COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 22.04 2025 N= 10732

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA “0°)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hedrazuaum-AKOC, 0,5 T, mopomok Jyisi TPUTOTOBICHUSI pacTBOpa I BHYTPUBEHHOTO H
BHYTPUMBIIIIEYHOTO BBE/ICHUS.

Ledrazunum-AKOC, 1 1, HOpOIIOK Al NMPUTOTOBJICHUS PAcTBOpa AJISi BHYTPUBEHHOTO H
BHYTPHUMBIILIEYHOTO BBEJICHUS.

Hedrazugum-AKOC, 2 r, mopomok jisi TPUTOTOBJICHHS pacTBOpa Jii BHYTPUBEHHOTO W

BHYTPHUMBIIICYHOI'O BBEACHU.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByro1iee BelIecTBO: eTazuarumMa MeHTaruapar.

HedTtazunum-AKOC, 0,5 r, mopomok aias HpUTOTOBJICHUS pacTBOpa JIsi BHYTPHUBEHHOTO WU
BHYTPHUMBIIIEYHOTO BBEICHUS

Kaxnpiii (rakoH C MOpOIIKOM Uil MPUTOTOBIICHHS pPacTBOpa JUIsi BHYTPUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBeACHUs conuepkuT 0,5 r nedrasuauma meHTaruapaTta (B mepecyere Ha
nedrazuaum — 0,582 r).

Ledrazunum-AKOC, 1 1, HmOpOIIOK A NPUTOTOBJIEHUS pacTBOpa Jjsl BHYTPUBEHHOIO U
BHYTPUMBIILIEYHOT'O BBEJICHUS

Kaxnaplii (uakoH ¢ MOpPOIIKOM [Jii TPUTOTOBIIEHUS pacTBOpa JUIsl BHYTPUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBEAEHUS COJAEpkHUT | T nedrasyauMa NeHTarugpara (B repecyere Ha
nedrazuaum — 1,165 r).

Hedrazugum-AKOC, 2 1, mopomok s HPUTrOTOBJIEHHS pacTBopa [jsi BHYTPUBEHHOTO U
BHYTPUMBIILIEYHOT'O BBEJICHUS

Kaxnaplii (uakoH ¢ MOpPOIIKOM JJii TPUTOTOBIIEHUS pacTBOpa JUIsl BHYTPUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBEAEHUS COJACPKHUT 2 T HedTasuanMa IeHTarujapara (B repecyere Ha
nedrazugum — 2,330 1).

BcnomoratenbHble BelecTBa, HaJM4We KOTOPBIX HAJI0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O

npemnapara: HaTpus KapOoHaT (cM. pas3zaen 4.4).

3. JEKAPCTBEHHAS ®OPMA
ITopomoxk AJ1st MPUTOTOBIIEHUS PACTBOPA JIJIsl BHYTPUBEHHOTO M BHYTPUMBIILIEYHOTO BBEJCHUS.

Benpiii nm OeNnbli ¢ )KeaTOBATHIM HIIN KEJITOBATO-KOPUYHEBATHIM OTTCHKOM ITOPOIIOK.
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4. KINHUYECKUE JJAHHBIE (NOCNEOCBATENEHOCTE 0005)

4.1. Iloka3aHus1 K IPUMEHEHHUIO

[Mpemapar Iledprasunum-AKOC mnokazan misi JIedeHHsT MOHOWH(MEKIHMA WJIM CMEIIaHHBIX
UH(pEKINH, BRI3BAHHBIX YyBCTBUTEIBHBIMH K LIe()Ta3uIUMy MUKPOOPTaHU3MaMHU, Y B3POCIbIX U
JeTel, BKIIIoUasi HOBOPOKICHHBIX

- TsDKeNble WHQEKIUU, TaKUe KaK CeNnTHIeMHs, OakTepuemusi, WHOEKIHH y TAIMEHTOB C
UMMYHOJEPUITUTOM;

- OaKTepHaNbHbII MEHUHTHT;

- (peOpuIbLHAS HEUTPOTICHUS BCICACTBUE OAKTEPHATBHOM HH(EKIINH;

- HO30KOMHAJIbHASI THEBMOHHSI,

- OpoHXoJerouHas OakTepruaabHas HHPESKIUS IPU MYKOBHUCIIHIO3E;

- uapexunu JIOP-opranoB: XpoHUYECKH THOWHBIN CPETHUI OTHUT, 37I0KaUE€CTBEHHBIA HAPY KHBII
OTUT;

- OCJIO)KHCHHBIE HH(EKITUU MOYCBBIBOSIIINX Ty TEH;

- OCJIO)KHECHHBIC HH(PEKITNN KOKU U MITKHX TKaHEH;

- HH(EKINH KeTyJ0YHO-KUILIEYHOTO TPAKTa, )KEeTYSBBIBOISIINX Ty TEH;

- OCJI0)KHEHHbIE UHTpaadJOMUHATIbHBIE HH(EKIINN;

- HH(EKINHN KOCTEH U CyCTaBOB;

- IEPUTOHUTHI, CBSI3aHHBIC C IPOBEJICHUEM T'e€MO- H IEPUTOHEATHHOTO JTUAIA3a U C HENTPEPHIBHBIM
aMOyJIaTOPHBIM MIEPUTOHEATLHBIM JTUATA30M;

- npoduiIakTUKa WHQEKIMOHHBIX OCIOXHEHUN TPH OMNepalusxX Ha MpeJCcTaTeIbHON >Kenese
(TpaHCypeTpantbHas pE3CKITHS).

Hedprazugum-AKOC MoxeT Ha3HauaThCs Kak Mpernapar BbIOOpa /10 MOIydYeHHs pe3yJbTaTOB Ha
0aKTEPUOIOTHUECKYIO YYBCTBUTEIHHOCTb.

[edTazuagum MoOXKeT OBITH HCIOJB30BaH B KOMOHWHAIIMM C OONBIIMHCTBOM JpYrux Oera-
JIAKTAMHBIX aHTHOMOTHUKOB, a TAK)KE C aMUHOTJIMKO3HIaMHU.

YyBCTBUTEIBHOCTh OaKTepHil K IedTa3suaIuMy BapbHpPyeTCS B 3aBUCUMOCTH OT PETHMOHA M C
TE€YCHHEM BpeMeHHU. Tam, I/ie 3TO BO3MOXKHO, JTOJDKHBI OBITh MPUHSATHI BO BHUMAHHE JIOKAJIbHBIC
JTAHHBIE [0 YYBCTBUTEILHOCTH (CM. pazaen 5.1).

4.2. Pe:kum 103UPOBaHNS M CIIOCO0 MPUMEHEHHU s

PexuMm no3upoBanus

I[OSy npenapara YCTAaHABJIUMBAKOT HWHAWBUAYAJIBHO B 3aBUCHUMOCTH OT TAXKCCTU TCUCHUSA
38.6OJ'ICB3.HI/I$I, JOKaJIM3aluu, B4 BO36YI[I/ITCJ'I$I " €TO YyBCTBUTCJIBHOCTHU K NPCIapary, a TaAKKeC

OT BO3pacTa ManueHTa u PyHKIIUU TTOYEeK.
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B3spocnvie u oemu ¢ maccou mena 40 ke u 6oned: 1-6 r/é%ﬁg%;ﬁ@@i%ﬁﬁ'gﬁﬁﬁgﬁﬂo
3P

WJIM BHYTPUMBIIIEYHO.
- Ilpu Oponxonerounoii OakTepualbHOW WHGEKIUH IPH MYKOBHCIUA03€ Ha3HAYAIOT 110
100-150 mr/kr/cyTku B 3 BBeneHHs (MaKCHMabHAs CyTO4Has 103a cocTasiser 9 r)’.

- Ilpu ¢eOpuabHOM HEUTPONEHUW BCICACTBUE OaKTEpUANbHOM HMH(EKIIUHU, HO30KOMHUATBLHOMN
THEBMOHUH, OaKTepHaTbHOM MEHUHTHTE, OaKTEPUEMHIH Ha3HAYAIOT 10 2 T KaXKAbIe § 4acoB.

- Ilpu mHpeKuusAx KOCTeH W CyCcTaBOB, OCIOXHEHHBIX MHQEKIUAX KOXKH M MATKUX TKaHEH,
uHpekuusx JIOP-opranoB, OCIOKHEHHBIX HHTPaaOJIOMUHAIBHBIX HMH(EKIUAX, MMEPUTOHUTAX,
CBA3aHHBIX C TMPOBEICHHEM TIe€MO- U NEPUTOHEAIbHOTO JAHalu3a U C HENpephIBHBIM
aMOyJIaTOPHBIM TIEPUTOHECATHLHBIM JTUAIM30M, HA3HAYAIOT 1O 1—2 T KaXKJIble § Y4acos.

- Ilpyn mHPEKIHUIX >KeITyT0YHO-KUIIEYHOTO TPAKTa W JKETYEBBIBOAAIIMX IMyTell — 1 T Kaxible
8 vacoB win 2 r kaxaele 12 yacos.

- [Ipu Tsxenbix UHQEKIHUIX, 0COOCHHO y MAIlMEHTOB CO CHMKEHHBIM MMMYHHUTETOM (BKIIOYas
NAIUEHTOB ¢ HEMTponeHue), — no 2 r kaxzable 8 win 12 yacoB wiu 1o 3 1 kax/aele 12 yacos.

- IIpu oclnOXHEHHBIX MH(MEKIUAX MOUYEBBIBOAAIIMX IMYTEH PEKOMEHAYEeTCS BBOAUTH MO 1-2 T
Kaxaele & vn 12 yacos.

- C uenpio mpodUIAKTHKU MPU OINEpalusX Ha MpeAcTaTeNbHON jkene3e (TpaHCcypeTpaibHast
pesekuust) npenapat Lledrazuaum-AKOC Ha3znagator B 103€¢ 1 T BO Bpemsi BBOJHOT'O HApKO3a U
BTOPYIO J03Y BBOJST IPH YAaJIEHUU KaTeTepa.

Pesixcum npoonennoii unghysuu

[Tpu ¢eOpunbHON HEUTpoNeHUH BCIIEACTBUE OakTepualbHOM HH(EKIHH, OpOHXOJIErOYHOU
OaxTepraabHONU MH(EKIMH NPU MYKOBHUCIIM103€, HO30KOMHUAIbHON MHEBMOHUH, OaKTepHAIbHOM
MEHUHTUTE, OaKTepUeMUH, MHPEKIUAX KOCTEH U CYCTaBOB, OCIOXKHEHHBIX MHPEKIUAX KOXKU U
MSTKUX TKaHEU, OCIOXXHEHHBIX WHTPaadJOMUHATBHBIX UH(EKINAX, TEPUTOHUTAX, CBA3AHHBIX C
NPOBEIEHUEM TIeMO- W MEPUTOHEAIBHOIO JHali3a M C HENPEepbIBHBIM aMOYJIaTOPHBIM
nepuToHeabHbIM auanu3oM, lledrazunum-AKOC BBoaST B BHJE€ HArpy304HOM O3Bl 2 T C
MOCJICTYIONIMM BBEJICHHEM IperapaTa B peKUMe MpoajieHHON wH(y3un B 103aXx oT 4 10 6 T
Kakpie 24 gacal.

1 'V B3pocibix manuenToB ¢ HopManbHOH GyHKIMel Mouek Npy BBEACHUM HpenapaTa B J103€ 10

9 r B cyTKH M0OOYHBIX 3P (HEeKTOB HE HAOTIOAATOCH.

Oco0ble TPVIIILI TAIMEHTOB

Tlayuenmul noscunoco 6ospacma
YuuTeiBas CHIDKEHHBIM KIMpeHC Medra3uaMMa y TMalueHTOB TMOXKUIIOTO  BO3pacTa,
PEKOMEHIOBaHHas /1032 e TasuarumMa He TOJDKHA MPEBHIIaTh 3 I/CyTKHA, 0COOEHHO Y TAallUeHTOB

crapuie 80 mer.
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s

(NOCNEQCBATENEHOCTE 0005)

1y OTUETY

Ilayuenmul ¢ Hapywenuem ynKyuu novex

[{edTazuaum BEIBOAUTCS IMOYKAMH B HEM3MEHEHHOM BHje. [103TOMY marieHTaM ¢ HapyleHueM
(GYHKIIUH MOYEK 03y HeTazuanuMa PEKOMEHIyeTCSI CHUZHT.

Hauanbhass no3a cocraBisier 1 r. IlogmepkuBaromme 10361 MOAOUPAIOT B 3aBHCUMOCTH OT
3HAYCHUH KIIMPEHCA KPEaTHHHUHA.

B3pocnvie u 0emu ¢ maccou mena 40 ke u 6onee

Tloooeparcusarowue 003vl yegpmasuouma 01 NAYUEHMos ¢ HapyuleHuem QYHKYuu novex

Knupenc Konnenrpanus Pexomenayemsbie YacToTa BBeICHUS
KpeaTHHUHA KpeaTHHHMHA B TIJ1a3Me pa3oBbIC O3BI npermapara
(Mu1/MUH) KPOBH, MKMOJTB/JI nedrazuauma (1)
(mr/ )
>50 <150 (< 1,7) CTaHJApTHBIE 03Bl
ot 50 o 31 ot 150 7o 200 1,0 Kaxxaple 12 gacos

(ot 1,7 mo 2,3)

or 30 1o 16 ot 200 o 350 1,0 Kaxnble 24 yaca
(ot 2,3 10 4,0)

or 15106 ot 350 mo 500 0,5 Kaxaele 24 yaca
(ot 4,0 10 5,6)
<5 > 500 (> 5,6) 0,5 Kaxaple 48 yacos

[TaruenTam ¢ TsDKEIBIMU MHPEKIUSAMU peKOMEHAyeMasl pa3oBasi /103a J0JKHA ObITh yBEIHUYEHa
Ha 50 % wnM yBenmMueHa YacTOoTa BBEJCHUsS IMpernapara. Y TaKWX TNAIMEHTOB CIEAyeT
KOHTPOJIMPOBATh KOHIIEHTPAIUIO e Ta3uanMa B Ia3Me KPOBHU; KOHIIEHTpauus e Tazuauma He
noikHa mpeBbimath 40 mr/n. J{ns netei kKiupeHc KpeaTHHHHA PACCUUTHIBAETCS B COOTBETCTBUU
¢ 6€e3)KUPOBOI MaCcCOM Tejla WU TIJIOMIA/IBI0 IOBEPXHOCTH Tea.

o3zl yegpmaszuouma Onsi nayuenmos ¢ HapyuieHuem @QYHKYuu novex — pexdcum NpooJeHHOuU

unghy3uu
Knupenc kpeaTnHrHa Konnentpanus YacroTa BBeieHUs TIpemnapaTa
(MJ1/MURH) KpEaTHHHHA B IIa3Me
KpPOBH, MKMOJIB/JI
(mr/mt)
ot 50 mo 31 ot 150 mo 200 Harpy3ounas noza 2 r ¢
(ot 1,7 mo 2,3) MOCIEAYIOUM BBeeHeM 1-3 T B
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LSS AT P

MpOASICHHON HH(DY3UN

or30 o 16 ot 200 mo 350 Harpy3ounas noza 2 r ¢
(ot 2,3 10 4,0) MOCJIEIYIOIIMM BBEACHUEM | T' B
Te4eHHEe 24 4acoB B PEKUME
MpOASICHHON HH(DY3UN
<15 > 350 He ouenuBanoch
(>4,0)

Cnenyer coOn0/laTh OCTOPOXKHOCTH MpPU TOAOOPE 03B

PGKOMGHILOBaH TH_IaTeJIBHbe/’I

KIIMHUYECKUI MOHUTOPUHT 0€30MacHOCTH U 3((HEKTUBHOCTH MPOBOAUMOM TEparHH.

Ilemu ¢ maccoii mena menee 40 ke

Tloooepocusaiowue 003l yeghmaszuouma 0Jist NAYUEHMO8 C HapyuieHuem QyHKYyuu novex

Knupenc Konuenrtpanus Pexomenayembie YacroTa BBEACHUS
KpeaTHHHHA KpeaTHHHHA B IJIa3Me pa3oBbIe 103l npenapara
(Mur/mMuH)** KpOBH™, MKMOJIb/JI nedrazuauma, Mr/Kr

(mr/mr) MaccChl Tela
ot 50 no 31 ot 150 1o 200 25 Kaxapie 12 gacoB
(ot 1,7 mo 2,3)
ot 30 mo 16 ot 200 mo 350 25 Kaxable 24 Jaca
(ot 2,3 10 4,0)
orl5m06 ot 350 mo 500 12,5 Kaxaple 24 Jaca
(or 4,0 10 5,6)
<5 > 500 12,5 Kaxasle 48 yacos
(>5,6)
* KoHIleHTpaluu KpeaTuHUHA B T1a3Me KPOBH SIBISIOTCSI OPHEHTUPOBOYHBIMU BEIMYUHAMH,
KOTOpBIE HE MOTYT yKa3bIBaTh Ha OJMHAKOBYIO CTENEHb HApYIICHUS (PYHKIIMU MOYEK TS BCEX
MAI[IEHTOB.
** PacdeT mpou3BeICH Ha OCHOBE TUIOIIAIM TTIOBEPXHOCTH TeJIa U U3MEPEHUH.

V nereli ¢ HapyHmIcHUuEM (I)YHKI_[I/II/I IMMOYCK KIIMPCHC KPCATHUHUHA PACCUUTHIBACTCA B COOTBCTCTBHUU

C IJIoIaab0 MOBECPXHOCTHU TECJIa UJIN 663)I(I/Ip0BOI71 Maccoii Tena.

PekoMeHn0BaH TIHIATEIBHBIA KIMHUYECKHMH MOHUTOPUHI 0Oe30macHOCTH U 3G (HEKTUBHOCTH

MIPOBOJIMMOM TEPAMHH.

Peotcum npoonennotl unghysuu onsa nayuenmos ¢ Hapyuienuem QyHKyuu novex
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D¢ bdekTUBHOCT, M 0€30MacHOCTh Ipemnapara Hed)Taé%lgfrj%@'“gg&lé%'rJ :i3':| %)Ig;:icl'lme

MPOJUICHHON MH(Y3UU Yy IeTel ¢ HapylieHueM (yHKIWU IMOYeK 1 Maccol tena meHee 40 kr, He
U3y4aluch. PEKOMEHJOBaH TINATENbHBIA KIMHUYECKUHA MOHUTOPUHT OE30MaCHOCTH U
s dexTruBHOCTH TpoBOAMMON Tepanuu. Ecnu pexum mpoasieHHOM HMH(Y3UH HCIONb3YeTcs Y
neTel ¢ HapyumieHueM (QYHKIUHM T0YeK, KIMPEHC KpeaTMHWHA JOJDKEH OBITh pacCcuuTaH B
COOTBETCTBUH C IJIOMIAIbIO TIOBEPXHOCTH TeJIa WU 0€3:)KUPOBOM Maccou Tena.

T'emoouanus

Bo Bpems remonnanusa nepuoj noJyBbIBEAEHUS COCTABIISIET 3—5 4acoB.

[Tocne kaxaoro ceaHca reMoIuanM3a BBOJAT MOJJAECPKHUBAIOIIME J03bl Ledrasuauma B
COOTBETCTBUU C MPUBEACHHOM BBIIIE TAOJIUIICH.

Ilepumoneanvuuiii ouanus

[ledTazugum MOXKHO MPHUMEHSITh BO BpeMsl MEPUTOHEATHHOrO JHalii3a W HEMpPEepbIBHOTO
aMOyJIaTOPHOTO TMEPUTOHEATHLHOrO JHanu3a. B JomoiHeHHMEe K BHYTPUBEHHOMY BBEICHHIO
nedTazuaumM MOKHO T0OABIISTH B pacTBOP s nuainu3a (00sdHO B 03¢ 125-250 Mr Ha 2 auTpa
pacTBopa ISl AUaIn3a).

JInst manueHToB ¢ MOYE€YHON HEI0CTaTOUHOCThIO, HAXOIAIIMXCS HAa HEIPEPHIBHOM FE€MOIUAIIN3E C
WCIIOJIb30BAHUEM apTEPUOBEHO3HOIO WIYHTa, WJIM JJid DAlUUEHTOB, HAXOJSAIIMXCA Ha
BBICOKOCKOPOCTHOM TeMO(MIBTPAINH B OT/ICIICHUN HHTCHCHBHOW TEepaIyy, pEKOMEHyeMas 103a
cocTaBisieT 1 I/CyTKU exXeIHEBHO (B OHO WJIM HECKOJIBKO BBE/ICHUI).

JI71s manMeHToB, HaXOASIIUXCs Ha TeMOGUIBTPAIIUH C HU3KOH CKOPOCTHIO, PEKOMEHIYIOTCS TAKKe
K€ JI03bl TMpemnapara, Kak Npu HapymieHun (QyHkuuu mouek. [lamumentam, HaxoasmuMmcs Ha
reMOIMAIIA3E WU TeMO(PUIIBTPALINH C UCTIOIH30BAHNEM BEHO-BEHO3HOTO IITYHTa, PEKOMEHTYIOTCS
JI03bI, PEJICTABIICHHBIE B TAOIUIIaX HIDKE.

Ho3vl yepmazuouma y nayuenmos, HAxX00AUWUXCA HA 2eMOPUIbMPayUuU ¢ NpUMeHeHUueM 8eHo-

6E€EHO3HO20 WyHmMa

Kinpenc [Tonnep>kuBaromas 103a (Mr) B 3aBUCUMOCTH OT CKOPOCTH
KpeaTHHHHA ynbTpaduiabTpauu (Mia/MuH)™*
(MI1/MUH)
5 16,7 33,3 50
0 250 250 500 500
5 250 250 500 500
10 250 500 500 750
15 250 500 500 750
20 500 500 500 750

* TlonnepsxkuBaromiasi 103a Ha3HAYAETCs Kaxkble 12 4acoB.
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Jozvl yepmasuouma y nayuenmos, Haxo0Auuxds Ha Heﬁ&lpléz'elt%);lllzé%gg%?é'gw ﬁ/izléfrle_it'uem

6E€EHO-6E€HO3HO20 UtyHma

Knupenc [MognepxuBaromas 103a (Mr) B 3aBUCUMOCTH OT CKOPOCTH JAnan3a™
KpeaTHHUHA
(Mi1/MUH)
1,0 n/gac 2,0 m/4gac
Cxkopocts ynbrpadunstparuu (J1/gac) | CxopocTs ynbTpadrbTpauu (J1/9ac)
0,5 1,0 2,0 0,5 1,0 2,0

0 500 500 500 500 500 750
5 500 500 750 500 500 750
10 500 500 750 500 750 1000
15 500 750 750 750 750 1000
20 750 750 1000 750 750 1000

* [lonnepxkuBarolias 103a Ha3Ha4yaeTcs Kaxple 12 yacos.
THayuenmoi ¢ HapywieHuem QYHKYUU neveHu
CornacHO MMEIOUIMMCSI JJAHHBIM, HET HEOOXOIMMOCTH B KOPPEKIUH pPEXHMa JO3UPOBAHUS Y
NAllMEeHTOB C JIETKOM M CpeJHeW CcTeneHblo HapyuleHdus (yHKuuu nedeHu. OTCYTCTBYIOT
pe3yJbTaThl UCCIEOBAHUI C Y4acTHEM IMalMEHTOB C HapylIeHHEeM (DYHKIUM HEeUeHH TKEJIOH
cTerieHHu. PexkoMeHIyeTcst TINATeNbHBIH KJIMHUYECKUH MOHHUTOPUHT  0€30MacHOCTH U
3¢ (HEKTUBHOCTH MPOBOIUMON TE€panuu.

eTu
Jlemu cmapwe 2 mecsayes ¢ maccou mena menee 40 ke
- Ilpm wHPEKIMAX IKEMyIOYHO-KUIIEYHOTO TpaKTa H JKeTYeBBIBOASIMX myTen: 30—
100 mr/kr/cyTku B 2 Wiin 3 BBEICHUSI.
- IIpu undexuusax JIOP-opraHoB: XpOHMYECKOM T'HOMHOM CpeIHEM OTHUTE, 3JI0KaUeCTBEHHOM
Hapy>KHOM OTHTE, OCJIO)KHEHHBIX MH(EKLHUAX KOCTeH U CYCTaBOB, OCJIOXXHEHHBIX HMH(EKIHIX
KO)KA W MSTKHX TKaHEH, OCJIOKHEHHBIX WHTPaaOJOMUHAIBHBIX HH(EKIHIX, MEPUTOHHUTAX,
CBSI3aHHBIX C TIPOBEACHHWEM TEeMO- H TMEPUTOHEATHHOTO [HANW3a W C HENPEepPHIBHBIM
aMOyJIaTOpHBIM TepuTOHeaNnbHbIM auanu3oM, — 100-150 wmr/kr/cytku B 3 BBEACHUA,
MaKCHUMAaJIbHO 6 T/CyTKH.
- Ilpm QeOpunbHOit HeWTponeHUH, OpPOHXOJIETOYHOW OakTepUadbHOW HWHOEKIMU MpH
MYKOBHCIH/I03€, OaKTepHaIbHOM MEHHHTHTE, TSDKEIBIX HH(EKIHIX, TAKHX KaK CENTHIEMHS,
OakTepreMus, UHPEKIUH Y MAMEHTOB ¢ UMMYHOe(hUIUTOM, — 150 MI/KIr/CyTKH B 3 BBEJCHHUS,
MaKCHUMaJIbHO 6 T/CyTKH.

Peorcum npoonennou undyzuu
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I[Ipu GeOpmiibHON HEUTPONEHUH BCIIEACTBUE 6a1<Tep. J'I’b;r 9. 'é s :—::c-) fbnert;qﬁoﬁ
pir edp ™ Ha e i e iniet Gpodxoeroy

OakTepuanbHOU MH(MDEKIMH MPU MYKOBUCIIH103€, HO30KOMHUATHHON MHEBMOHUH, 0aKTePHATEHOM
MEHUHTHTE, OaKTepUEeMUU, HHPEKIUAX KOCTEH U CYCTaBOB, OCIOXHEHHBIX HHPECKIUAX KOXKHU U
MSITKUX TKaHEW, OCIOXHEHHBIX MHTPaa0JOMUHAIBHBIX WH(EKIUIX, IEPUTOHUTAX, CBSI3aHHBIX C
MPOBEJCHUEM TE€MO- U TMEPUTOHEATbHOIO JHaih3a U C HENpPepbIBHBIM aMOyJIaTOPHBIM
neputoHeanbHbIM uanu3oM, lledrasunum-AKOC BBomAT B BUAEC HArpy304HOW J03b1 60—
100 Mr/KT ¢ mOoCTeAYIONIUM BBEICHUEM TIperapara B pe:kuMe mpoaiieHHoi nHdy3uu B 1o3e 100 —
200 Mr/Kr/cyTKH, MAKCUMYM 6 T/CyTKH.

Hoesopoowcoennvie 6 6ozpacme om () 0o 28 Oneti u demu 6 6o3pacme om 28 Oweli 0o 2 mecsayes. 25—
60 MI/KT/CyTKH B 2 BBEICHUSI.

Peoicum npoodnennou undysuu

besonacnocts u sddextuBHOCT, Tpemnapara lledrazumum-AKOC B pexxume mnpojajaeHHON
uH(Y3Uu Y HOBOPOKIeHHBIX OT 0 10 28 nHel u aeredt oT 28 AHel U 10 2 MeCsIeB He U3yUYallHCh.

Cnoco0 nnpuMeHeHus

[Ipenapat BBOAST BHYTPHUBEHHO WJIM TITyOOKO BHYTPHUMBIIIEYHO B OOJIACTH BEPXHEHAPYKHOTO
KBaJ[paHTa 0OJIbIION ATOAMYHON MBIIILIBI WM JaTepaIbHON MOBEPXHOCTH Oespa.

PactBop nedrazuarMa MOXKHO BBOJUTH HEMOCPEACTBEHHO B BEHY WU B TPYOKY MH(Y3HMOHHOMH
CUCTEMBI, €CIIU MallMEHT NO0JIy4yaeT UHPY3UOHHYIO TEPAIUIO.

WHCTpyKlIMKM O TPUTOTOBJIEHMUIO JIEKAPCTBEHHOIO Iperapara Iepei NPUMEHEHHUEM CM. B
paszzerne 6.6.

4.3. IlpoTuBONOKAa3aHUS

- I'unepuyBCTBUTENBHOCTh K LEePTa3uAUMy WM JTHOOOMY H3 BCIOMOIAaTEIbHBIX BEIIECTB,
MIePEYHCIICHHBIX B pazjene 6.1;

- TUIIEPYYBCTBUTENIBHOCTD K APYTUM L1e(haloCIIOPUHOBBIM aHTHOMOTHKAM B aHAMHE3€;

- TsDKeNble peaklUH TUIEepUyBCTBUTEIBHOCTH (HAmpuMmep, aHa(pUIAKTUUYECKUE pPEaKIHUH) K
IpyrumM OeTa-JTakTaMHBIM aHTHOAKTepHUaIbHBIM IIperapaTaM B aHaMHE3e.

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Tepen nauyanom sedenus npenaparom Llegrazunum-AKOC Heo6xoanMo cobpaTh MOAPOOHBIHM
aHaMHe3, KacaroIMMCS TMpPeNlIeCTBYIOMMX pEeaKUUid TMOBBIIICHHON YyBCTBUTEIBHOCTH Ha
nedTazuaum, 1edanocrnopuHbl, IEHUIUUTMHBL I IpyTHe MpenapaThl.

Oco0oe BHUMaHHE CIIeTyeT 0Ka3aTh MalMeHTaM C IPEIIIECTBYIONIEH HETSKEIO0N alljiepruueckoi
peaknuell Ha NEHUUWUIMHBI WM Jpyrue Oera-lakTamHble aHTHOWOTUKU. [lpu pa3BuTHH
JIepruyeckoi peakuu K nedra3uaumy npenapaT cileayeT HEeMEAJICHHO OTMEHUTD, B TSKEIbIX
CIIy4asiX MOKET NOTpeOOBaThCS MPUMEHEHHE SUHEPPHUHA, THIPOKOPTHU3IOHA, AaHTUTUCTAMUHHBIX

IIpenapaToB WM MIPOBEACHUE IPYTUX IKCTPEHHBIX MEPOIIPUATH.
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npernapaTaM, TaKUMH KaK aMUHOTJIMKO3WABl WIM JIUYPETUKA C BBIPAKEHHBIM JIEHCTBUEM
(Hanmpumep, pypocemMu), MOKET OKa3aTh HETaTUBHOE BIUSHHUE Ha (DYHKIUIO TTOYEK.

[Tockonbky 1iedTazuauM BHIBOAUTCS MTOYKAMHU, Y MAUEHTOB C TOYEYHON HEIOCTATOYHOCTHIO €TI0
032 JIOJDKHA OBITh CHIDKEHAa B COOTBETCTBHHM CO CTENEHBIO HapylleHHs (GYHKIUH IOYEK.
Coo01manocs 0 HEBPOJIOTUYECKUX HAPYIICHUSAX Y MAUEHTOB ¢ OYEYHON HEJOCTAaTOYHOCTHIO B
cilydasix, Korja 103a He Oblia CHHKeHa (cM. paszenst 4.2, 4.8).

Onucanbpl ciayyad BO3HHUKHOBEHHS IICEBIIOMEMOpPAHO3HOIO KOJWTAa MpU HPUMEHEHUU
AHTUOMOTHKOB, CTENEHb TSHKECTH KOTOPOTO MOXET BapbHUPOBATh OT JIETKOW 10 yrposKarolei
xu3HHU. [103TOMY Ba)KHO yYUTHIBATh BO3MOKHOCTH PA3BHUTHUS MCEBJIOMEMOPAHO3HOTO KOJIUTA Y
MAIMEHTOB C TUapeeil BO BpeMst HITH TI0CIIe TPUMEHEHHs aHTHOMOTHKOB. Eciiu auapest nurenbHas
WIM UMEET BBIPAKCHHBIN XapakTep WM IMalUeHT HCIBITHIBAET CHa3Mbl B JKUBOTE, JEUCHUE
JOJKHO OBITh HEMEUICHHO NPEKpalleHO U MalueHT JOJDKeH ObITh oOcnemoBad. [Ipemapartsi,
TOPMO3SIIIUE MEPUCTANBTUKY KHIIEYHUKA, IIPOTUBOIIOKA3aHBI.

JuTensHOe TPUMEHEHHE AaHTHOMOTHKOB IIUPOKOTO CIEKTpa [EHCTBHA, B TOM 4YHCIE U
nedTazuauMa, MOXKET MPUBECTH K YBEIMYCHHIO POCTa HEYYBCTBUTEIBHBIX MHKPOOPTaHU3MOB
(mpeumytiectBenHo pomoB Candida u Enterococcus), mpu 3ToM MOXET MOTPeOOBATHCS
IpeKpalleHne JeUueHHsl WM TPOBEJCHHE COOTBETCTBYIOIIEH Tepamuu. Bo Bpemst nedeHus
HE00XO0JUMO MTOCTOSIHHO OIIEHUBATh COCTOSIHHUE MAI[UEHTA.

Kak u mpu neueHum apyrumu 1edajocnopuHaMH M TMEHULWUIMHAMHU IIHPOKOTO CIIEKTpa
NEHCTBHUS, TPU HCIONB30BAHUM IMePTa3suauMa Yy HEKOTOPHIX H3HAYAIbHO YYBCTBUTEIBHBIX
mrammoB Enterobacter spp. u Serratia Spp. MOXeT pa3BUBaThCs PE3UCTEHTHOCTD, IIO3TOMY TIPH
JICYeHUY WH(EKITUH, BEI3BAHHBIX 3TUMHA MHUKPOOPTaHU3MaMHU, CIIeIyeT IEPHOANICSCKH TIPOBOIUTH
HCCJIEIOBaHNE Ha YyYBCTBUTEIHHOCTh K aHTUOUOTHKAM.

[edTazuaum He BAMSIET HA PE3YNIBTATHI OMPEACTICHUS TIFOKO3bI B MOUE C TOMOIIBIO (JePMEHTHBIX
METOJI0OB, HO MOJKET BbI3BaTh Cj1a00€ HCKaXEHHE pEe3yJbTaTOB aHaJIM3a, OCHOBAaHHBIX Ha
BoccraHoBieHun Meau (benenukra, ®enunra, Knuaurecr).

[ledTazuaum He BIUSET HAa KOJIMYECTBEHHOE OINpEAeNieHHEe KpeaTHHUHA IIEIOYHO-TTUKPATHBIM
METOJIOM.

Coneprxanne Hatpus Bo (iakone 11t 1o3upoBku 0,5 r: 21,7 mr, wim 0,9 MMob.

Coneprkanne HaTpus Bo (hyrakoHe 11t 103upoBkH 1 1: 43,4 mr, unu 1,9 Mmmotb.

CopepxaHue HaTpus Bo (hJaKoHe JUTs T03UPOBKH 2 T: 86,8 mr, miun 3,8 MMOJIb.

CogepxaHue HAaTpUsi B TperapaTe IOJDKHO YYHTHIBATHCS Yy MAIMEHTOB, HYXIAIOIIUXCS B
OTpaHWYCHUHU HATPHS.

Heupomoxcuunocmo
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nedanocnopuHamMu. CHMITOMBI BKJIFOYAIOT SHIE(DAIONATHIO, CYJOPOTH H/HIM MHUOKIIOHYC.
@DakTOpbl pHUCKa BKJIIOYAIOT IMOKWJIOH BO3pacT, MOYEUYHYI HEJOCTATOYHOCTb, 3a00JIeBaHUS
LICHTPAJIbHOW HEpPBHOW CHCTEMbl M BHYTpUBEHHOE BBeleHHE. [Ipu mNosBIEHMM CHUMIITOMOB
HEHPOTOKCUYHOCTH CIIEIyeT PACCMOTPETh BONPOC 00 OTMEHE Ipenapara.

4.5. B3zauMmopeiicTBHe ¢ JPYrMMH JIeKApPCTBEHHbIMH IMpenapaTaMM W [pyrue BH/bI
B3anMoO/1elicTBUSA

OnHOBpEeMEHHOE BBEJICHHE BBICOKHX J103 LedTazuauMa i HepOTOKCHUECKHUX MPENapaToB MOKET
OKa3bIBaTh HEOIArOMPHUATHOE BO3AEHCTBUE HA QYHKIUIO IOYeK (cM. pasaen 4.4).

LledTasunum, Kak U Opyrue aHTHOMOTHKH, MOXKET HapyllaTh KUIICYHYI0 MHUKPOQIOpY, UTO
MOXET TPHUBOJUTH K CHIDKCHHIO peadcopOLuu A3CTPOTCHOB M CHIKEHHIO 3()(EeKTHBHOCTH
KOMOMHUPOBAHHBIX IIEPOPaAIbHBIX TOPMOHAIBHBIX KOHTPALIEITUBOB.

[Tpenapat Lledrazugum-AKOC coBmecTuM C OOJIBIIMHCTBOM PAacTBOPOB JUIsl BHYTPUBEHHOI'O
BBEJICHUSI.

Opnako medTazuauM MeHee CTaOWiieH B pacTBope OukapOOHaTa HATpHsl, TOITOMY €ro He
PEKOMEH/1yeTCsl UCIOJIb30BaTh B KAUECTBE PACTBOPUTEIIS.

LledTa3suaum ¥ aMUHOITIMKO3U/bl HENb3sl CMEIIMBATH B OJHOM HMH(DY3MOHHOHM cuUCTeMe WU
HITIPHIIE.

Xnopamdenukon aeicTByeT iN Vitro kak aHTaroHUCT nedrazuauma u Ipyrux nedaiocrnopruHOB.
Knuanyeckast 3 HaUMMOCTb IaHHOTO SBJICHUSI HEU3BECTHA, OIHAKO IIPU OIHOBPEMEHHOM BBEICHUU
HE00XO0/IMMO YUUTBIBATh BOBMOKHBINM aHTarOHU3M JIEHCTBHSL.

[lpu noGaBneHWHM BAaHKOMHIIMHA K PAacTBOPY HedTa3suanMa OTMEUYASTCsS BBINAJICHUE OCAKa,
MOATOMY PEKOMEH/IYETCs TPOMBIBAaTh WH(PY3HOHHYIO CHCTEMY MEXIY BBEIECHHUSMH ITHX JIBYX
Ipernaparos.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

bepeMeHHOCTB

Her naHHBIX, TNOATBEPKAAOIMUX HAMOPHOTOKCHYECKOE WM TEPaTOTeHHOE JICHCTBHE
nedrasunuma, onHako npenapat Lledpraznaum-AKOC crienyer ¢ 0CTOPOKHOCTBIO MPUMEHSTH
KEHIIMHAM B TepBble Mecslbl O0epeMeHHOCTH. [Ipy HEOOXOAMMOCTH NMpUMEHEHHs Npernapara
Hedrazugum-AKOC npu 6epeMeHHOCTH ClIEAYET COU3MEPATh OKUAAEMYIO TOJIb3Y ISl MATEPH U
MOTEHIMATBHBIN PUCK JIJIS TT0AA.

JlakTanus

LledTasunum BbIAENSETCS C TPYJHBIM MOJIOKOM B MajoOM KOJHYECTBE, MO3TOMY HEOOXOIMMO

coOiroaaTh OCTOPOKHOCTh IMPH NMPUMEHEHHHU Ipernapara KOpMSIIUM >KeHUIMHaMm. B cimydae

10
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BCKapMJII/IBaHI/II/I, HGOGXOI[I/IMO HperaTI/ITb pr,Z[HOG BCKapMJ'II/IBaHI/IC.

4.7. BaiusiHde HAa CHOCOOHOCTH YNPABJSTHh TPAHCHOPTHBIMU CPeACTBAMH M padoTaTh ¢
MeXaHH3MaMH

[TockonbKy TmpemapaT MOMET BBI3bIBATh T'OJOBOKPYKEHHE, HEOOXOIUMO MPEeAyIPEInuTh
MAIMEHTOB O Mepax MPeI0CTOPOKHOCTH MPH YIIPABICHUH TPAHCTIOPTHBIM CPEJICTBOM MIIH paboTe
C [[BI/DKYH_II/IMI/ICSI MCXaHHU3MaMMH.

4.8. HexxesaTesIbHbIE peaKIUU

Pesrome mpoduisg 6esonacHOCTH

HesxenaTenpHble peakinu, IPeACTaBICHHbBIE HUKE, IEPEUUCICHBI B COOTBETCTBHH C IIOPAKEHHEM
OpraHoOB M CHCTEM OPTaHOB M YaCTOTOH BCTpeuaeMoCTH. YacToTa BCTPEYaeMOCTH OMPEAEIETCS
cleyronmmM oopazom: ouens uacmo (> 1/10), uacmo (> 1/100, vo < 1/10), neuacmo (> 1/1 000,
HO < 1/100), peoko (> 1/10 000, no < 1/1 000), ouens peoxo (< 1/10 000), vacmoma neuzeecmua
(Ha OCHOBaHWHU MMEIOIIUXCS JAHHBIX OIIEHUTH HEBO3MOXKHO).

Karteropuu yactorsl ObuTH CHOPMHPOBAHBI HAa OCHOBAaHMM KJIMHHYECKMX HCCIICIOBAHUM
npernapara ¥ HOCTPErHCTPAHOHHOTO HAOIFOICHUSI.

Pe3roMe HekenaTenbHBIX PeaKIUn

Yacmoma ecmpeuaemocmu HedceaameibHblx peakuuﬁ

Hngpexyuu u uneazuu

HeuacTo: kaHau103 (BKIIHOYasi BATUHUT U KaHIMJI03 TTOJIOCTH PTa).

Hapywenus co cmopoHbl Kposu u tumgpamuiecko cucmembyl

Yacro: 303uHODUIMS, TPOMOOLIUTO3.

Heuacro: nelikonenus, HEUTPONEHUS U TPOMOOILUTOIIEHHUS.

Ouensb peaxo: TMM(OIUTO3, FTEMOIUTHYECKAs aHEMUS, arPaHyJIOLUTO3.

Hapywenus co cmopoHbl uMMyHHOU cUCmembl

Ouenp peako: aHaUIaKTHYECKHWE peakiuu (BKIouas OpOHXOCMAa3M W/WIM  CHUXKEHUE
apTepUATTLHOTO JIABJICHU).

Hapywenus co cmoponul HepeHoUl cucmembl

HeuacTo: ronoBHast 6016 ¥ TOJIOBOKpPYKEHHE.

Ouensp penko: mapecresus.

YacroTa HEU3BECTHA: CYI0POTH.

Coobmanoch 0 ciydasx HEBPOJIOTMYECKUX HApYIIEHUH, TaKMX Kak TPEeMOp, MHOKIIOHMS,
sHIIe(aTonaTus, KoMa, KOTOpble OTMEUYAINCh y TAIlMEHTOB C HapylIeHHeM (QYHKIMU MOYeK MpU
HEJ0CTaTOYHOM CHMKEHHMH J103bI e Tazuauma.

Hapywenus co cmoponwl cocyoos
11
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Yacro: predut nnm pom60d1eOuT Ipr BHY TPUBEHHOM ﬂggﬁ-eljll%l]l:

Kenyoouno-kuweunvie napyuienus

Yacro: nuapes.

HeuacTo: TomHoTa, ppoTa, 60J11 B )KUBOTE U KOJIUT.

OueHb peaKo: HEMPUATHBIN BKYC BO PTY.

Komur wmoxer Obiteb BbBan  Clostridium  difficile u  moxer mposBasTees — Kak
NICEBIOMEMOPaHO3HbBIN KOMHT (cM. pasaen 4.4).

Hapywenus co cmopoHbl nevenu u sHceniesvi8o0auux nymeti

YacTo: TpaH3UTOPHOE IIOBBIIIEHHME OJHOrO WM Oosiee  IEYEHOUHBIX  (DEPMEHTOB:
ananuHamuHoTpanchepassl (AJIT), acnapratamunorpancdepassl (ACT), makraTaeruaporeHassl
(JIAT), ramma-rmyramuntpancnentuaassl (I'TTIT) u menounoit pocdarassr (LLD).

OueHb peaKo: KenTyxa.

Hapywenus co cmopoHul Kodicu u noOKONCHbIX MKaHel

YacTto: naTHUCTO-TAIyJI€3Hasl ChIIlb WM KPAallMBHULIA.

Heuacro: 3ya.

OueHb pelnKo: aHTMOHEBPOTUYECKUH OTEK, MHOropopmHas spurema, cuHIpoM CTuBeHca —
JI>KOHCOHA U TOKCUYECKUH 3MuAepMalbHbI HEKPOJIU3.

Hapywenus co cmopoHbl nouex u Mo4egbleo0AuUx nymei

OdeHb peIKO: HUHTEPCTULMATBHBIA HEPPUT, OCTpast MOYEYHas! HETOCTATOYHOCTb.

Obwue napywenus u peakyuu 8 mecme 68e0enus

YacTo: 60116 U/WIIK BOCTIAJIEHUE 110CIIE BHYTPUMBILIEYHOW UHBEKLINH.

Heuacro: nuxopazaxka.

JlabopamopHvle u uncmpymenmanbHvle OaHHblE

YacTo: nonoxurenbHas npsaMas peakius Kymoca.

HeuacTo: npexojsiiee NoBbIIeHHE KOHIEHTPAlMd MOYEBHHBI, a30Ta MOYEBHHBI B KPOBU W/WIIN
CBIBOPOTOYHOTO KPEaTHHUHA.

[TonoxxurenpHas peakuust KymOca Habmonaercss mpuMepHo y 5 % ManueHToB, IpU 3TOM MOTYT
HaOJII01aThCSl COOTBETCTBYIOIINE U3MEHEHMS JTa00OPaTOPHBIX MOKa3aTeseil KpOBH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pPEBAEMBIX HEXKENATEIbHBIX pPEAKLUAX IOCIEe PErucTpanuu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1eabi0 00ecnedeHrs HeNPepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coolmate O JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEeaKIHsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallOHAJIbHBIE CUCTEMBbI COOOIIEHMSI O HEXKEeJIaTeJIbHBIX PEeaKIUsX TOCyJapCTB-UJIEHOB

EBpazniickoro 5KOHOMHUYECKOr0 COK03a.
12
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Poccuiickag Peneparys

DdenepanbHas ciryx0a o Hag30py B cdepe 3npaBooxpanenus (Pocsnpasuamzop)
Anpec: 109012, r. MockBa, CnaBsitHCKast TUI0IIa b, 1. 4, ctp. 1

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

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Keipreizckas Pecriybnuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB W MEAMIMHCKUX U3JAeNuid npu MUHUCTEpCTBE
3npaBooxpanenusi Keipreckoi PecyOmmku

720044, r. bumkek, yi. 3-sa Jluaus, 25

Tenedon: +996 312 21-92-78

Onektponnas mouta: dismi@pharm.kg

http://pharm.kg

4.9. llepeno3npoBka

Cumnmombwi

[lepeno3upoBka MOXET TIPUBECTH K HEBPOJOTHUYECKUM OCIOXHEHHUSM C pPa3BHUTHEM
SHIIePATONIATHH, CYIOPOT U KOMBI.

Jleuenue

Copepxanne nedTazuauMa B Tiia3Me KPOBH MOKHO YMEHBIIUTH C MMOMOIIBI0 TeMOINaIN3a Uiu

NEPUTOHCATILHOI'O JUaJIn3a. CuMnroMaTuyeckas TCparus.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBa

®dapMakoTepaneBTUYECKas TPYMa: aHTUOAKTepUaldbHBbIE CpPEACTBA CHUCTEMHOTO JEHCTBHS,
Ipyrue OeTa-TakTaMHbIe aHTUOAKTepUATIbHBIE CPEICTBA; 11e(PaTOCTIOPUHBI TPETHETO MTOKOJICHHUS.
Ko ATX: JO1DDO02

Mexanusm deticmsus

[edTazungum sBisercs nedanocnopuHoBbiM aHTuOMoTHKOM Il mokomenus. Oxa3biBaeT
OaKTepUIIUIHOE ICUCTBHUE, HAPYIIIasi CHHTE3 KJIIETOYHON CTEHKH OaKTepHIA.
Dapmaroounamuyeckue 3¢pgexmol

PacripocTpaHeHHOCTh MPHOOPETEHHON YCTOWYMBOCTH OAaKTepuil K MeTasuauMy BapbUPYETCs B
3aBUCUMOCTH OT PErMOHA U C TEYEHHEM BPEMEHH, Y OIPEACIICHHBIX BHJIOB MHUKPOOPIaHU3MOB

YCTOﬁqHBOCTB MOYET OBITH OYEHD BLICOKOM. HpeﬂHO‘-ITI/ITe.]'H)HO HUMETH JIOKAJIBHBIE NAHHBIC I1O

13
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naktamasbl pacmmperHoro criekrpa (BJIPC), oco6eHHO pu Tepamnuu TSKeIbIX HHPEKIUHN.
Hwxe npuBesieHa akTHBHOCTB HedTazuanma in Vitro.

bakTepuu, 00bIYHO YYBCTBHTE/IbHbIE K HeQTazuIUMY
I'pammosioxkuTeIbHBIE 23PO0BI

Beta-hemolytic streptococcit

Staphylococcus aureus (ITaMMbl, 9yBCTBUTEIbHBIE K METUIMIITHHY)®
Koaeynazonecamusnvie cmaghuniokoxkxu (ITaMMbl, 9yBCTBUTEILHBIE K METUIIMILIMHY )
I'pamorpuuaresibHbIe a3p0O0bI

Haemophilus influenzae, sxiouas ycroitunsble K nepTasHaUIMy IITAMMBI®
Haemophilus parainfluenzae

Neisseria gonorrhoeae

Neisseria meningitidis?

Pasteurella multocida

Proteus spp.t

Providencia spp.

Salmonella spp.

Shigella spp.

BaKTepuu, AJISl KOTOPBIX BEPOSATHA I[pPIOﬁpeTEHHaH PE3UCTEHTHOCTDb K ue(bTa3mey
I'pamoTpnuare/ibHbIe 23p0O0BI

Acinetobacter spp.

Burkholderia cepacia

Citrobacter spp.t

Enterobacter spp.*

Escherichia colit

Klebsiella spp., Bkmrouas K. pneumoniaet

Pseudomonas spp., Bkimodas P. aeruginosal

Serratia spp.t

Morganella morganii

Yersinia enterocolitica

I'pamnoJiosxkuTeIbHBIE 23PO0BI

Streptococcus pneumoniaet

Viridans group streptococci

I'pamnoJiokuTEIbHBIE AHA3POOBI

Clostridium spp., e Bximrouas C. difficile
14
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Peptostreptococcus spp.

Propionibacterium spp.

I'pamoTpnuaTe/ibHbIE AHA3POOBI

Fusobacterium spp.

bakTtepuu, o0J1agawime NPUPOIHOH YCTOHYUBOCTHIO K He(Ta3HAUMY
I'pammnoJioxkuTeIbHBIC 23P00BI

Enterococcus spp., Bkiatouas E. faecalis u E. faecium

Listeria spp.

I'pamorpuuaresibHbIe a3p0O0bI

Campylobacter spp.

I'pammnoJiokuTeIbHBIE AaHAIPOOBI

Clostridium difficile

I'pamoTpuuartenbHbIe aHAPOOBI

Bacteroides spp., Bxirouas B. fragilis

IIpouue

Chlamydia spp.

Mycoplasma spp.

Legionella spp.

! JIna  pgamHeIX  GakTepuii  KkamHMuYeckas  (P(EeKTHBHOCT  ledTasuauMa  OblLla
IIPOJEMOHCTPUPOBAaHa B KIIMHUYECKUX UCCIIET0BAHUAX.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

Abcopoyus

[Tocne BHyTpUMBILIEUHOTO BBeACHUS LedTazuauma B 1o3e 0,5 r u 1 r B mua3Me KpoBH OBICTPO
JIOCTUTAIOTCSl MaKCUMaJIbHbIE KOHLEHTpaluu npenapara (18 mr/m u 37 MI/a cOOTBETCTBEHHO).
Yepes 5 MUHYT 1ociie BHYTPUBEHHOTO OOJIOCHOTO BBE/AEHUS NpenapaTa B 1o3e 0,5, l rumm 2 r
€ro IMJIa3MEeHHbIC KOHIIEHTPAIIUU COCTABISAIOT 46 mr/m, 87 mr/m u 170 Mr/1 COOTBETCTBEHHO.
Pacnpeoenenue

B muazmMe kpoBHM cOXpaHSIOTCS TepaneBTHYeckd 3((eKTHBHBIE KOHLEHTpaluu nedrazuauMa
yepe3 8—12 yacoB mocie BHYTPUBEHHOTO WM BHYTPUMBIIIEYHOTO BBeleHUS. CBA3b ¢ OelKaMu
I1a3Mbl KPOBH cocTaBiisieT okoiio 10 %.

Konuentpanuu nedrazuanma, npeBblIaoliie MUHUMAIbHbIE UHTUOUPYIOMINE KOHIEHTPAUuU
JUTSE OOJBIIIMHCTBA PACIPOCTPAHEHHBIX MATOT€HHBIX MUKPOOPTaHU3MOB, MOTYT OBITh IOCTUTHYTHI
B KOCTHOW TKaHH, TKaHSIX CEPJLA, KEIYU, MOKPOTE, CHHOBHAJIBHOMN JKNUIKOCTH, BHYTPUIIIA3HON
JKUJIKOCTH, B TUIEBPATLHOMN M MEPUTOHEATHHON KUAKOCTIX. LedTazuanum ierko npoHukaeT yepes

IJTIACHTY W BBIACTIACTCA C T'PYAHBIM MOJIOKOM. HpI/I OTCYTCTBHUH BOCHAJIUTCIBHOI'O IMpouecca B
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MEHUHTeaTbHBIX 000J0YKax medTazuauM IMIQxo npo'fﬂa'lgé;é;l E%Sé“l&ﬂ‘fé&'ﬁhe%h&&knﬁ

Oapbep, KOHLEHTpanus mnpenapara B uepedpocnunanbHor skuakoctu (LCXK) nuskas. Ilpu
meauarure B L[C)XK  pmocrurarorcs  TepameBTHYECKME  KOHLEHTpAlMHM  Iedra3uauma,
cocrasirronye 4—20 Mr/i ¥ BbIIIE.

buompancgopmayusn

LledTasunum He METa0OIU3UPYETCS B OpraHU3Me.

Inumunayus

[TapenTepaibHOE BBEAECHUE IO3BOJISAET JOCTHYb BBICOKMX KOHLEHTpalMi B IJa3Me€ KpPOBHU B
TEYEHHUE [UIUTEIIBHOTO BPEMEHHU, KOTOPbIE YMEHBIIAKOTCS C MEPUOJOM IOITYBBIBEACHHS OKOJIO
2 yacoB. Y HOBOpPOXIECHHBIX B Bo3pacTe oT O 10 28 aHell u neredt B Bo3pacTte OoT 28 mHEU 110
2 MecseB NepuoJl MOJYBBIBENCHUS HedTa3uaumMa MOXeT ObITh B 3—4 pasa BhIIIE, YeM Y
B3pOCIIBIX.

LledTasunum BbienseTcss B HEM3MEHEHHOM BMJIE NTOYKaMH IyTeM KiIyOOUKOBOW (pUIIbTpaIH,
npuueM okosio 80-90 % ot BBeJEHHOM /103bl BbIIEISETCS IOUYKaMU B TeueHue 24 yacoB. MeHee
1 % BBIBOIUTCS C KEMYbIO, B PE3yJbTaTE YEro Yepe3 KHUIICYHUK BBIIEISICTCS OrpaHMYCHHBIN
o0beM mpenapara.

Iloueunasn nedocmamoynocmo

VY manueHToB ¢ HApYHIEHHOW (PYHKIMEH MOYEK CKOPOCTh BBIBEICHHS HedTa3uauMa CHUKACTCS,

MI0ATOMY 103y CJIeIyeT YMEHBIIUTH (CM. pa3zensl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

Harpus xapOonar

6.2. HecoBMecTHMOCTD

LledTa3unum MeHee ctabusieH B pacTBOpe OMKapOOHATa HATPHsl, TOITOMY €ro HE PEKOMEHTyeTCsl
UCTIOJIF30BaTh B KAUECTBE PACTBOPUTEIIS.

dapmaneBTHYeCKH HECOBMECTHM C aMHUHOTJIMKO3WAAMH, BAaHKOMHUIIMHOM, XJIOPaM()EHUKOIOM.
LledTasunum ¥ aMUHOTTIMKO3UABI HEJb3S CMEIIMBATh B OJHOW MH(Y3MOHHOW CHCTEME WM
HITIPHIIE.

[lpn noGaBneHNHM BAaHKOMHIIMHA K PAacTBOPY HedTasuanMa OTMEYaeTCsl BBITIAJICHUE OCaJKa,
MIOATOMY PEKOMEH/IYETCs TIPOMBIBaTh WH(PY3HOHHYIO CHCTEMY MEXIY BBEICHUSMH ITHX JIBYX
IpernaparosB.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

3 rona.

6.4. Oco0ble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHUH
16
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B opurunansHoii yrmakoBke ((iaakon B mauke /|daakoH ':El %&35&?@&? l?é_llvh'}-elij—z{TJﬁé ':Ili:é:';ﬂlme

My OTYETY

25 °C.

6.5. XapakTep u coep:kaHue NEPBUYHONH YIAKOBKH

ITo 0,5, 1 T geiicTByOMIETO BemIecTBa BO (pi1akoHbI (M3 OECIIBETHOTO CTEKIIA 1 THIPOIUTHYECKOTO
Kyacca) BMeCTUMOCThI0 10 M wim 20 M1, o 2 T JeHCTBYIOMIETO BellecTBa BO (IakoHBI (K3
OecuBETHOro crekia | THUIPOJIUTHYECKOTO Kiacca) BMECTUMOCTbIO 20 MJ, TIepMETUYHO
YKYHOpPEHHBbIE MPOOKaMU PE3WHOBBIMU, OOXATHIMU  KOJMAUYKaMH  aTIOMUHUEBBIMH WA
KOJIMaYKaMd KOMOMHUPOBAaHHBIMU QIFOMUHHEBBIMU C TJIACTMACCOBBIMU KPBIIIIKAMHU.

Ha xaxpIil u1akoH HAKJIEUBAIOT 3TUKETKY CaMOKJIESIIIIYIOCS.

1 umu 10 rakoHOB ¢ TUCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B MTAYKY M3 KapTOHA.

50 ¢1akOHOB ¢ PaBHBIM KOJMYECTBOM JIMCTKOB-BKJIAJIBIINICH MTOMEMIAIOT B KOPOOKY M3 KapTOHA
JUTSI IOCTaBKU B CTAI[IOHAPBI.

Ha kopoOKy HakJIeuBalOT ITUKETKY.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH NPH  YHUYTOKEHHHM HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTX0A0B, IMOJYYEHHbIX IOcjde NpPUMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHUIyJ/JsIUH C PenapaTomM

Ilpucomosenenue pacmeopos npenapama

[Tpenapatr Lledrazugum-AKOC B ¢opme mnopomka i HPUTOTOBIEHHUS pacTBopa JJis
BHYTPUBEHHOT'O M BHYTPUMBIILIEYHOI'O BBEJACHUS HAXOAUTCA BO (DIaKOHAX IOJ MOHUKEHHBIM
nasieHueM. [Ipu pacTBopeHnH MOPOIIKa BbIAEIAETCS ABYOKHUCH YIJIepo/ia U 1aBjieHUE BO (IaKkoHe
MOBBILIAETCS, IIOATOMY B IIOJIYYEHHOM IOTOBOM DPACTBOPE Ipenapara MOTYT IPUCYTCTBOBATh

HeOoIbIIIE IMY3bIPbKU ABYOKHCH YTJICPOAA, HA YTO MOKHO HE 06pamaTL BHHUMAHMHA.

Kon-Bo nedrazunuma | Crnocob BBeaeHUS Koin-80 [Tpubnmu3uTenpHas
BO (p1aKoHe pactBopuTens (M) KOHIIEHTpalus
(Mr/™mm)
05r B/M 1,5 M 260
B/B 5,0 M 90
It B/M 3,0 Mo 260
B/B 00IIIOC 10,0 M 90
B/B HHQY3HS 50,0 mur* 20
2r B/B 00JTIOC 10,0 M 170
B/B HHQY3HS 50,0 mur* 40

* JloGaBneHre pacTBOPUTENS IPOBOJAT B 2 BBEJICHHUS.
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B 3aBHCHMOCTHM OT KOHIIEHTpalMH, BHUIA pachopHTeH;JI:}/:I:;lé'l%glﬁ/ii&%ﬂ#éﬁ%: Ea'ﬂn\f;ﬁlg;ihmﬁ

pactBop mpemnapata lledrazmmum-AKOC MOkeT UMETh LBET OT CBETIO-)KEITOrO 10 TEMHO-
xentoro. Eciau co0roieHsl paBuiia pa3BeAcHUs IpenapaTa, To ero 3pQpeKTUBHOCTb HE 3aBUCHUT
OT OTTEHKA pacTBOpa.

Ledrazugum B KoHHeHTparmuu oT 1 mr/mun g0 40 Mr/Mii COBMECTHMM CO CIEAYIOLIUMU
pactBoputensamu: 0,9 % pacTBop HaTpus XJIOpHUAA; pacTBOp XapTMmana; 5 % pacTBOp AEKCTPO3bI;
0,225 % pacTtBop HaTpus xyopuaa u 5 % pactBop aekctposbl; 0,45 % pacTBOp HaTpuUs XJIOpUAa U
5 % pactBop nekctpossl; 0,9 % pactBop HaTpus xuopuaa U 5 % pactBop aekctpossl; 0,18 %
pacTBOp Hatpus xyopuaa u 4 % pactop nekctpossl; 10 % pactBop nekctpossl; gekcrpan 40 s
unbsekuii 10 % B 0,9 % pactBope Hatpus xjopuna; nekcrpan 40 mius uabeknuit 10 % B 5 %
pactBope AeKcTpo3sl; AekcTpad 70 mis mabeknuit 6 % B 0,9 % pacTBOpe HaTpusi XJIOpHUA;
nekctpan 70 nis uabekuuii 6 % B 5 % pacTBope 1EKCTPO3HI.

edrtazuagum B kouueHtpauuu ot 0,05 mr/ma go 0,25 MI/mMii COBMECTUM C PAacTBOPOM st
MHTPANEPUTOHEAIBHOI 0 Ananu3a (JIakTar).

J1J1s1 BHYTPUMBIILIEYHOT'O BBEJCHUS B3POCIBIM LEPTa3uauM MOKeET ObITh pazsenieH 0,5 % wmm 1 %
pacTBOPOM JIMI0OKAKHA.

Ecnu nedrasuaum B KOHIEHTpaUU 4 MI/MJI CMEIIUBAIOT CO CIEAYIOIIMMHU pacTBOpaMu, TO 00a
KOMITOHEHTAa COXPaHSIOT aKTUBHOCTh: THIPOKOPTH30H (TUAPOKOPTHU30HA HAaTpus docdar) 1 mr/mi
B 0,9 % pacTBOpe HaTpus xjopuaa win 5 % pacTBope AEKCTpo3bl; nepypokcum (riedypokcuma
HaTpueBas coinb) 3 Mr/mi B 0,9 % pacTBope HaTpus XJIOPHUAA; KIOKCAIWIIINH (KJIOKCAIIMILTHHA
HaTpueBas coiib) 4 mr/mi B 0,9 % pactBope Hatpus xyopuaa; renaput 10 ME/mn nnn 50 ME/mn
B 0,9 % pactBope HaTpus xyopuaa; xjaopua kamus 10 mOk/n umm 40 mOx/n B 0,9 % pactBope
HaTpUs XJIOpUJA.

[Tpu cmemmBanuu pactBopa nedrazuauma (0,5 r B 1,5 M1 BOABI Ut MHBEKIUI ) M1 METPOHUAA3011a
(0,5 r B 100 Mu1) 062 KOMIIOHEHTA COXPAHSIOT CBOIO AKTUBHOCTD.

IIpucomosnenue pacmeopa 07151 6HYMPUMBIULEYHO20 UTU 8HYMPUBEHHO20 OONIOCHO20 86€0eHUs

1. Urny mmpuna BBecTH BO ()JIaKOH 4Yepe3 PEe3UHOBYIO MPOOKY U J00aBUTH yepe3 Hee
PEKOMEHIyEMOE KOJIMUECTBO PACTBOPUTEIIS.

2. BBIHYTH Uy MIIPHIIA U BCTPSIXHYTH (PIIAKOH, YTOOBI MOIYYHIICS TIPO3PAUHBIA pacTBOpP.

3. IlepeBepHyTh ¢uakoH. [Ipu MOTHOCTHIO BCTaBICHHOM B LIMPUIL MOPIIHE MPOKOJIOTh UIIION
PE3MHOBYIO MPOOKY (hiIakoHA M MPOJBUHYTH UTIIy BO (JIaKOH TakK, YTOOBI OHA HAXOJUJIACh B
pactBope. HabGpath Bech pacTBop B mmmpuil. PacTBop B HIMIpHIlE MOXKET COMEPKaTh HEOObINNE
My3bIPbKU JBYOKUCH YTIEPOJA.

Ilpuecomosnenue pacmeopa 0 6HympuseHHvIX uH@y3utl (hraxkonvi no 1 2u 2 2)
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1. Beectn wuray mmpwuia Bo ¢GJakoH depes pe HHOBV}(; '?1'8&615%:&*63%%&5%& I{O' MJI

pacTBOpUTEISI.

2. BBIHYTH Uy MIPHIA U BCTPSIXHYTH (PIIAKOH, YTOOBI MOTYYHIICS TIPO3PAYHBIA PacTBOP.

3. BcraBuTh Wiy [Uisi BbIXOJAa Ta3a BO (PIakoH yepe3 pPe3nHOBYIO MPOOKY, YTOOBI CHU3HTH
BHYTpEHHEE J1aBlieHHE BO (hIaKoHe.

4. TlepeHecTy MPUTOTOBICHHBIA PACTBOP B CUCTEMY JUIsi MH(Y3UHU, TOBEIs OOIMMNA 00bEeM Kak
MUHUMYM 110 50 M1

BBecTu nytem BHyTpuBeHHOU HHPY3UHU B TeueHHe 15—-30 MuHyT.

s obecrieyeHus] CTEPUIIBHOCTH BaKHO HE BBOJAUTH BO ()JIAKOH WIUIY JJISl BBIXOJIA Ta3a JI0 TeX

I10p, IMOKa IMOPOIIOK HC paCTBOPUTCA.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickasa ®@eoepayus

I[TAO «Cunres»

Anpec: 640008, Kyprauckas o61., r. Kypran, npocnekt Koncrurymumu, 1. 7
Tenedon: +7 (495) 646-28-68

Onekrponnas moura: info@binnopharmgroup.ru

7.1. llpeacTaBuTe/Ib JepKATENA PETHCTPALMOHHOIO Y10CTOBEPEHHA

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccuiickas ®edepayus

I[TAO «Cunres»

640008, Kypranckas o6:m., r. Kypran, npocriekt Koncrutynuu, . 7.

Tenedon: +7 (495) 646-28-68

Anpec snektponHoi moutsl: info@binnopharmgroup.ru

Keipevizckasn Pecnybnuka

AHO «HannoHansHbIN HAyYHBIN IIEHTP (papMaKoHAA30pa»

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, a. 6, ctpoenue 2, atax 9, opuc 923
Ten.: +996 99 901-50-45, +7 (499) 504-15-19

OnekTponHas noyra: adversereaction@drugsafety.ru

8. HOMEP PETCTPAIIMOHHOT' O YIOCTOBEPEHUS
JITT Ne (000560)-(PT-RU)
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9. JIATA MEPBUYHON PETMCTPALIMU (IONTBEPACHHMS PEFHCTPALIMM,

MNEPEPET'UCTPAIINN)
Jara nepoii peructpanuu: 09.02.2022.

10. TJATA IEPECMOTPA TEKCTA

OOmas xapaktepucTuka JiekapctBeHHoro mnpemnapara lledgrasunum-AKOC noctynmHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT»: http://eec.eaeunion.org/.
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