B KIMHHYCCKHX HCCICOOBAHUAX, SABIIAIOTCS SOBI/IHO(bI/IJ'II/Iﬂ, HeﬁKOHeHHﬂ,
TpOM60L[I/ITOHeHI/ISI, Anapes, Cblllb U MOBBIINICHUC AKTUBHOCTH IICYCHOYHBIX q)epMeHTOB.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIINM

HesxxenaTenbHble peakiiuy, TPeCTaBICHHbBIE HIDKE, CTPYIIIIUPOBAHBI B COOTBETCTBUU C KaccaMu
cucTeM OpraHoB MeaunuHckoro cioBaps MedDRA. Jlns OIEHKH YacTOThl Pa3sBUTHSI
HEKENATeIbHBIX PEaKIMid MCIONB3YIOT CICIYIONIMe KpUTepuu: odeHb vacto (> 1/10), ygacto
(> 1/100, vO < 1/10), Hewyacto (> 1/1000, HO < 1/100), peako (> 1/10000, Ho < 1/1000), oueHb
peako (< 1/10000) m yacTtoTa HEW3BeCTHa (Ha OCHOBAaHWM HMCIOIIMXCS JAHHBIX OIECHUTH

HEBO3MOKHO). [lepeHocumocTh mpenapaTa 0OBIYHO OUEHBb XOPOIIasi.

WHn¢exkuun n nHBazuu
Heuacto MHUKO3bI [I0JIOBBIX OPTraHOB
Penko [1CEBIOMEMOPAHO3HBII KOJIUT
Hapyienust co cTOpoHbl KpOBU U JIMM(ATUYECKON CUCTEMBI
Yacrto PO3UHO(UIINS, JIEHKONIEHHSI, TPOMOOLIUTONEHHUSI
Heuacto FPaHyJIOLMUTOINECHUS, aHEMHUsI, KOAryJonaTus
HapymeHunst co CTOpoHbI HEpBHON CUCTEMBI
Heuacto rosIoBHAst 6OJIb, TOTOBOKPYKEHHE
Hapymenunst co ctoponsl cepana
UacToTa HEeM3BECTHA ‘CI/IHHDOM Koynnca (cm. paznen 4.4.)
Hapymienusi co cTOpOHBI JIbIXaTeJIbHON CUCTEMbI, OPTaHOB IPYAHON KJIETKU M CPEAOCTEHUS
Penko ‘6p0oncna3M
XKenynouHo-kuieyHble HApyIIEHUS
Yacro uapesi, HeoOpPMIICHHBIHN CTyJI
Heuacto TOIHOTA, PBOTA
Hapymienust co cTOpOHBI IEYEHH U KEITYEBBIBOJSIINX yTEH
Yacro [IPEXOMAIIEE  IOBBIUIEHHME  AKTUBHOCTH  II€YEHOYHBIX
(bepMeHTOB (acrmapTaramMuHOTpaHC(hepas3sl (ACT),
amannHamMuHOTpaHcdepassl (AJIT), menounoit hocdaraspi)
Hapymenus co CTOpOHBI KOKU U MOJKOKHBIX TKaHEN
Yacro CBIITb
Heuacto KOKHBIN 3y]1
Penxo KpaITMBHUIA
Hapyienust co cTOpOHBI MOYEK U MOUEBBIBOJSAIIUX MTyTeH
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Penko \reMaTypI/m, I mow@“
OO011Me HApYIICHUS] ¥ PEAKIIMU B MECTE BBEJICHUS
Hewacto ¢bedut, 00JIb B MECTE BBEICHHSI, MOBBIIICHUE TEMIIEPATYPhl
Penko OTEKH, 03HOO
JlabopaTopHbIC U HHCTPYMCHTAJIbHBIC TAHHBIC
Heuacrto |yBeaneHHe KOHIICHTPALIUK KPEaTHHUHA B KPOBU

ITocTperucTpallmioHHOE Ha6JIIO,IICHI/Ie

Hwuxe onucanbl HeXenaTeNbHbIC peakiuy, HaOII0aBIIMECs MPH MPUMEHEHUH Ie(TpraKkcoHa.
OmnpeneneHne MX YacTOThl BCTPEYAEMOCTHM M HAJW4MS CBSA3M HMMEHHO C HPUMEHEHUEM
neTpuakcoHa HE BCErJa BO3MOXHO H3-3a HEBO3MOXKHOCTH YCTAaHOBUTH TOYHBIA pa3mep
HOITYJISILIUY [TAlUEHTOB.

Hapywenus co cmoponul dceny0ouno-KuueyHo2o mpakma: MaHKPEaTuT, CTOMaTHT, TIIOCCHUT.
Hapywenus co cmoponsl cucmemvl Kpou U JIUMPaAmuueckou cucmemsl. yBEINICHUE
TPOMOOIIJIACTUHOBOTO ¥ MPOTPOMOMHOBOTO BpEMEHHU, TreMoiuThudeckas aHemus. OnucaHbl
OTIeNbHBIE Ciydan arpaHyjiouuto3a (<500 KJIETOK/MKI), MpHYeM OOJBIIMHCTBO W3 HHX
pasBuBasiuch nociue 10 nHel jeueHus U NpUMEeHeHHs] KyMyJIsITUBHOM 1036l 20 T 1 Oosee.
Hapywenus co CMOPOHbL UMMYHHOU cucmemvl: aHa(pUIAKTUYECKUI HIOK,
TUIIEPUYYBCTBUTENBHOCTD, peakuus Spuma-I epkcreiimepa.

Hapywenus co cmoponvl Kodcu u NOOKOJCHbIX mKaHel: OCTPBIA T'eHEepaIU30BaHHbBIN
9K3EMAaTO3HbII MyCTYJIe3, OTAEIbHBIE CITydan TSXKENbIX HEKEIaTeIbHbIX peaklui (3KCCy1aTUBHAS
MynbTU(GOpMHAS dpureMa, cuHApoM CrtuBeHca-/[PKOHCOHA, TOKCHYCCKUN SMUIEPMATbHBINA
Hekponu3 (cunapom Jlaiienna)), JiekapcTBEHHas peakuus C S03MHOPUIMEH M CUCTEMHBIMU
cumntomamu (DRESS).

Hapywenus co cmoponvl nep6noti cucmemsl: Cyn0poru, sHIEhaIonaTs.

[Tpu npumeHeHUH 1e(}aTIOCIOPUHOB, BKIOYas Ie(PTPUAKCOH, B BBICOKUX J103aX y MAllUEHTOB C
MOYEYHOW HEJOCTATOYHOCTBIO U JIOMOJHUTEIbHBIMU IPeApacloaraloiiuMu (pakTopaMu, TAKUMU
KaK TOXHWJIOW BO3pacT U CYIIECTBYIOLIUE 3a00J€BaHUs LIEHTPAJIbHON HEPBHOH CHCTEMBI,
OTMEYAIIUCh CTydan 00paTuMou sHIedaTonaTiu.

Hapywenus co cmoponvl opeana ciayxa u 1adupunmuule HApyuleHusl: BEpTUTO.

Hngpexyuonnvie u napasumapHule 3ab01e6anus’. CynepuHpeKkunu.

Hzeecmubl maxoice cnedyowue HedcerameibHble peakyuy. 00pa3oBaHHE MPELUUNUTATOB
KaJIbIIUEBBIX COJe He(TpUaKCOHA B JKEIUYHOM Iy3bIpE€ C COOTBETCTBYIOIIEH CHMITOMATHUKOM,
OmMpyOMHOBAS SHIIE(PATONIATHS, OJIUTYPHS, a TAK)KE aHADUITAKTUUECKHUE UITH aHA(DUITAKTONTHBIC
peaxkuu.

Jlisl OLIEHKH B3aMMOAEHCTBHS HEePTPUAKCOHA U KaJbIMs ObUIO MPOBEACHO JBa UCCIEI0BAHUS B
ycaoBUsX IN VItro (0IHO ¢ MCIOMb30BaHHEM ILIa3Mbl B3POCIBIX U JPYro€ C HCIOJIb30BaHUEM

IJ1a3Mbl HOBOPOJKJICHHBIX, ITOJIyY€HHOM U3 IyITOBUHHON KPOBH).
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Ileprpuakcon ¢ koHueHTpamusmMu g0 1 |[MM (ﬁ&%&E%;EbiILEM ':ﬂogffe}lrrlplalr'mn

CMEPTHOMY OTUETY

JIOCTHUTAIOLIMECs] B yCJOBUSAX IN VIVO mocne BBeJeHUs 2 T nedTpuakcoHa B BHIE MHPY3HU B
tederne 30 MUHYT) UCHOIB30BATM B KOMOWHAIIMHU C KaJblMEM B KOHICHTpamusx g0 12 MM
(48 mr/mm). BoccranoBneHue e TpuakcoHa U3 IIa3Mbl CHIIKAIOCh IPU KOHIICHTPALUSIX KaTbIIUs
>6 MM (24 mr/mut) B ma3Me B3poCibix uind >4 MM (16 mMr/min) B 1m1a3me HOBOPOKIEHHBIX. ITO
MOYET OTpa)KaTh MPEIHUIUTAIHIO He(TPUAKCOH-KaTbIIUH.

Omnwucansl OTAETbHBIE (haTaTbHBIE CIy4ad 0Opa30BaHUS MPELUNHUTATOB B JETKUX M MOYKaX IO
pe3yabTaTaM HCCIEJO0BaHMs AayTOIICUM Yy HOBOPOXKAEHHBIX, IMOJy4aBUIMX LE(PTPUAKCOH
BHYTPMBEHHO W KaJblMiicoiepkamue pacTBopbl. Ilpm 3ToM B OTHENBHBIX ciay4asx ObLI
UCTIOJNB30BaH OJUH BEHO3HBIH JOCTYH, M 0Opa3oBaHUE MPEIMIUTATOB HAOII0AAIOCh
HETOCPEACTBEHHO B CUCTEME JUII BHYTPUBEHHOTO BBEACHUS. TaKkKe ONucaH, Kak MUHUMYM, OJIMH
cilydail co CMEpTEIbHBIM MCXOJIOM IPU PA3IUYHBIX BEHO3HBIX JIOCTYNAax M B Pa3jINYHOE BpeMs
BBEJICHUS LEPTpUAKCOHA BHYTPUBEHHO W KalbLuicojepxamux pactBopos. Ilpu stom mo
pe3ysbTaTaM HCCICIOBaHUS AYTOIICHU Yy JAHHOTO HOBOPOXKIACHHOTO IMPEUUIHUTATHI HE OBLIH
obHapyxensbl. [logoOHbIe ciiydan HaOIIOAATUCh TOJBKO Y HOBOPOXKIEHHBIX (CM. paznen 4.4).
3aperucTpupoBaHbl Ciay4ad OOpa3oBaHMs NPELUIMTATOB LEPTPUAKCOHA B MOYEBBIBOASALIMX
MyTSX, TIaBHBIM 00pa3oM, y JIeTel, MoIy4aBIInX 100 OoJbIINe CyTOYHBIE 103bI IIpernapaTa (>80
MI/KT B CYyTKH), JTHOO KyMyJSTHBHBIE 03Bl Ooniee 10 r, a Takke MMEBIIMX JOTOJHUTEILHBIC
(baxTopsl pucka (00€3BOKMBAHKE, TIOCTEIBHBIN pekuM). OOpa3oBaHNE MPEHUIUTATOB B MOYKAX
MOXET NPOTEeKaTh OECCHUMIITOMHO WJIM TPOSBIATHCS KIMHUYECKH, MOXKET IPHUBOJUTH K
OOCTPYKIIMM MOYETOYHUKOB U IOCTPEHAIBHONW OCTPON MOYEYHOM HEeAOCTaTouHOCTH. JlaHHas
HE)KeNMaTeNbHasl PeakIus HOCUT 0OpaTUMBIN XapaKTep W UCYE3aeT Mocye MPEeKpalieHus Teparnun
e TpuakCoHOM.

Obwue paccmpoticmeéa u HapyweHuss 6 mecme 68edeHus:. (QIEOUT IOcie BHYTPUBEHHOMN
uHbekuuu. Ero MoxHO wn30exarh, BBOAS Mpemapar MEUIEHHO B TEYE€HHE S5 MHHYT,
NPEMOYTUTENHEHO B KPYITHYIO BEHY.

BryTpuMbllIeuHas UHBEKIUS Oe3 npumeHenus Iu0OKaurna 00JIe3HEeHHa.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo01math 0 mo103peBaeMbIX HEXeNaTeIbHBIX PEAKIIHIX TIOCIE PETUCTPAIMY TIpernapara ¢
IeIbl0  O0eCMeYeHus] HENpPephIBHOTO MOHUTOPWUHTA COOTHOIIEHHUS «IOJIb3a -  PHUCK»
JIEKapCTBEHHOI'0 Mpemnapara. MeIuuHCKUM pa0OTHHUKAM PEKOMEHJYETCs COOOIIaTh O JII0ObIX
MO/I03PEBAEMBIX HEXKENATENbHBIX PEaKIUAX JICKAPCTBEHHOrO Mpernapara 4epe3 HalMOHaJIbHbIC
CHUCTEMBl COOOIICHHUS O HEXeNaTeIbHBIX pPEaKIUIX TOoCyIJapCcTB - 4WIEHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickas @enepanus
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®denepanbHas ciyx0a 1mo Haa30py B chepe 31p ooxpa}f&l{l}ﬁ:a%gﬁgﬁ%ggﬂ%yﬁ: CTb 0002

Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1

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

DnexTponHas moyra: pharm@roszdravnadzor.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOH ceTH «MIHTepHeT»:
http://www.roszdravnadzor.ru

4.9. Ilepeno3upoBka

CumMnTOMBI

Llepmpuakcon

TomHoOTa, pBOTA U AUapes.

Jluookaun

[Tpu mepeno3upoBKe JHUIOKAaMHA TOKCHMYECKHE peaKIMM HaOIOAIoTCs TJIaBHBIM 00pa3oM co
CTOpOHBI LIeHTpasibHO# HepBHOU cucteMbl (LIHC) u cepaeuno-cocyaucroit cucremsl. [lpu aTom
TOoKCHMYHOCTH co cTopoHbl LIHC mporpeccupyet, Takum o0pa3oM, CTENEHb TSHKECTH CUMIITOMOB
HapacraeT. [Ipu HenpeHaMepeHHOM BBE/IEHUH Mpenapara B COCYJUCTOE PyCIIO YKa3aHHbIE Jlajee
CUMITOMBI BO3HHMKAIOT HEMeIJeHHO (T.e. depe3 1-3 MHHYTHI), a NpPH MEPEAO3ZUPOBKE - C
3agepxkkod B 20-30 muHyT. K paHHUM cuMITOMaM MEpedO3UPOBKU OTHOCSITCS: 3€BOTA,
napecTe3uu (B MEPBYIO 0Yepelb BOKPYT PTa), COHJIMBOCTD, BO30YKIEHHUE, TOJIOBOKPYKEHUE, IITYM
B yIlIax, TUTIEPaKy3Usl, HAPYIICHUE 3pEHUs, TU3aAPTPUSI U aTaKCHUs, a TAKKe TOIIHOTA U pBoTa. [Ipu
WHTOKCHKAIIUU CPEIHEN CTENEeHU TSHKECTH MOTYT MPUCOEAUHATHCS MBIIICYHBIE CYAOPOTH WU
MBIIIEUHBIE Ca3Mbl, MPEIUIECTBYIOLIME I€HEepalIn30BaHHbIM cyaoporaM. llpu ompeneneHHbIX
00CTOSATENHCTBAX 32 STUM MOXKET CIIEIOBATh MOTEPsI CO3HAHUS, YTHETEHUE JbIXaHusd U Koma. B
TSDKETIBIX CITy4YasiX BO3HUKAIOT TAK)KE PEAKIIUU CO CTOPOHBI CEPICYHO-COCYAUCTON CHCTEMBI (Yallle
BCEro TOJIBKO MOCJe MOABIEHUs cUMITOMOB co cTopoHbl [ITHC) B Buie mageHus apreprualbHOTO
JaBJICHUsI, OpaJuKapauy U apuTMHil. B ciydyae odeHb TsSKenoil HHTOKCUKAIIMU MOXKET HACTYTHTh
MOJIHAsl aTPUOBEHTPUKYJISIpHAsA 0JI0KaJa U OCTaHOBKA Cep/lia.

Jleuenue

Lle¢pmpuakcon

[Ipu mnepeno3upoBKE TeMOJMaIU3 M NEPUTOHEATbHBIM AUAIU3 HE CHU3SAT KOHLEHTpaluu
npenapara. Cnenuduueckoro aHTHAOTa HET. B ciydae mepemo3upoBKH PEKOMEHIYETCS
CUMITTOMATHUYECKOE JICUCHHE.

Jluookaumn

[Ipu nosiBIieHUH TPU3HAKOB OCTPON CUCTEMHOM TOKCUYHOCTH CJIEIYET HEMEIJIEHHO MPEKPATUTh
BBeleHne Tpenapara. Crnenuduueckoro aHTUaoTa HeT. JleyeHWe Tepeno3upoOBKH -

cuMnToMaTndeckoe. B ClIyda€ OCTaHOBKH cCE€pana CICAYCT HEMCOAJICHHO HAYWMHATH CEPACHHO-
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gk
JIETOYHYIO peaHUMaIHIO, B TOM YHUCIIC KyITUPOB4HUE auml_(Lza :

S. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®dapmakoamHaMHYecKHe CBOHCTBa

dapmakoTrepaneBTHUECKasi TIpyIlna: aHTUOAKTepUalbHbIE CPEICTBA CHUCTEMHOIO JeHCTBHUSA;
Jpyrue OeTa-1akTaMHble aHTUOAKTepUalIbHbIE CPEACTBA; 1e(PaTOCIOPUHBI TPETHETO OKOJIECHUS.
Kox ATX: JO1DDO04

Mexanuswm aeiicteus U hapMakoauHamMuueckue 3O GEKThI

Ileprpuakcon - mapeHTepanbHBIM IedamocnopuHoBblii  aHTHOMOTHK III  mokoseHus.
baktepunuanas akTUBHOCTh LieTprakcoHa OOyCIOBIEHA MOJABICHHEM CHHTE3a KJIETOYHOMN
cTeHKH. In Vitro uedrpuakcoH oO0nagaeT MIUPOKUM CICKTPOM JCHCTBHS B OTHOLICHHU
rPaMOTPULIATEIBHBIX W TPAMIIONOKHUTEIBHBIX MHKPOOpraHu3MoB. OH BBICOKOYCTOMYUB K
OonbIIMHCTBY [-MakTaMas (Kak MEeHUIWUIMHA3, Tak U IedalloclopuHa3), BhIpabaThIBAEMBIX
TPaMITIOJIOKUTETFHBIMUA U TPAMOTPHUIIATENIEHBIMU OaKTEPUSIMH.

CHGKT‘D aHTI/I6aKTeDI/IaJH)HOI7I AKTHUBHOCTHU

LledTprakcoH 0OBIYHO AKTHBEH B OTHOLICHHUH CIIEAYIOIMIMX MUKPOOPTAaHU3MOB:

I pamnonoxcumenvhvle _aspobwur:  Staphylococcus aureus (MeTHIMUTHHOYYBCTBUTEIBHBIN),

KOaryja3o-oTpHIlaTeSibHble  CTaUIOKOKKH, Streptococcus pyogenes (B-reMoNuTHYSCKHI,
rpymnmnsl A), Streptococcus agalactiae (B-remonurtuueckuii, rpymmsl B), B-remonuTuueckue
cTpenTokokku (rpynmsl Hu A, Hu B), Streptococcus viridans, Streptococcus pneumoniae.
Ipumeuanue. MetTunmnHoycToMuKBEIe Staphylococcus spp. pe3ucTeHTHBI K e aocoprHam,
B TOM unciie K nedrpuakcony. Kak mpasuno, Enterococcus faecalis, Enterococcus faecium u
Listeria monocytogenes Taxxe yCTOHYUBHI.

Ipamompuyamenvnole _aspoobwi: Acinetobacter Iwoffii, Acinetobacter anitratus (raBHbIM

obpasom, A. baumannii)*, Aeromonas hydrophila, Alcaligenes faecalis, Alcaligenes odorans,
ankanurenonoooueie 6aktepuu, Borrelia burgdorferi, Burkholderia cepacia, Capnocytophaga
spp., Citrobacter diversus (8 Tom grcie C. amalonaticus), Citrobacter freundii*, Escherichia coli,
Enterobacter aerogenes*, Enterobacter cloacae*, Enterobacter spp. (mpouwme)*, Haemophilus
ducreyi, Haemophilus influenzae, Haemophilus parainfluenzae, Hafnia alvei, Klebsiella oxytoca,
Klebsiella pneumoniae**, Moraxella catarrhalis (panee HaspiBaBIIasicss Branhamella
catarrhalis), Moraxella osloensis, Moraxella spp. (mpouue), Morganella morganii, Neisseria
gonorrhoeae, Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus
mirabilis, Proteus penneri*, Proteus vulgaris, Pseudomonas fluorescens*, Pseudomonas spp.
(mpoume)*, Providencia rettgeri, Providencia spp. (mpouue), Salmonella typhi, Salmonella spp.
(metudounannie), Serratia marcescens, Serratia spp. (nmpouue), Shigella spp., Vibrio spp., Yersinia

enterocolitica, Yersinia spp. (mpouwe).

15



COOTEBETCTEBYET =
ot 18.08.

* - HexoTopble U30JISThI ’THX BUJIOB yCTONYHBBI K Hed)TDPJg.I{:CE)I;IXE%%EHBYﬁQm;OEM Bcn;z—lt;fBHe

oOpa3oBaHus P-akTamas, KOIHUPYEMBIX XPOMOCOMAaMHU.

- Hexoropble H30JATBI 3TUX BHJOB YCTOWYHMBBI BCJIEACTBHE OOpa3oBaHUs LIEJIOr0 psja
IUIa3MHUJI0-0TTOCPEIOBAHHBIX [B-ITaKTaMas.
Ilpumeuanue. MHOTHE IITaMMBI BBINICYKa3aHHBIX MHUKPOOPTaHW3MOB, TOJHPE3UCTCHTHBIC K
IpYyTdM  AQHTHUOMOTHKAM, TakKUM  KaK  aMHUHONCHHUIWUIMHBI,  YPEHIONCHUIIUILIHHBI,
nedanocrnopunsl | u Il mokoneHuii ¥ aMHUHOTIIMKO3UIBI, YyBCTBUTENBHBI K II€(PTPHAKCOHY.
Treponema pallidum uyBcTBHTENBHA K e TPHAKCOHY IN VItro ¥ B 9KCIIEpUMEHTAX Ha KHBOTHBIX.
Knuanyeckue uccieoBaHusl MoKa3aiu, 4To NeTPHAKCOH 00JiaaaeT Xxopomei 3¢ (heKTUBHOCTHIO
B OTHOIICHWUHU MEPBUYHOTO M BTOPUYHOTO CUMIHCA. 32 OYCHb HEOONBIIMMHU HCKITIOUCHUSMHU,
KJIMHHYECKHE N30JIAThl PSeudomonas aeruginosa ycToiuuBbl k e TpuakcoHy.
Anaspoowi: Bacteroides spp. (kxemueuyBctButesnbhbie)*, Clostridium spp. (kpome Clostridium
difficile), Fusobacterium nucleatum, Fusobacterium spp. (mpouue), Gaffkya anaerobica (panee
Ha3pIBaBIIAsAcsa Peptococcus), Peptostreptococcus spp.
* - HekoTOpbIe N30JISTHI ATUX BUJIOB YCTOWYHUBEI K IIe()TPHAKCOHY M3-3a 00pa3oBaHMs B-TaKTamas.
Ipumeuanue. MHoTHE ImTaMMbI [-ITakTamasooOpasyrommx Bacteroides spp. (B uacTtHOCTH,
B.fragilis) ycroituuser. Ycroituus u Clostridium difficile.
UyBCTBUTEIBHOCTh K IE(PTPUAKCOHY MOKHO OIMPENEISITh TUCKO-AH(PHY3UOHHBIM METOAOM HIIH
METO/IOM CEpHUUHBIX pa3BeJCHUI Ha arape Wik OyJIbOHE, UCIIONB3Ysl CTAaHAAPTHYIO METOIUKY,
NOJOOHYIO TOM, KOTOPYIO PeKOMEeHayeT MHCTUTYT KIMHUYECKUX M JIAOOPAaTOPHBIX CTAHIapTOB

(MKJIC). UKIJIC ycTaHOBMJI CIEAYIOUIME KPUTEPHUH OLIEHKU pe3yJbTaTOB MpOOBl s

nedTpruakcoHa:
YMepeHHo .
UyBCTBUTEIBHBI YceToiumBeI
YYBCTBUTEIHHBI

Memoo pazeedenuii
[Tonapnstomas KOHIEHTPALS, MI/JT <8 16-32 >64
Memoo ouckog
(muck ¢ 30 MKT e TpuakcoHa)

>21 20-14 <13

I[I/IaMeTp 30HELI 3aACPIKKHU PpOCTa, MM

s onpezienieHust ClieayeT OpaTh JAUCKU ¢ 1e(TPaKCOHOM, TaK KaK B MCCIEIOBaHUAX IN VItro
MOKa3aHO, YTO UEe(TPHAKCOH aKTUBEH B OTHOLICHUH OTAETBHBIX IITaMMOB, KOTOpBIE
06HaPY)KI/IBaIOT YCTOﬁqHBOCTB IIpH UCITOJIB30BAHUHN JUCKOB, IPCIHASHAYCHHBIX IJId Bcel TpyHIibl
11e(haoCIIOprUHOB.

Bwmecto crangaproB UKJIC mist ompeneneHus: 4yBCTBUTEIBHOCTH MHUKPOOPTaHU3MOB MOXHO

HCIIOJIB30BATh W APYruc XOopomo CTAHAAPTU30BAHHBIC HOPMATHBBI, HAIIpUMCEDP, Hewmenxkoro
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unctutyta crangapruszaiun DIN  (Deutsches Institdt | Fir' ROt ﬁgg%%mgf}l{hﬁé‘ﬁhme

pexomenmanmu  ICS  (International Collaborative  Study), mo3Bosstonue — ajekBaTHO
MHTEPIPETUPOBATH COCTOSIHUE UYBCTBUTEIHLHOCTH.

5.2. ®DapMaKkoKHHeTHYECKHE CBOICTBA

AOGcopbuus

MakcumanbHasi KOHIIEHTpaIKs B IIa3Me M0Cie OAHOKPATHOTO BHYTPUMBIIICUHOTO BBEACHUS | T
mperapara COCTaBIseT OKoJo 81 MI/T M JocTUTaeTcs B Mpenenax 2-3 4acoB IMOCIE BBEICHUS.
[Inomany mnox KpPUBOM «KOHIEHTpaluss B IUIa3Me€ - BpeMsD» IOcie BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOT'O BBEJIEHUS OJMHAKOBBI. DTO 03HAYAeT, YTO OMOAOCTYMHOCTh IeTpHUaKCOHa
1ocjie BHyTPUMBIILIEYHOT 0 BBeJeHUs cocTaBisieT 100 %.

[Tocne ogHOKpaTHOM BHYTPUBEHHOM MH(Y3uH | T e TpuakcoHa ero KOHIEHTPAIHS TOCTUTAIIA
168,1£28,2 wmr/n uyepe3 30 wmunyt. Ilocne onHOKpaTHON BHYTPHUBEHHOW HHQY3UH 2 T
ne(TpuakCcoHa ero KOHIeHTpamus gocturaiza 256,9+16,8 wmr/nm uepe3 30 munyt. Ilocne
BHyTpUBEeHHOTO OomtocHoro BBeneHus 500 mr u 1 r nedrpuakcoHa cpenHss MakCUMalbHas
KOHIIGHTpanusi B IuiasMe KpoBu coctaBwia 120 mr/m m 200 mr/m, coorBercTBeHHO. [locme
BHyTpuBeHHON HHPY3un 500 mr, 1 r u 2 T negTpuakcoHa KOHIIEHTpAILMs Mpernapara B IUia3me
KpoBU coctaBwia mnpubmusurenbHo 80, 150 wm 250 wmr/m, coorBerctBeHHO. Ilocie
BHYTPUMBIIIICYHONW WHBEKIIMHA 3HAYCHUS CPETHECH MaKCUMAIBHON KOHIICHTPAIMH IeTpUaKCOHa
B IUJJa3M€ KpOBM IMPUMEPHO B JBa pa3a HWIXKE, YE€M IIOCI€ BHYTPMBEHHOTO BBEIACHUS
SKBUBAJICHTHOM JI03BI MIpermapaTa.

Pacnpenenenue

O06nem pacnpenenenus 1edTpuakcona paBusercs 7-12 n. Ilocne BHyTpUBEHHOTO NMPUMEHEHUS
ne(TpUaKCOH OBICTPO TMPOHUKAET B HHTEPCTULHAIBHYIO JKUIKOCTb, TII€ OaKTepULUIHBIC
KOHIIEHTPAllMd B OTHOIIEHWUU YYBCTBUTEIHHBIX MHUKPOOPTaHHU3MOB COXPAHSIOTCS B TEUCHUE
24 4qacos. [locne BBeneHus B 103¢ 1-2 r nedTpuakcoH XOpoIIO MPOHUKAET B TKAHU U KUIKOCTH
opranusMma. B Teuenue 6osnee 24 4acoB ero KOHIUEHTPALUU HAMHOTO MPEBBIIIAI0T MUHUMAJIbHbIE
MOIABJISIFONIME KOHIEHTPAIMU JJisi OOJBIIMHCTBA BO30ynutenedt mHbekui Oonee yem B 60
TKaHSX U )KUJKOCTSX (B TOM YHCIIE B JIETKUX, CEPIIE, )KEMUHBIX MYyTAX, IEYCHU, CPEAHEM YXE U
CIM3UCTON HOCA, KOCTSIX, a TaK’K€ CHMHHOMO3TOBOH, IJIEBPATbHON U CHHOBHAJIBHOM JKUJIKOCTAX
U CeKpeTe MpeICTaTeNbHOM JKele3bl).

[leprpuakcon oOpaTtumMo cBs3bIBaeTCs ¢ anbOyMuHOM. CTEMeHb CBS3BIBAHHUS COCTAaBJISET
npuMepHo 95 % npu 3HAYEHUSX KOHIIEHTpaluu nedTprakcoHa B miasme kposu MeHee 100 mr/i.
Jlonst cBsi3aHHOTO € OENKOM IuIa3Mbl KpPOBM LE(PTPUAKCOHA YMEHBIIAETCS C POCTOM €ro
KOHIIEHTpAllMU, TaK KaK CBA3BIBAHME HACBIIIAEMO U COCTaBIseT OKOJO 85 % MpHu 3HAYEHUIX

koHueHTpauuu 300 Mr/im.

17



COOTBETCTBYET 2K
ot 18.08.2025 N= 20468

(NOCNEQCBATENEHOCTE 0002)

HpOHulmoeeHue 6 omoejibHble MKAHU

CMEPTHOMY OTUETY

[{edTprakcoH MPOHUKAET Yepe3 000JI0UYKH TOJIOBHOTO U CHMHHOTO MO3ra (MO3TOBBIE O0OJIOUKH).
HpOHI/IKHOBeHI/IC HaI/I6OHe€ BBICOKO IIpU BOCHAJICHUU MOCJICIHUX. CpGI[H?I?I MaKCHUuMaJIbHas
KOHIEHTpalus e TpruakCcoHa B CIMHHOMO3TOBOM KMJIKOCTH AOCTUTaeT 25 % OT KOHIEHTpaluu
e TprakcoHa B IJ1a3Me KPOBHU Y MallMEHTOB ¢ OaKTepUalIbHBIM MEHUHTUTOM, U TOJBKO 2 % OT
KOHIICHTPALMH B TUIa3M€ KPOBH Y MAIMEHTOB C HEBOCHAJIEHHBIMU MO3TOBBIMH 000J04YKamu (0e3
MEHHMHTHUTa). MakcuManbHas KOHLEHTpalus LedTpUakCoOHa B CIHHHHOMO3IOBOH KHIKOCTU
JOCTUTaeTcs 4epe3 4-6 4acoB MOCIe €ro BHYTpUBEHHOTrO BBeaeHus. lledrpuakcon mpoxomur
yepe3 TUIaleHTapHbli 0apbep. LledTprakcoHn B MaibIX KOHIICHTPALUSAX BBIIEISIETCS C TPYIHBIM
MOJIOKOM (3-4 % OT KOHIIEHTpAIMH B IJ1a3Me KPOBU y MaTepu uepe3 4-6 4acoB Mociie BBEICHHUS ).

Buorpancdopmarus

[ledTprakcoH He MOABEpPraeTcs CHUCTEMHOMY METa0OJIU3My, a MpeBpallaeTcs B HEaKTHBHbBIC
METa0OJIUTHI O] ACHCTBUEM KHIIIEYHONH MUKPOQIIOPHI.

DaMMUHALIUA

OO0muii mIa3MeHHbI KiupeHe nedrpuakcona cocrapisier 10-22 mur/muH. [TodeuHblid KIUpeHC
paBHsercs 5-12 mur/muH. 50-60 % nedTprakcoHa BBIBOJUTCS B HEM3MEHEHHOM BHJIC TIOYKAMH,
40-50 % - B HEW3MEHEHHOM BHJE KulIeYHUKOM. [lepumon momyBbIBeleHUsl IedTprUaKCcCOHA
COCTaBIISIET Y B3POCIBIX OKOJIO 8 4acOB.

JIMHENHOCTh

dapmakoOKMHETHKAa IlepTpUakCoOHa HOCHUT  HEJIWHEHHBIH  Xapaktep. Bce  OCHOBHBIE
(dbapMakOKMHETHUECKHUE TMapaMeTphl, OCHOBaHHBIE Ha OOMIMX KOHIEHTpAlMAX MperapaTa, 3a
UCKITIOYCHUEM TIepHOJIa TIOJNYBBIBEJICHUS, 3aBUCAT OT J03bI M BO3PACTAIOT MCHEE 4YeM
MPOTOPIIMOHAILHO €€ yBeNWdeHUIo. HenmmHelHOCTh xapakTepHa Ui (hapMaKOKHHETHICCKHX
MapaMeTpoB, 3aBUCSIINUX OT OOIIe KOHIIEHTpaluu 1edTprHakcoHa B Iia3Me KPOBH (HE TOJIBKO
CBOOOAHOTO HeTpUakcoHa), U OOBSCHSAETCS HACBHIIIEHUEM CBS3BIBAHMS IpermapaTa ¢ OenkamMu
TTa3MbI KPOBH.

[ToyeyHas ¥ IeUCHOYHAS HEAOCTATOYHOCTD

VY manueHToB ¢ HapyleHueM (YHKINH [TOYeK WU IIeUeHH JIETKOW UITH CPEHEN CTeNeHH TSXKECTH
(bapMakokuHeTHKa Le(PTPUAKCOHA M3MEHSAETCS HEe3HAUMTENbHO. Jlae y MalueHToB ¢ TshKeIon
[IOYEUHOW HENOCTaTOYHOCTBIO OTMEYaeTcs JIMIIb HEOOJbIIOE yBEIUYEHUE IEepHoAa
MOJTyBBIBE/IEHUS (MEHEE YeM B 2 pasa).

HesnauutenbHoe yBenWyeHHWE TMepuUosia MOJYyBbIBEIEHHUS IeTpHakcoHa TNpU MOYEUHOU
HEI0CTaTOYHOCTH MOXET OOBACHATHCS KOMIIEHCATOPHBIM MOBBIIIEHUEM HEMOYEUHOTO KIMPEeHca
B pE3yJIbTaTC CHUKCHUA CBA3BIBAHUS C OeJIKaMU M1a3MBbl KpOBH.

VYV nanueHToB C IMEYEHOYHOW HEAOCTATOYHOCTHIO TMEPHOJ TMONTYBBIBEICHUs leTprakcoHa He
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YBCIUYMUBACTCA B CBA3HM C KOMIICHCATOPHBIM OBBIIHeI!Iu!C_l\I/I:;lIg{%;Iﬁ)?‘g %Eﬁé;lé{:;r :l—t'l[ﬁ/i"lﬂ/IIHOI\;I

1y OTUETY

TAKXKEC CIYXUT YBCIMYCHHUC KOHLUCHTpAalHUKU CBO6OI[HOF0 I_[e(l)TpI/IaKCOHa B IIJIa3M€ KPOBH, YTO
CIIOCOOCTBYET MapaJoKCaJbHOMY IMOBBINICHUIO OOLIEro KiIupeHca mpenaparta. Hapsay c
MOBBIIIIEHUEM OOIIET0 KIMPEHCa TAaK)KEe OTMEYAETCs YBEIIMYCHHE 00beMa pacIpeieTICHHUS.

JInIia moKHMI0r0 BO3pacTa

VY manueHToB cTapie 75 JeT Mepro;] MOMyBhIBEICHUS, B CPEIHEM, B IBA WU TPH pa3a OOJbIIE,
9YeM y B3POCIIBIX MMAIIUCHTOB.

eTH
Y HOBOPOXXKJCHHBIX JETEH MEPUOJI MOTYBBIBEICHUS IeTPHAKCOHA YBEIHUYEH 110 CPABHEHUIO C
JIPYTHMH BO3pACTHBEIMH Tpynmamu. B mepBeie 14 1nHEH XU3HM KOHIIGHTpAIMs CBOOOIHOTO
1e()TPHAKCOHA B TUIA3ME KPOBH MOXET OBITh JOIMOJHUTEIHHO IMOBBINICHA OJlarojgapst HU3KON
KIIyOO4YKOBOHM (pusibTpariu 1 0COOCHHOCTSIM CBSI3BIBAHMS TIperiapaTa ¢ OJIKaMH TIa3Mbl KPOBH.
VY manueHToB AETCKOr0 BO3pacTa MEpHUO MOTYBBIBEICHUS MEHBIIE, YeM Y HOBOPOXKIEHHBIX U
B3POCIIBIX.
3HaueHUs TUIA3MEHHOTO KJIMPEHCAa M 00beMa pacrpeieiieHus: oOmero mnedTpuakcoHa BBIIIEC Y
HOBOPOXKJICHHBIX, IPYIHBIX JCTEH U JeTel Miamie 12 JIeT o CpaBHEHHUIO C TAKOBBIM Y B3POCIIBIX.
6. ®APMAIIEBTUUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeIbHBIX BElIECTB
OTCyTCTBYIOT.
6.2. HecoBmecTUMOCTH
[edTprakcon papMareBTHYECKH HECOBMECTUM C aMCAaKpPHHOM, BAHKOMHIIMHOM, (IyKOHA30JI0M
U aMHHOTJIMKO3WJIaMu. [Ipu OJHOBPEMEHHOM TPUMEHEHUH HEOOXOIMMO WX pa3JeiibHOE
BBEJICHUE.
[lpy TpUrOTOBIEHHH pPAcTBOPOB IepTpHakcOHA JUIsi BHYTPUBEHHOTO BBEACHUS W UX
MOCTIEAYIONIEr0 Pa3BeIeHUsI HENb3s UCTIOIb30BaTh PACTBOPHUTEINH, COMIEPIKAIINE KaIbIIUi, TaKue
Kak pactBop PuHrepa wimm pactBop XapTMmaHa, u3-3a BO3MOXKHOTO 00Opa30BaHHS MPEIUITHTATOR
(cm. pazgen 4.5). O6pa3oBaHne MPEHUITUTATOB KAJTBIUEBBIX COJEH e TpuakcoHa MOKET TakkKe
MPOUCXOJUTH MPH BHYTPUBEHHOM BBEJCHHUH Le()TPHAKCOHA U KaJbIUIICOEpKAIIUX PACTBOPOB
P UCIIOJIb30BAHUU OJIHOTO BEHO3HOTO JocTymna. Henb3st BBOAUTH 11e(pTPHAKCOH BHYTPHUBEHHO
OJIHOBPEMEHHO C KaJbITUHCOJICP)KAIIMMH PACTBOPAMH IS BHYTPUBEHHOTO BBEJCHHS, B TOM
YUClle C JUIMTENbHBIMH WHQY3USIMH KaJbI[MICOACPKAIIUX PACTBOPOB, HANpUMEp, IpH
napeHTepalbHOM MTUTaHUH C UCMIONb30BaHUEM Y -KOHHEKTOpa (cM. pa3aensi 4.2,4.3,4.4,4.5,4.8).
JlaHHBIN NEeKapCTBEHHBIN MpemapaT He CJelyeT CMEIIMBaTh C JAPYTUMHU JIeKapCTBEHHBIMU

npernapaTamu, 3a UCKIIIOUYEHHEM YIOMSIHYTBIX B paznere 6.6.
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6.3. Cpok rogHoCTH (CPOK XpaHeHHs )

HeBckpuIThlil dhiiakoH

3 rona.

ITpuroToBIeHHBIH pacTBOD

PactBopel npenapara aJjisi BHYTPUMBIILIEYHOTO BBEJCHUS, IIPUTOTOBIICHHBIE C MCIOJb30BaHUEM
1 % pactBOpa nKMIOKanHA, CIEAYET UCIOIb30BaTh TOIBKO CBEKEIPUTOTOBICHHBIMHU.

PactBopb! npenapata, IpUroTOBIEHHBIE C UCIIOJIB30BaHUEM BOJIbI i1 MHbeKIMH, 0,9 % pacTBOpa
HaTpus xjopuaa, S % u 10 % pactBopa nexcrpo3ssl, 0,45 % pactBopa HaTpus xiopuaa + 2,5 %
pacTBOpa IEKCTPO3bl, CTAOMIIBHBI B TEYCHHE 72 49 MPU XpaHEHUH B XoyoamibHUKE (0T 2 10 8 °C).
M3MeHeHune 1IBETa pacTBOpa IIpernapaTa OT CJIETKa KEJITOBATOIO 10 CBETIIO-)KEITOI0 HE BIUSAET Ha
€ro aKTUBHOCTb U IIEPEHOCUMOCTb.

PactBopel mpemnaparta, NpUTrOTOBJIEHHBIE C MCIOJb30BaHUEM 6 % pacTBOpa aekctpaHa B 5 %
pacTBOpE JEKCTPO3bl, CIETYET UCIOJIb30BaTh TOJIBKO CBEKEIPUTOTOBICHHBIMHU.

C MHUKpPOOHMOIOrMYECKON TOYKH 3pEHUs IOJyUYEHHBIH pacTBOp Ipernapara ciaeayeT UCIOoIb30BaTh
HeMmeaieHHo. Eciin He ucnonb30BaTh HEMEUIEHHO, OTBETCTBEHHOCTD 32 IPOI0JIKUTENBHOCTBIO U
YCJIOBHUSIMU XPaHEHHUs Tepe]] UCII0JIb30BAHUEM JIEKUT HA MOJIb30BaTEE.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TeMIiepatype He Boite 25 °C.

VYcroBus XpaHeHHs TOCIie BOCCTaHOBIICHUS JIEKAPCTBEHHOTO TIpenapaTa cM. B paszzaene 6.3.

6.5. XapakTep u coaep:kaHue MEPBUYHON YIAKOBKH

I[To 250 mr umu 500 Mr e TprakcoHa B CTEKISIHHBIN (pi1akoH BMecTUMOCThI0 20 MJI (HEHTpanbHOe
cTekio | rugponuTryeckuit Kiacc), yKyrnopeHHbIH pe3suHOBON OpoMOyTHIIKaydyKOBOI TPOOKOH 1
3aKaTaHHbIM aJIOMUHUEBBIM KOJIIMAYKOM C IUIACTMACCOBOM KPBIMICUKOM; MO S5 MJI BOIBI IS
UHBEKIUHN B KPYTIYIO WM IIECTUTPAHHYIO aMITyJly U3 IUIaCTHKa (TIOJIMATUIIEH) C TMHUEH pa3iioma.
ITo 1 ¢gakoHy BMecCTe ¢ HHCTPYKIMEH MO0 MPUMEHEHHUIO B KapTOHHYIO nauky. [lo 1 ¢nakony u 1
aMIIyJie BMECTe C MHCTPYKIMEH [0 MPUMEHEHHUIO B KapTOHHY!O nauky. [1o 50 ¢iakoHOB ¢ paBHBIM
KOJIMYECTBOM MHCTPYKIMH 110 MPUMEHEHHIO B KAPTOHHYIO MUKy (JIs1 CTAllMOHAPOB).

ITo 1 r uedrtpruakcoHa B CTEKISHHBIN (prakoH BMecTMMOCTbIO 20 Mil (HeHTpanbHOE cTeKio |
THJIPOJIMTUYECKUN KJacc), YKYNOPEHHBIH pe3nHOBOWH OpoMOyTHIKaydyKOBOW MpPOOKOH U
3aKaTaHHBIA ATFOMUHHUEBBIM KOJIMAYKOM C IJJACTMACCOBOM KpBIMIEUKOW; 1o 10 M1 BOABI AJIst
MHBEKIUHI B KPYTIIYIO WM IIECTUTPAHHYIO aMITyJTy U3 IJIaCTHKA (IOJTUATUIIEH) C JIMHUEH pa3ioMa.
[To 1 ¢akoHy BMeCTe ¢ MHCTPYKIMEH 110 MPUMEHEHUIO B KapTOHHYIO nauky. [lo 1 ¢uakony u 1
amITyJie BMeCTe ¢ MHCTPYKIMEH 110 MPUMEHEHHIO B KapToHHY!O nadky. [To 50 ¢prakoHOB ¢ paBHBIM
KOJIMYECTBOM MHCTPYKIMHA 110 MPUMEHEHHIO B KAPTOHHYIO MUKy (JJIs1 CTallMOHAPOB).

6.6. OcoOble  Mepbl  MPETOCTOPOKHOCTH NPH  YHUYTOKEHHUHM  HCIOJH30BAHHOIO
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nexapcrennoro mpenapata wanm  oixonon, | Hoyleliiix | HoBit Spiiitirehnn

JIEKAPCTBCHHOI'O IIpenmaparTra, 1 Ipyrue MaHUIIyJAlUU € npemnapaTomM

I/IHCTDVKIH/II/I 110 IPUT'OTOBJICHUIO JICKAPCTBCHHOI'O IIpCIapara 1nepca NIpuMCHCHUECM

OO01mKM TPaBUIIOM JIOJKHO OBITH MCIIOJIB30BaHKE PACTBOPOB CPa3y MOCIE MPUTOTOBICHHUS.
Ilpucomosnenue pacmeopa 0Jisi 6HYMPUMBILEYHO20 88E0EHUS

250 mr nm 500 mr mpemnapata pactBopstoT B 2 mit 1 % pacTBopa nuI0KanHa U BBOJAT INIyOOKO B
JIOCTATOYHO OOJIBIITYIO MBIIIIY (HampuMmep, aroauity). Pekomenayercs BBOIUTh He Oornee 1 T B
OJIHY U TY K€ MBIIIILY.

BoccTanoBneHHBIN pacTBOpP MPO3payHbIiA, OT CBETIIO-KEITOrO JI0 KEJITOTO IIBETA.
PactBop, coneprkamiuii 1ua0kanH, HUKOT1a HEJIb3sl BBOJUTH BHYTPUBEHHO!
Ilpucomosnenue pacmeopa 015 BHyMpPUEEHHO20 DONIOCHO20 66€0€HUS

250 Mr npemnapara pacTBOPSIOT B 2,5 MJT CTEpUIILHOM BOJIbI JIsl MHBEKIUMA, SO0 MI pacTBOPSIIOT B
5 MII cTepWIIbHON BOABI JUIsl UHBEKIMI. BBOAST BHYTPUBEHHO MEMJIEHHO B T€YCHHE 5 MHHYT,
MPEIITOYTUTEBHO B KPYITHYIO BEHY WM TPYOKY HH(Y3HMOHHOM CUCTEMBI, €CJIN IMAIIUEHT MOJITy94aeT
COBMECTHMBIE C IIETPHAKCOHOM KHJIKOCTH MapeHTEPATHHO.

BoccTanoBneHHBIN pacTBOpP MPO3payHbINA, CBETIIO-KEITOTO I[BETA.
Ilpucomosnenue pacmeopa 0Jis1 6HYMPUBEHHOU UHDY3UU

250 mr wm 500 mr npenapara pactBopsitoT B 10-20 Mt o1HOTO U3 CIIEAYIOMNUX HH(Y3HOHHBIX
pacTBOpoB, He coxaepxainiero noHsl Kambpius: 0,9 % pactBop HaTpus xnopuaa, 5 % wim 10 %
pacTtBop aekcTpo3bl, 0,45 % pactBop HaTpus xjaopuna + 2,5 % pactBop AeKCTpo3sl, 6 % pacTBop
JIeKcTpaHa B 5 % pacTBope JeKCTPO3bl, Boja ANt MHbeKIuid. [IpogomkurensHoCcTh HHDY3UU - HE
Menee 30 MUHYT.

B 3aBucuMoOCTH OT KOHIEHTpAaUMU M NPOAOKUTENBHOCTH XPAHEHHs IIBET PAacTBOPOB MOKET
MEHATHCS OT CJIETKa >KEITOBATOro JO CBETIO-kenToro. OKpacka pacTBOpa HE BIMSET Ha
3¢ (HEeKTUBHOCTH WIIM IEPEHOCHMOCTH Tpernapara.

Yrunuzanus

Het ocoObIx TpeOoBaHM K yTUIM3ALIH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®enepanus

000 «M/] Tpeitn», Poccus

119602, Poccusi, MockBa, ynunia MudypuHCKUd mpocnekT, OIumnuiickas 1epeBHs, 1. 4, ctp. 32,
ten./ pakc: +7 (495) 434-46-95,

311, agpec: mdtrademoscow(@gmail.com

7.1. llpeacraBuTeJIb AeprKaTe/Isl PETHCTPAIMOHHOIO YA0CTOBEPEHUs!

[Iperen3un HOTDG6I/IT6J'IGI\/'I CJICAYECT HAIPABJIATH 110 aAPECY.
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Poccutickas denepamms

000 «MJ Tpeiia»

119602, Poccust, MockBa, ynuiia Muuypunckuit npocnekt, Onummnuiickas 1epesus, 1. 4, ctp. 32,
ten./ dakc: +7 (495) 434-46-95,

911. anpec: mdtrademoscow(@gmail.com

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUS

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJIEHUS PETMCTPALIMU,
INEPEPETUCTPAIIN)

JlaTa nepBUYHON PErUCTPALIMM:

10. JATA IIEPECMOTPA TEKCTA

OO0mast xapakTeprCTHKa JIeKapcTBEHHOTo npenapata Lledorpam goctynHa Ha HTHPOPMALTMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHKALMOHHOM CETH

"Uurepuer" http://eec.eurounion.org.
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