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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOFO HPEAAPATA’

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

emmutabur-POHILL, 200 mr, nuodunmms3at 1 MPUTOTOBIICHUS KOHIIEHTpaTa
JUTSI IPUTOTOBIICHUS PACTBOPA ISl HHPY3UH

['emiutabun-POHII, 1000 mr, nuodwimsaTt ajisi MpUroTOBJICHUS KOHIIEHTpaTa
JUTSI IPUTOTOBIICHUS PacTBOPA JIs MHPY3UH

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIU COCTAB
JlelicTByto111€€ BEIIECTBO: TEMIIUTAOUH.

['emmmutabua-POHILL, 200 mr, nuodwmnmms3aT 1 MPUTOTOBICHUS KOHIIEHTpaTa
JUTSI IPATOTOBIICHUS PACTBOPA M1 HHPY3UH
Kaxnpiii paaxon cogepxut 200 Mr remiuradrHa (B BUIE TUAPOXIOPHIA).

emiutabun-POHLL, 1000 mr, auoduiusar i MPUrOTOBIEHUS KOHIIEHTpaTa
JUUISL IPUTOTOBIICHHS pacTBOpa I UHDY3UMA
Kaxaprii diaaxon comepskut 1000 Mr remitutadbuna (B BUAE THAPOXIOPHUIA).

3. JEKAPCTBEHHASA ®OPMA

JInopunuszar 11 NPUrOTOBJICHUS KOHILIEHTpATa Uil IPUTOTOBJICHUS pacTBOpa st
UHQY3HIL.

ITopucras cnpeccoBaHHast Macca WX MOPOILIOK O€JI0ro WM IMOYTH OEoro 1BeTa.

4. KIMHUYECKUE JAHHBIE
4.1 Iloka3zaHus K NPUMEHEHUI0

* MecTHOpacnpOCTpaHEHHBIN WJIM METACTATUYECKUM HEMEJKOKICTOYHBIA paK
JErKOTro B Ka4eCTBE TEPAIU IEPBOM JIMHUKM B KOMOMHAIIUN C IIUCIIATHHOM WJIU
KapOOIJIaTUHOM, a TaK)Ke B Ka4eCTBE MOHOTEPANHUU y TOXKHUIIBIX MAIUEHTOB C
(GyHKIIMOHATBHBIM CTaTyCOM, PABHBIM 2.

» HepesekrabenbHbI, MECTHOPCUUIUBUPYIOMUNA WM METACTaTUYECKHN pak
MOJIOYHOM >KEJe3bl B COCTaBe KOMOMHHMPOBAHHOM TEpamuu C ITaKCUTAKCEIOM
1ocjie TPOBEIACHHWS HEOAAbIOBAHTHOW W/MIW  aJbIOBAHTHOH Tepamuu ¢
BKJIFOUCHUEM AHTPAUMKIMHOB TMPH OTCYTCTBMU IPOTHMBOMOKA3aHUN K UX
Ha3HAYEHMUIO.



* MecTHOpacnpOCTpaHEHHbBINM WM METa TaTnaeCki

MOYEBOTO MY3bIPs, MOYEUHON JIOXaHKH, MOYETOYHHKA, MOYEHUCIYCKATEIBHOIO
KaHala).

e MecCcTHOPaCpPOCTPAHEHHBIA WM METACTaTUYECKUM JIHUTENUAIbHBIA Pak
SUYHUKOB B KayeCTBE MOHOTEpPAIMA WU B COYECTAHHHM C KapOOIUIATHHOM Y
MAIMEHTOB C MPOTPECCHPOBAHUEM 3a00JICBaHUS TIOCIE TPOBEICHUS TEPBOI
JIMHUM TEpaIli Ha OCHOBE MPOU3BOAHBIX TUIATUHBI.

* MecTHOpAacHpOCTPAaHEHHBIM WJIA METACTATUYECKUN paK MOIKEIyJOYHOU
JKEJIE3BL.

* MecTHOpacpOCTPAHEHHBIN WJIM METACTATUYECKUM PAK IEUKU MATKH.

* Pak KeT4EeBBIBOISIIUX ITYTEH.

4.2 Pe:kuM 103MPOBAHMS U CIIOCOO MPUMEHEHUS

Tepanuss npenapatom ['emiutabun-POHL] Moxxker ObITh Ha3Hay€Ha TOJBKO
BpayoOM, UMEIOIIUM ONBIT IPUMEHEHUS IPOTUBOOITYXOJIEBBIX ITPENAPATOB.

Pexxum no3upoBaHus

Mecmnopacnpocmpanennviii Ui MemacmamuidecKu HemeaKoKI1emouyHbll pax
JIé2K020 8 Kawecmeae mepanuu nepeoli IUHUU 8 KOMOUHAYUU C YUCHIAMUHOM ULU
KapOONIamuHoOM, A MaKice 8 Kaiecmee MOHOMEPAnUU y NONCUTbLIX NAYUEHMO8
C PYHKYUOHAIbHBIM CINAMYCOM, PABHBIM 2.

Monomepanus: pexoMeHI0BaHHas 103a npenapara coctasisier 1000 mr/m? B
BU/JIe BHyTpUBeHHOU MH(GY3uu B Teuenue 30 munyT B 1, 8 u 15 quu kaxmaoro 28-
JTHEBHOTO IuKJa. J[03a MOXET ObITh YMEHBIIIEHA C KaXIbIM IUKJIOM WM B
T€YEHUE LHMKJIA HAa OCHOBAaHUU CTENEHM TOKCUYHOCTH, HaOI0JaeMol Yy
NalMEeHTA.

Kombunuposannasa mepanus ¢ yucniamunHom: PpPEKOMEHJIOBaHHAs 1032
npemnapara - 1250 mr/m? B BHI€ BHYTPMBEHHON MH(Yy3uH B TeueHUe 30 MUHYT B
1 u 8 nenp kaxmoro 21-maeBHOro TMKIA Wim 1000 Mr/M? B BHie BHYTPUBEHHOM
uHy3uu B TeueHue 30 munyT B 1, 8 u 15 gum xaxmoro 28-gHEBHOTO IMKIIA.
Jlo3a MOXeT ObITh yMEHbBIIEHAa C KaXXIbIM LIMKJIOM WJIM B TEUECHUE LIMKJIA Ha
OCHOBAHHMH CTETNEHH TOKCHYHOCTH, HaOmrofaemMoi y mamuenTta. llucruiatun
BBOIUTCA B 03¢ OT 75 10 100 Mr/m? oauu pa3 Kaxasle 3 HEIEIM.
Kombunuposannas mepanus ¢ kapbonnamunom: pPEKOMEHIOBaHHAsI J03a
npemapara — 1000 mr/m® wian 1200 Mr/m? B BuJe BHYTPMBEHHOW MH(Y3uM B
teueHue 30 munyT B 1 u 8 neHp kaxmoro 21-mHeBHOro nukia. Kapoormatua
BBoguTCA U3 pacuera AUC (miomanb moj KpUBOW «KOHIIEHTPAIUS-BPEMSD»)
5,0 Mr/mn-MuH B 1 neHp mukia mocie uHdy3uu remuutabuHa. Jloza moxer
OBITh YMEHBIIIEHA C KaXKJBIM LHUKJIOM WIM B TEYCHUE IMKJIa HAa OCHOBaHUU
CTENIEHU TOKCMYHOCTH, HA0JIt01aeMOM y MalKeHTa.




Hepesexmabenvhbiil, MecmHOpeyuousupyIouuil M 7t;€macn’raijhuqecmu D‘aK

MOJIOYHOU dHcelle3vl 8 cocmage KOMOUHUPOBAHHOU Mepanuu ¢ NaKkIumarxceniom
nocie nposedenuss Heoadviosaumuou ulunu  adviosanmuou mepanuu ¢
BKIOYeHUeM aHMpAyukIUHO8 Npu OMCYMCMEUU HNPOMUBONOKAZAHUU K UX
HA3HAYEHUIO

Kombunuposannas mepanus _c naxiumaxceniom. NaKIATaKCEI BBOJUTCI B J103€
175 mr/mM®> B Bujae BHYTPUBEHHOM HMH(Y3MM B TE€YeHHE 3 4acoB B | J€Hb
21-nHeBHOro  IMKJIAa € TIOCAEAYIONIMM  BBEJICHHEM  TI'eMIMTaOHWHA.
PekoMeHioBaHHas J03a npenapata - 1250 mr/m? B BHUjE BHYTPUBEHHOM
nH(py3uu B Teuenune 30 MuHyT B 1 1 8 AeHb Kaxaoro 21-aHeBHOrO 1MKIiIa. Jlo3a
MOXET OBITh YMEHBIIIEHa ¢ KaXIbIM IIMKJIOM WM B TEUCHHE IMKJIAa Ha
OCHOBAHWHU CTETICHU TOKCUYHOCTH, HaOJII0/IaeMOM Y TalleHTa.

[lepen HayanoM KOMOWHHUPOBAHHOW Tepanuu (reMuuTabuH + TaKJIUTaKCenN)

a0COJIIOTHOE YKCJIO TPAaHyJIONUTOB B KPOBHU y MAlMEHTA JOKHO OBITH HE MEHEE
1500/mxo1.

MecmuopacnpocmpaHnennsiii unu MemacmamudecKuil ypomeauaniohsli paxk (pax
MO4€8020 Ny3vlps, NOYEUHOU JIOXAHKU, MOYEMOUYHUKA, MOYEUCNYCKAMENbHO20
KAHaNQ)

Monomepanus. pekoMeHIOBaHHas 103a mnpemapara — 1250 Mr/m?> B BHzIe
BHYTpUBEHHON HH(Y3uu B TedeHue 30 munyT B 1, 8 u 15 muu xaxmgoro 28-
JTHEBHOTO IuKJa. J[03a MOXeT ObITh YMEHbBIIIEHA C KaXIbIM LHUKJIOM WM B
TEYEHUE 1MKJIA HAa OCHOBAaHWUU CTENEHM TOKCUYHOCTH, HaOI0IaeMon vy
MalKeHTa.

Kombunuposannas mepanua ¢ yucniamunom. PpeKOMEHIOBAaHHAs J03a
npenapata - 1000 mr/mM? B Buze BHYyTpHBEHHOM UH(QY3uK B TeucHue 30 MUHYT B
I, 8 uw 15 guum B coyeTaHMM C UUCIUIATUHOM, KOTOPBIM BBOJUTCS B
pexomenayemoi mo3e 70 mr/m? B 1 meHs cpasy mocne MHQY3MH reMuurabrHa
WU BO 2 JIeHb Kaxaoro 28-1IHEeBHOTO Iukia. Jl03a MOXET ObITh YMEHBIIIEHA C
KKJIbIM IIUKJIOM WIM B T€UCHHUE IMKJIa HA OCHOBAHUM CTEMEHU TOKCUYHOCTH,
Ha0JII0/1aeMO y MalueHTa.

KiMHMYecKre Uccle0BaHus MOKA3ald, 9To Mpu go3e nucmatuaa 100 mr/m?
HaOmoaeTcst 0osee BhIpaXEHHAs! MUETIOCYITPECCHSL.

Mecmuopacnpocmpanenusbiii. Ui  Memacmamudeckuil.  SNUmenuaibHslli.  pax
AUYHUKOB 8 Kayecmee MOHOMEPanuu Uil 6 COYemanuu ¢ KapOOnIamuHom y
NayueHmos ¢ npozpeccuposanuem 3ab01e6anus nocie npoeedeHus. nepeou
JIUHUU Mepanuu Ha OCHO8E NPOU3EOOHBIX NIAMUHbL

Monomepanus. pexomengoBanHas no3a npenapara — 800-1250 mr/m? B BHze
BHYTpUBEHHON MH(Y3uu B TeueHue 30 munyt B 1, 8 u 15 guu xaxmgoro 28-
JTHEBHOTO IuKJa. J[03a MOXET ObITh YMEHbILIEHA C KaXXIbIM LHUKJIOM WM B
TEYEHUE LMKJIA HAa OCHOBAaHUU CTENEHM TOKCUYHOCTH, HaOI0JaeMol Yy
NalMEeHTa.




OCNEOOBATENEHOCTE 0002)
Kombunuposannaa mepanus ¢ xapb nnamutior ‘p%KOMeHI[ BAHHAS - 1032

npemnapara — 1000 Mr/m? B Bujie BHyTpHBEHHON MH(Y3uM B Tedenne 30 MUHYT B
1 u 8 genp kaxmoro 21-mHeBHOTO 1MKIiIa. KapOomiaaTiH BBOIUTCS M3 pacyeTa
AUC 4,0 mr/mn-muH cpasdy nocie nadpy3uu remiutabvuta B 1 1eHp kaxaoro 21-
JTHEBHOTO LHWKJA. J[03a MOXET OBITh yMEHbIIIEHA C KaXAbIM IIUKIOM MM B
TEUCHHE IIMKJIa HAa OCHOBAaHUHM CTEMEHM TOKCUYHOCTH, HAOIIOIaeMoil y
HaIeHTa.

Mecmnopacnpocmpanennvlii. Ui Memacmamudeckuli. pax nooHceayO0ouHou
Jicenesnl

Mounomepanus. pexoMeHAOBaHHas jno03a mpemapata - 1000 MI/M? B BHJE
BHYTpUBEHHON MH(GY3uMn B TeueHue 30 MUHYT OJMH pa3 B HENEIIO B TCUCHHE
nepuojia A0 7 HEAeAb C MOCIEAYIOIIUM HEACIbHBIM I€PEepPHIBOM. 3aTeM
npenapar BBoautca B 1, 8, 15 guu kaxmaoro 28-gHeBHOTO HUKIA. J[03a MOXKET
OBITh YMEHBIIIEHA C KAXKJBIM LHMKJIOM WIM B TEUEHHUE LUKJIAa HA OCHOBAHUU
CTEMEHU TOKCUYHOCTH, HAOJII0JaeMOH y TallMeHTA.

Mecmuopacnpocmpanennvii uiu Memacmamudeckuu paxk uweuxKy Mamxu
Kombunuposannas mepanusa ¢ yucniamunom. TpU MECTHOPACHIPOCTPAHEHHOM
pake ImpH MOCJIEI0BATEIbHON XUMHUOIYYEBOM Tepanuu (HE0abIOBAaHTHO) U MPU
METacTaTUIECKOM paKe LUCIUIATHH BBOAUTCA B 03¢ 70 Mr/m? B 1 1eHb IUKIA ¢
NOCIEAYIOIEM BBEJCHUEM reMuuTabuna. ['emuutabun BBoauTCA B 03¢ 1250
mr/m? B 1 u 8 nenb kaxgoro 21-gHeBHoro mukia. Jlo3za MOXKeT ObITh yMEHbILIEHA
C KaXIbIM LIUKJIOM WJIM B TEUCHHUE LIMKJIA HA OCHOBAHUH CTETIEHU TOKCUYHOCTH,
HaO0JII01aeMOM y TIAI[MEeHTA.

IIpy MecTHOPACHPOCTPAaHEHHOM paKe IIPU OJHOBPEMEHHOM XUMHOJIYYEBOU
Tepamuu LUCIUIATHH BBOAMTCA B go3e 40 wMr/M? ¢ mOCIEedyHoIuM
(HEeMmoCpeACTBEHHO MOCEe BBEJIEHUSA LMCIUIATUHA) BBEJIECHUEM T'eMIUTa0MHA.
['emuutabun BBOgUTCS 1 pa3 B Henemo B TedeHWe 6 Hemenb 3a 1-2 vaca a0
Hayasga Jy4eBOil Tepamuu B 03¢ 125 Mr/mM? B BUjEe BHYTPUBEHHOH MH(Y3UH.
PexoMeHyeTcsl clieqyromuil pexxum JydeBoil Tepanuu: obOmydenue 50,4 I'p
BEIIIHEIO0 MCTOYHMKA Ha Bce mosie oOmydenus B 28 ¢dpakuusx, 1,8 I'p/aens, 5
JTHEW B HEZIENIO B T€UEHUE 6 HEIEIb XUMUOTEPATHH.

Pax sicenuesvisoosawux nymeii

Kombunuposannas mepanus ¢ yucniamunom. IUCIUIATAH BBoaUTCA B go3e 70
Mr/mM%> B BUze BHYTpUBEHHON MH(y3uu B 1 JeHb ILMKIA C IOCIETYOLIUM
BBEJICHUEM TeMIMTabmHa. [ eMuTaOuH BBOIUTCS B mo3e 1250 mMr/m? B BHIE
BHYTpUBEHHON HH(Y3uu B TeueHue 30 muHyT B 1 m 8 neHp kaxporo 21-
JTHEBHOTO IWKia. J[03a MOXET OBITh YMEHBIICHA C KaXIbIM IUKJIOM WM B
TEUCHUE IMKJIAa Ha OCHOBAaHWUU CTCIICHHM TOKCHYHOCTH, HaOI0IaeMol vy
MaIyeHTa.

Koppexyus 0ozl




Koppexuus 0036l no npuuuHe 2emamaoio ueckol MoK AD e

[Tpu mo6oM ToKa3aHUM Mepes KaXKIbIM BBEACHUEM TeMIMTa0nHa HEOOXOIUMO
KOHTPOJIUPOBATH KOJUYECTBO TPOMOOIIMTOB U TPAHYJIOIUTOB B KPOBH.

B ciydae pa3BuTHsi reMaToJIOrM4€CKOM TOKCUYHOCTH J103a TeMIIUTa0MHA MOYXKET
OBITh YMEHBIIIEHA, JHOO €ro BBEICHUE OTIOXKEHO B COOTBETCTBUU CO
CJICAYIOIIUMU CXEMAMMU:

A. | Koppekuus 1036 reMIMTaOMHA B paMKax IUKJIa MPU YPOTEITHATEHOM
pake, HEeMEIKOKIETOYHOM PakKe JISTKOTO, paKe MO KTy I0THOMN KeIIe3bl
B KaUeCTBE MOHOTEpANNH WX B KOMOWHAIIUY C IUCIUIATHHOM
KonnuectBo .
AGCOTIOTHOE KOJTMYECTBO % OT mpenpIayIIen
rpanyonuToB B (x10%7) P OM6OL},HTOB B J103bI
(x10°/m)
>1 1 >100 100
0,5-1 1581051 50-100 75
<0,5 WJIN <50 IPOIYCTUTH A03Y™*

*TIpomyiieHHas 703a He JI0JKHA BBOJAUTHCS B TEUCHHUE IIUKIIA JI0 TE€X MOp, MOKa
a0COJIIOTHOE YMCJIO TPAHYJIOIUTOB HE JOCTUTHET MoKa3aress kak MUHUMyM 0,5
x 10%1, a uncno TPOMOOLMTOB HE JOCTUTHET Mokazarens 50 x 10%/.

b. Koppekuus 71036l reMunTabuHa B paMKax IUKJIA IPU pake MOJIOYHOM
eJe3bl B KOMOMHAIMU C MaKJIUTAKCEIOM
Komungectso .
AGBCOIOTHOE KOJIMYECTBO % OT mpeapIIynei
rpanynouuToB B (x10%7) TPOMOOIMTOB B 0351
(x10%m)
>1,2 u >75 100
1-<1,2 WIH 50-75 75
0,7-<1 U >50 50
<0,7 WIH <50 IPOIYCTUTh A03Y ™

*TIponyiieHHass J03a HE JOJDKHA BBOJUTHCS B TEUEHHME IMKIA. Tepamnus
HayHeTcsl B | JeHb CIENYIONIIero IMUKJA, KaK TOJIBKO aOCOJIIOTHOE 4YHCIIO
TPaHyJIOLUTOB JOCTUTHET MoKa3zaTels Kak MUHUMyM 1,5 x 10%n, a uwmcio
TpoMOOIUTOB JocTHIrHET Nokaszartens 100 x 10%.

B. | Koppekius 10361 TeMIIMTa0MHA B paMKaXxX [UKJIA P pake SHIHUKOB B
KOMOHWHAIIMHU C KapOOIIATHHOM
KonunuectBo 0 .
AOGCOTIOTHOE KOJIMYECTBO % OT MpeblIyIeH
9 TPOMOOIIUTOB B
rpanyjaonuToB B (X 107/) (x10%n) J103bI

>1,5 u >100 100

1-15 WIH 75-100 50
<1 WJIH <75 IPONYCTHUTH A03Y*

*TIponyiieHHass J03a HE JOJDKHA BBOJUTHCS B TEUEHHE IMKIA. Tepamnus
Ha4yHeTCs B | JIEHb CIENYIONMIETO ITMKJIA, KaK TOJBKO a0COJIFOTHOE YHCIIO
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TPOMOOLMTOB HOCTUrHET mokaszarens 100 x 10%.

[Tpu nr000M mNOKa3aHWUM B MOCIEAYIONMX LHUKJIAX 1032 TeMIHUTa0MHA JIOJDKHA
ObITh CHHMKEHa 10 75% OT HayaJbHOW 03Bl MEPBOTO LHWKIA MPU HAJTUYUU
CJIETyIOIIMX BUI0B F€MaTOJIOrMYE€CKON TOKCHYHOCTH:

- abcomoTHOE uKcno rpanynomutos <500 x 1051 B Teuenue Gonee 5 queit

- abcomoTHOE uKcio rpanynonutos <100 x 10%1 B Teuenue Gonee 3 nuelt

- peOpuIbHAS HEUTPOTICHUSI

- ypcnno TpomGouuTos < 25 x 10%1

- 3aJIeprKKa IUKJIA JJedeHus 6osee yeM Ha | Hellero BCIIeICTBUE TOKCHYHOCTH

Hna_svisasnenus Hecemamono2uieckou moxkcuuHocmy HeoOXOIUMO MPOBOJIUTH
peryisipHoe o0ciieloBaHNE NMAIlMEHTa U KOHTPOJIMPOBAaTh (DYHKLHUIO MEYEHHU U
noyek. B 3aBUCMMOCTH OT CTENEHM TOKCHMYHOCTH, HAOJIIOJaeMON y MalMeHTa,
7103y MOKHO CHMKATh C KaXX/IbIM IIUKJIOM WJIM B T€UYEHUE LIUKJIA.

Kak mnpaBumo, npu Tsokenoid (3 winum 4 CTENEHH) HEreMaToJIoru4ecKoi
TOKCUYHOCTH, 33 HCKIIOUEHHEM CIIy4aeB TOIIHOTHI/PBOTHI, TEPAMHIO
FEMUIUTAOMHOM CJIEyeT BPEMEHHO NPEKPATUTh WJIA YMEHBLIUTh 103y
npernapara Ha OCHOBAaHUM PEIICHMs JIeHallero Bpada. Tepamnus JOJKHA OBITh
IPUOCTAHOBJIEHA [0 TEX IMOp, MOKa, MO0 MHEHHIO Bpaya, TOKCUYHOCTb HE
pa3pemunrcs.

Jlig nonyvyenust ”HGOpMaIMK O KOPPEKLUHU J03bl HUCIUIATUHA, KapOOIJIaTUHA U
NakJUTaKceNa TMpd KOMOMHHMPOBAHHOM TEpamuu CcJleayeT oOpaTUThCS K
COOTBETCTBYIOILMM HHCTPYKIUSAM 10 MEAUIIMHCKOMY PUMEHECHHUIO.

OcoOble TPVYIIIBI HAIIMEHTOB

Tlooicunvle nayuenmot (cmapue 65 nem)

['emMMTaOUH XOPOIIIO MEPEHOCUJIICS Y MAIIUEHTOB cTapiie 65 ynet. HeT naHHbIX 0
TOM, YTO JIJIS MOKUJIBIX MAIMEHTOB HEOOX0AMMa KOPPEKITUS 03bI, TOMUMO TOMH,
YTO PEKOMEHJ0BAHA JJIsl BCEX MAllUEHTOB.

Iayuenmul ¢ Hapywenuem QyHKyuy nevenu u novex

[IpuMeHsATh reMIUTa0uH y MAMEHTOB C MEYEHOYHON HEeIOCTATOYHOCTBIO WU C
HapylIeHHON (QYyHKIMEH TMOoYeK CileayeT C OCTOPOXKHOCThIO, TaK Kak
IIOJIyYEHHBIX B XOJ€ KJIMHUYECKUX HCCIEHOBAHUN AaHHBIX HEAOCTATOYHO IS
IIPEAOCTABIEHNs YETKUX PEKOMEHAAIMN OTHOCUTEIBHO KOPPEKIUH IO3bl Yy
JAHHBIX MOMYJIALUHI NAlUEHTOB.

cTH



COOTBETCTEYET 2K
ot 22.07.

(MOCNEOCBATENEHDCTE 0002)

CMEPTHOMY OTUYETY

['emMuuTabMH HE peKOMEHAyeTCs IJIsl MpPUMEHEHus y Aered muamme 18 iner,
MOCKOJIBKY ~ JIaHHble O ©Oe3omacHOCTH W 3(G(EKTUBHOCTH MPUMEHEHUS
reMIuTaduHa y AeTel OrpaHHYCHHBI.

Crocob npuMeHeHus

[Tocne pa3Benenuss mpenapaT ['emiutabun-POHLIL BBOgsT  Meromom
BHYTpUBEHHOUN MH(Y3uU B TeueHue 30 MUHYT.

[Ipenapar ['emuutabun-POHI] Bo Bpemss uH(]Y3UM NEPEHOCUTCS XOPOIIIO,
MOKET Ha3zHayaThCsl aMOyJiaTopHO. B ciydae skcTpaBazanuu nH(y3us A0HKHA
ObITh Cpa3y TMpeKpalleHa W 3aTeéM BO300OHOBJIEHA, WCHONB3YSd JpYrou
KpOBEHOCHBIN cocya. Ilocime BBeaeHUs mpemnapara HEOOXOJUMO BHHUMATEIBHO
CIEIUTH 32 COCTOSIHUEM MAllUCHTA.

Mepwvi npedocmopoodicnocmu, npuHumaemvie nepeo npuMeHeHuem npenapama
U1 npu obpaweHul ¢ HuUM

Nudopmanuss mo paboTe ¢ HUTOTOKCMYECKMMH IMpenapaTramMu IpPUBEJCHA B
pasaene 6.6. MHCTpyKIMM 1O NPUTOTOBJICHUIO JICKAPCTBEHHOTO Mpernapara
nepes NPUMEHEHHEM CM. B pasjenie 6.6.

4.3 IlpoTUBONOKA3aAHUSA

[ unepuyBCTBUTENBHOCTD K TEMIIMTA0OMHY WJIH K JIIOOOMY M3 BCTIOMOTATEIbHBIX
BEIIECTB, IEPEUUCIICHHBIX B pasnene 6.1;

*0€pEMEHHOCTh U MIEPUOJ] TPYTHOTO BCKapMIIUBAHUS,

*JICTCKUM Bo3pacT 110 18 ner.

4.4 OcoOble yka3aHUsl M1 MepPbI NPEA0CTOPOKHOCTH NMPHU MPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipn wapymieHuun (GYHKIUM TEYEHW W/WIA TOYEK, COMyTCTBYIOIICH JIyd4eBOit
Tepanuu, y MalueHTOB ¢ HapylieHneM (PYHKIIMU KOCTHOTO MO3ra, C CepJeYHO-
COCYIUCTBIMH 3a00JIEBaHUSIMH (B TOM YHCJIC B aHAMHE3E).

OcoOble VKa3aHus

YBenuueHue MMPOAOJKUTCIIBHOCTU I/IH(i)YSI/II/I H IIOBBIINICHHAA 4aCTOTa BBCIACHUA
npemnapara MOIryT INIPUBECTH K IMMOBLIIICHUIO TOKCUYHOCTH.

T'emamonocuueckas mokcuuHocms



['eMIIUTaOMH MOXKET MOAABIATH (PYHKIIHIO

JeiiKkoneHnen, TpoMOOIIMTONIeHHe nin aHemued. [lepen KakmbIM BBEICHHEM
reMiuTabnHa HeoOXOAMMO KOHTPOJIMPOBATH KOJMYECTBO TPOMOOIIUTOB,
JIEUKOLIUTOB U TPAHYJOLMTOB B KPOBH Yy MNAUKMEHTOB, MOJYYAIOIINX TEPAIHIO
npernapatoM ['emuutabun-POHL[. Tlpu mnpusnakax yrHeteHus ¢QyHKIUU
KOCTHOTO MO3ra, BBI3BAHHOI'O IMpENapaToM, HEOOXOJUMO MPUOCTAHOBUTH
JICYCHHUE WM CKOPPEKTHUPOBATH J03y. Muenocyrpeccusi KpaTKOBPEMEHHA, Kak
MPaBUJIO, HE MPUBOJUT K YMEHBIICHHUIO JI03bl U PEIKO MPUBOJUT K OTMEHE
TEepaIruu.

Uucno xietok mnepudepruyecko KpOBH MOXKET IPOJOJKATh YMEHBIIAThCS
MocJjie IMpeKpalleHusl TPUMEHEHHUSI reMIMTabrHa. Y TMalueHTOB ¢ HapylIeHHEeM
(YHKITUH KOCTHOT'O MO3ra Tepamnuio cleayeT HauuHATh ¢ OCTOPOKHOCTHIO. [Ipu
OJIHOBPEMEHHOM NPHMEHEHHHM TeMIMTabuHA ¢ JPYrod XMMHUOTEeparnuel, Kak u
IpyU TOPUMEHEHUM [JPYyTUX BUJIOB IUTOTOKCHMYECKON Tepamuu, HEOOXOJAUMO
YUYUTBHIBATh PUCK KYMYJISITUBHOU CyNpeccuu (PyHKIIMH KOCTHOT'O MO3Ta.

Hapywenue ¢pynxyuu nouex u neuenu

CrnemyeT ¢ OCTOPOKHOCTBIO TPUMEHSTH TEMIMTA0MH Y TMAIlMEHTOB C
HapylieHueM (QYHKIUM TI€YEHU WM TMOYEK, TaK KakK IOJYYEHHBIX B XOJE
KIIMHUYECKUX MCCIEAOBAHUM JAHHBIX HEJOCTAaTOYHO [Jis MPEJOCTaBICHUS
YETKUX PEKOMEHJAINN OTHOCUTEIBHO KOPPEKLMH J103bl Y AAHHOM MOIYJISLHAH
MalKEeHTOB.

BBenenne remmuTaObuHa TpuW MeTacTa3ax B II€UEHH, IMPU TEMaTUTEe W
aJIKOrOJIM3ME B aHAMHE3€, a TaKK€ IPU LUPPO3€ IMEUECHU YBEIUYMBAECT PUCK
Pa3BUTHS IEYEHOUYHON HEIOCTATOYHOCTH.

Heobxoaumo peryisipHO MpOBOAUTH JIa0OPATOPHBIE UCCIIEIOBAHUS JJISI OIEHKH
(YHKIIUU TTOYEK U MEUCHHU.

Conymcmsylowas n1yyeeas mepanusi
ComytcTBytomiasi JnydeBas Tepanus (MpoOBOAMMAs OJHOBPEMEHHO WIH C
pa3Huieil B <7 qHel): HabMI0AauCh CIy4Yan Pa3BUTHSI TOKCUYHOCTH.

JKusbvle saxyumbl

BakuuHy TOpOTHB KEITOM JUXOpaaKH W JIPyTHE >KUBBIC ATTCHYHMPOBAHHBIC
BaKIIMHBI HE PEKOMEHYETCS MPUMEHSTh Y MAIMEHTOB, IMOJYYarONIUX TEPaIruio
FeMUIUTA0HMHOM.

Curnopom obpamumotl 3a0uell sHyeparonamuu

VY manuMeHToB, MOJYYaBIIMX TEeMIMTAOMH B KAa4eCTBE MOHOTEpANWu WIA B
KOMOHWHAIIUN C JPYTUMHU XHMHOTEPANCBTHYCCKUMHU TIperapaTaMy, OTMEUYAIHCh
Cllydyad pa3BUTUA CHUHApoMa oOpaTuMoi 3agHed »sHuedanomatuu C
MOTCHIIMAIBHO TSDKEIBIMUA TOCICACTBUSAMU. Y OOJBIIMHCTBA HAIMEHTOB C
CUHIPOMOM oOOpaTuMoOi 3aaHel »SHiledanonaTud HaOMJAIUCh OCTpas
apTepuajbHas THUIICPTEH3WS H  CYJAOPOXKHAs aKTHBHOCTh, HO  MOIJIH




QCNEOOBATE] CTE 0002
NPUCYTCTBOBATh M APYrHE€ CUMIITOMBI, Hanpn'hl/[_lep: oot 6011p.~ BATOCTE,

CIyTaHHOCTb CO3HAHHSA M cClenora. J[Mar€Hos MOATBEPKIAETCS IOCPEICTBOM
NPOBEJCHUSI MAarHUTHO-PE30HAHCHON Tomorpadguu. CuHIpOM oOpaTUMOI
3agHedl oHuedanmomatid OObBIYHO ObUT  OOpaTUMBIM TNPU  HPUMEHEHUU
COOTBETCTBYIOIIMX MOAEPKUBaOMUX Mep. Ecnu B xoz1e neueHus: pa3BuBaeTcs
CUHIpOM oOpaTUMON 3agHeil sHiedaronaTui, MNPUMEHEHHE TeMIMTa0uHa
ClieyeT OKOHYATEIbHO MPEKPATUTh U MPUHATH MOAEPKUBAIOIINE MEPHI, B TOM
qHclie KOHTPOJIb apTEPUAIBHOTO JIaBJICHUS U IPOTUBOCYIOPOKHYIO TEPAIHIO.

Cepoeuno-cocyoucmas cucmema

N3-3a pucka HapyIIeHUI CO CTOPOHBI cep/la U (HJIM) COCYIOB ITPU MPUMEHEHUH
reMiuTabrHa 0coOyI0 OCTOPOKHOCTh CIIEyeT MpPOSIBISATh MpPU JICUCHUH
MAIMEHTOB C CEPJIEYHO-COCYIUCTHIMU SIBIICHUSMH B aHAMHE3E.

Cunopom noevlueHHOU NPOHUYAEMOCIU KANUIIAPO8

CHUHIIpOM TIOBBIIICHHOM MPOHUIIAEMOCTH KANWUIIPOB  HaOIojancs y
MAIMEHTOB, TMOJYYaBIINX TeMIMTA0WH B MOHOTEpANMU WM B KOMOWHAIIMH C
JIPYTUMH XUMHUOTEPANeBTUUYECKUMH TIpenaparaMu. [laHHOE cOCTOsIHHME OOBIYHO
MOJITAeTCS JICYCHHUIO B CITy4ae paclio3HaBaHUs HA PaHHEHW CTaJuu U MPOBEICHUS
COOTBETCTBYIOIIIETO JICYCHHUS, HO OTMEYAIIUCH U JeTalbHbIe HcxXo1bl. CocTosHUE
3aKJIIOYAeTCSl B CHUCTEMHOM TIOBBIIIEHHH TPOHUIIAEMOCTH KaMWUISIPOB, MU
KOTOPOM >KMJIKOCTH U O€JKU U3 BHYTPUCOCYJUCTOIO MPOCTPAHCTBA MIPOHUKAIOT
B MHTepcTUlIMNA. KnnHMYeckue Mpu3Haku BKIIOYAIOT F€HEPAIU30BaHHBIA OTEK,
MOBBIIIEHUE MAaCChl TeJa, TUMOATBOYMUHEMUIO, TSDKEIYI0 apTepUaIbHYIO
TMIIOTEH3UI0, OCTPYIO MOYEUHYK HEJOCTaTOYHOCTh M OTEK Jierkoro. B ciyuae
pa3BUTHS CHHJIpOMA TOBBINICHHOW TMPOHUIIAEMOCTH KalWUIPOB B XOJE
Tepamnuu, NMPUMEHEHHE TeMIIMTaOuHA JOJKHO OBITh MPEKPAIICHO U MPUHSATHI
nojaepkuBaronue Mepbl. CHHAPOM TOBBIIIEHHON TPOHUIIAEMOCTH KaMIISIPOB
MOKET BO3HHMKATh B TEUYEHHE Oojee MO3IHUX IMKIOB, W B JHUTEpaType OH
aCCOILMUPYETCS C PECIUPATOPHBIM TUCTPECC-CUHAPOMOM B3POCIBIX.

DyHKYUA 1eSKUX

Kpome pecnupaTtopHOro AucTpecc-CHHAPOMA B3POCIBIX, APYTHUE HapyIICHUS
GYyHKIMMA JIETKUX, WHOTAA TSDKEJIOW CTermeHn (Hampumep, OTEK JIETKHUX,
WHTEPCTUIMAIBHBIA MTHEBMOHHUT), OBLIM 3apETHCTPUPOBAHBI Y TIAI[UCHTOB,
noyty4aBimux remiutabud. [Ipu pa3Butuu Takux moOo4HbIX dHPEKTOB criemyeT
paccMOTpeTh BOMNPOC O TMpEKpalleHuu Tepanuu remMuuTaOuHoMm. PanHee
WCITOJIb30BAaHUE CUMIITOMATHYECKON Tepariyi MOXKET YIYUIITUTh CUTYAIIHIO.

Ilouxu

Temonumuro-ypemuyeckuil CUHOPOM

VY mamueHToB, MOJYYaBIIUX TEMIMTAOWH, PEIKO OTMEUYAJIUCh KIMHUYECKUE
W3MEHEHUsI, COOTBETCTBYIOIIUE TeMOJIUTUKO-ypeMuueckomy cunapomy (I'YC)
(ma"HHBIE IO MEPUOY MOCTpPErucTpanuoHHoro npumenenus). ['YC sBusercs
HApYLICHUEM, TMPEACTABIAIOIIAM MNOTEHUUAIBHYIO Yrpo3y ISl SKU3HHU.
HeoO6xonmuMo mpekpaTuTh Teparui TeMIIMTAaOMHOM MpPHU TEPBBIX IMpU3HAKAX
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TI000r0  CBUETENLCTBA MUKPOAHTHOII Trdeckbi S MBI Ao CKOR - AhaNi
TaKUX KaK OBICTPO CHIDKAIOUIUIICS ypOBEHb T'€MOIJIOOMHA C COIMYTCTBYIOIIEH
TPOMOOLIUTOTICHUEW, TOBBIINIEHWE YPOBHA OWUIMPYOMHA CBHIBOPOTKHA KpPOBH,
KpEaTUHUHA CHIBOPOTKM KPOBH, a30Ta MO4YeBHHBI KpoBH win JI/I'. Tloueunas
HEJOCTATOYHOCTh MOXKET OBITh HEOOpAaTUMOW NMPU OTMEHE TEpamuu M MOXKET
NOTpe0OBATHCS JUAIH3.

DepmunbHOCMb

B uccnenoBanusix QpepTUIbHOCTU T€MUIUTAONH BBI3bIBAJ TUIIOCIIEPMATOTEHES Y
cam1i0B Mbliei. [loaToMy MykunHaMm, MMOJIy4arOIIUM TEPAIIUIO0 TEMUUTAONHOM,
HE PEKOMEH]IyeTCs OTLOBCTBO BO BpEMs JICUEHUS U B T€UEHHUE 6 MeCSLEB Mocie
ero okoHuyaHus. J[o Havana JeueHus cienyeT OOpaTUThCA 3a JONOJHUTENBHOM
KOHCYJIbTAIlUel B OTHOILLEHUM KPUOKOHCEPBALMU CHEPMBI H3-3a BO3MOXKHOI'O
OecIIous BCIEICTBUE TEPAIIMU TeMLIIUTAOMHOM.

4.5 B3aumopeicTBHe ¢ IPYTMMH JIEKAPCTBEHHBIMH NpenapaTaMu M Apyrue
BU/bI B3aUMO/IeliCTBUS

JlyueBas Tepanus

OMHOBpPEMEHHOE NMPUMEHEHHE (COBMECTHOS WM C HHTEpBaJoM < 7 JHEH):
TOKCUYHOCTb, COMPSKEHHAS ¢ TAKUM MYJIbTUMOJATIBLHBIM JIEYEHUEM, 3aBUCUT OT
MHOKECTBA Pa3MUYHBIX (DAKTOPOB: 036l TEMIUTA0WMHA, YACTOTHI BBEACHUS
reMiuTabnHa, J03bl JIy4eBOM Tepaluy, TEXHUKH IUIAHUPOBAHUS JIy4EeBOM
Tepanuu, TUIa u oobema 00ydaemMoil TKaHu. JIOKIMHUYECKHE U KIMHUYECKUE
UCCIIEIOBAHUS MOKa3aJju, YTO reMIuTaonH oOnagaer
PaANOCEHCUOMIN3UPYIONTUM JeHCTBUEM. B €IMHCTBEHHOM WCCJIEIOBAHUH, B
KOTOpOM TemiuTabuH BBoawics B go3e 1000 mr/m? B Tedyenuwe 6 Henenb
OJIHOBPEMEHHO C TEPaANeBTUUYECKUM OOJTyUYEHUEM I'PYIHOM KJIETKHU y MaI[M€HTOB
C HEMEJKOKJIETOUYHbIM pPaKoOM JIETKOro, Obula 3adUKCUpPOBAHA 3HAYUTEIbHAS
TOKCUYHOCTh B BHJI€ TSDKEJIOrNO M TMOTECHIMAIBLHO OMACHOTO JUIsl JKU3HU
BOCHAJIEHUS] CIM3UCTBIX O000JIOYEK, TJIaBHBIM 00pa3oM 330¢aruTa; a TaKKe
MMHEBMOHUTA, OCOOCHHO y MAIMEHTOB C OOJBIIUM 00BEMOM OOJTyUYEeHHS TKaHEH
(Meauana  oObéMa  oOmyuenus 4795  cm®). IlpoBoamBiMecs TO3Ke
uccienoBanus (uccienoBanus |l ¢as3pl npu HEMETKOKIETOUHOM pake JIErKOTo)
CBUJICTEIILCTBYIOT O I1€JI€CO00Pa3HOCTH BBEICHUS IeMIIUTaOUHA B 00JIee HU3KHUX
J103aX C COMYTCTBYIOLIEH JIy4EBOU TEPANIUEUN C TPOTHOZUPYEMOU TOKCUYHOCTBIO.
JlyueBast tepanus Ha obnacth rpyaHou kietku (COJ[ 66 I'p) mpoBoamiach
OJHOBPEMEHHO C XHMMHOTepanueidl remuuTabmHom B jgo3ze 600 mr/m? (4
BBEJICHHMS) M LUCILIATHHOM B 103¢ 80 Mr/m? (2 BBEJCHHS) B TeUEHUE 6 HEMEIb.
OnTuManbHBIA ~ PEXUM JJIsI  OE30IacHOTO  BBEACHHUS TIeMIMTa0MHA ¢
TepareBTUYCCKUMHU J103aMU JIy4yeBOWM Tepanmuu emnié He YyCTaHOBJIEH JJISI BCEX
TUIIOB HOBOOOPA30BaHUM.

[TocnenoBarenbHOEe NMpUMEHEHHE (MHTEpBaj Oojee 7 JaHEH): Kpome JIy4eBOM
peakiuy TMpy BBEACHUU TeMuuTaOuHa OoJjiee yeM 3a 7 JHEW 10 WIM TMOocie
Jy4eBOM Tepanuu, YBEJIMYECHHS TOKCHYHOCTH HE 3aperucTpuUpoBaHO. OTH
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QENENOBATEMNRHOCTE 0002
[aHHEIC TI03BOJIAIOT IPEIONOKHTE, YTh reMuita6HA MOKNG' BhonTs Hejses

OJIHY HEJEII0 TIOCTe JYyYeBOM Tepanuu WM MOcie TOro, Kak OyayT pa3perieHbl
OCTpBI€ MMOCIEACTBUS JIyYEBOI TEPAIIUU.

U npu 0IHOBPEMEHHOM, U MIPH MOCIEI0BATEILHOM MPUMEHEHUH TeMIIUTa0NHA C
Jy4yeBOM Tepamued ObUIM  3apErMCTPUPOBAHBI  JYYEBBIE  IOBPEXKICHUS
o0y4aeMbIX TKaHel (HampuMmep, 330(arut, KOJIUT U THEBMOHMT).

Jlpyrue

He pexoMeHIyeTCsl COBMECTHOE IPUMEHEHUE C KUBBIMU BAaKLMHAMH JKEITOU
JUXOPaJAKd U APYTMMH KUBBIMU BaKIIMHAMM, BCJIEACTBHE PUCKA CUCTEMHOIO
3a00JIeBaHUsl C BO3MOJKHBIM JIETAJbHBIM HMCXOJIOM, OCOOCHHO y IAllUEHTOB C
UMMYHOCYIIPECCUEN.

4.6 ®epTUIBLHOCTD, 0epeMEeHHOCTh U JIAKTAIUS

bepeMeHHOCTh

Hetr pocTtaTOuHBIX [aHHBIX O NPUMEHEHUM TIeMIUTa0uHa Yy OEepeMEHHBIX
JKEHIIIMH. B umcciaemoBanusx Ha JKMBOTHBIX HAOJIOMAIOCh TOKCHYECKOE
JNEeUCTBUE Ha PEenpoayKTHBHYI (GyHKIu0. Ha ocHOBaHMM pe3yJibTaTOB
HCCJICIOBAaHNI Ha JKMBOTHBIX M MEXaHW3Ma JICHCTBUS T'eMIIMTAOMHA JaHHBIN
npenapaTr He CleayeT MCIO0JIb30BaTh B TEUCHHE OepeMEHHOCTU Oe€3 SBHOM
HEeoOXoauMocTH. JKeHIMMHAM  peKOMEeHJyeTcs  u30eratb  HACTYIUICHUS
OCpeMEHHOCTH B XOJIe TEpalnud TIeMIMTAa0OMHOM, a B Cjydae, €CId JTO
MIPOU30IILIO0, HEMEIJICHHO COOOIIUTH JIeualeMy Bpauy.

JlakTanus

HewusBecTHO, BBIICSIECTCS M TEMIIMTA0MH B TPYAHOE MOJIOKO, TIOATOMY HENb3S
HCKJTFOYUTh HEeXelaTelbHbIe 3PheKThl 11 rpyaHbIX AeTeid. Kopmileue rpyanto
Ha MPOTSKEHUHU JICYEHUS TeMIIUTAOMHOM CJIeAYyeT MPEKPATUTh.

DepTUABHOCTD

B uccnegoBanusx QpepTUILHOCTH T€MIUTAOUH BbI3BIBAJI TUIIOCIIEPMATOTECHES Y
caM1loB Mblied. [ToaToMy My)4uHaM, MOTYUYalOIIUM TEPANUIO0 TEMIIUTAOUHOM,
HE pEKOMEHyeTCs 3auaTue pedeHKa B TEUCHUE U Ha MIPOTSHKEHUU 10 6 MecsIeB
MOCJ€ OKOHYAHMSI JICYEHUS, a TaKXKe PEKOMEHIYETCs OoOpaTUThCs 3a
JIOTIOJTHUTEJIbHON KOHCYJIbTAIlMEW IO MOBOAY KPHUOKOHCEPBALMU CIEPMBI 10
Hayaja JICUCHbBS, TIOCKOJIbKY M3-3a TEpaluu T'eMIIMTa0MHOM €CTh BEPOSITHOCTH
pa3BUTH OECTLTONUS.

4./ BiusiHMe HA CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPEICTBAMHU H
padoTaTb ¢ MEXaHU3MAMH

HccnenoBanuii  BIMAHUA  TreMIuUTabMHAa Ha  CIIOCOOHOCTh  yHPAaBISATh
TPAHCTIOPTHBIMHU CPEACTBAMH W MEXaHHW3MaMH HE MPOBOAMIOCH. TeM HEe MeHee
U3BECTHO, YTO TEMIUTAOMH MOXXET BBI3BIBATH COHJIWBOCTH OT cJaboi 1o
YMEPEHHOW CTENEHU BBIPAKEHHOCTH, OCOOEHHO COBMECTHO C yHOTpEOJICHUEM
AJIKOTOJIA.
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[laniueHTOB cleayeT mpenocTeperarb

ClIy4dadax, Koria OHHU 9yBCTBYIOT COHJIMBOCTD.

4.8 HexxennaTesibHbIE peaKIUH

Pesrome mpodmiis 6e30macHoOCTH

CaMbIMU pacOpOCTPAHEHHBIMU HEXKENIATEIbHBIMU PEAKIMUSIMU, CBSI3aHHBIMHU C
Tepanued TeMIMTaOMHOM, SIBIIAIOTCS TOILIHOTa CO PBOTOM WU 0€3 PBOTHI,
MOBBIIICHHBI YpOBeHb TNedeHOUYHbIX TpancamuHa3 (ACT/AJIT) u menouyHoit
docdaraspl, oTMeuaBIIuecs MpUOIU3UTENbHO Yy 60% NaueHToB; NPOTEUHYpHUs
U TreMmarypus, oTMmedaBmuecs npuMepHo y S50% mnmanueHToB; OMBIIIKA,
ormedaBmascs y 10-40% maruenToB (¢ HamOOJbIIEH YacTOTOW Yy OOJBHBIX
paKkoM  JIETKOT0);  aJIepruueckas  KOXKHAas  Chillb,  HAOJIOAABIIASCS
NpUOIN3UTENIBHO Y 25% NalMeHTOoB U CBA3aHHas ¢ 3yAoM Yy 10% mnanueHToB.

Ha wyacToTy W CTeneHb TSHKECTH HEXKENaTebHBIX pEaKIuil BIUSAIOT 1034,
CKOPOCTh HMH(Y3UM U HUHTEpPBaIbl MEXKAY BBeACHUSIMU mpenapara. K
JIO30JIUMUTUPYIOIIUM HEXKEJIaTeIbHBIM PEAKIUSIM OTHOCATCS CHUKEHUE YHUCIa
TPOMOOITUTOB, JICHKOIIUTOB U TPaHyJIOLIUTOB.

TabauaHoe PE3IOME HCXKCIATCIIbHBIX DeaKI_II/Iﬁ

[ToGouHbIE peaKmuH, BCTPEYABIIMECS 4Yalle, YeM B CIAMHUYHBIX CIIyYasX,
MIEPEYUCIICHBl B COOTBETCTBHHM CO CIEAYIONIEH Tpajalieil: oueHb uacmo
(>10%), uacmo (>1%, <10%), wmeuacmo (>0,1%, <1%), peoxo (>0,01%,
<0,1%), ouenv peoko (<0,01%); ¢ neuszsecmmuoti wacmomoii (ne modicem OvIMb
onpeoenena Ha OCHOBAHUU OOCIYNHBIX OAHHBIX).

Hupexyuu u uneazuu

4acTo — UH(EKIUY;
C HEU3BECTHOM YaCTOTOU — CEMCHUC.

CMOPOHBL  UMMYHHOU
cucmembol

Hapywenus €O | OYEHb YaCTO — aHEMHUs, JICMKONeHs (KaK MpaBHIIO,
CMOpoHbl cucmemsl | HAOMIOJAETCS yrHEeTeHuEe (YHKUHUH KOCTHOTO MO3ra
Kpoeu U | JIETKOW WM CpeJHEH CTENeHU TKECTH, U B
aumpamuueckoi OCHOBHOM  OKa3bIBa€T JICUCTBUE HA  YHCJIO
cucmembol I'PaHyJIOIMTOB) U TPOMOOIIUTOIIEHUS;

4yacTo — ¢eOpuiibHass HEUTPOTICHHUS;

OYEHb PEIKO — TPOMOOLUTO3, TPOMOOTHYECKAS

MHUKPOAHTHOMATHSI.
Hapywenusa CO | OYCHb PEJIKO — aHA(PUITAKTUYECKAs PEaAKIIMS.

Hapywenusn €O | 4aCTO — aHOPEKCHSI.

CHOpOHbBL oomena

geuecme U NUMaHus

Hapywenus €0 | 9acTo — royioBHas 00J1b, 0€CCOHHUIIA, COHJIMBOCTD;
CHOpPOHbL HepeHOUl | HeYaCTO — HapyIIEHHE MO3TOBOI'0 KPOBOOOpAIIICHNS,
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cucmemvl oueHb peikb — CHHAPOM - ObpariMoir  BanHet
sHIIe(aIomaTHH.
Hapywenus CO | HEYaCTO — cepJlieuHasl HEJTOCTaTOYHOCTh; ApUTMUS,
cmoponwl cepoua NPEUMYIIECTBEHHO CYIIPaBEHTPUKYJIISIPHAS;
peako — HHpapKT MUOKap/a.
Hapywenus CO | peAKO — CHIDKEHHE apTepHalbHOTO JaBIICHHS,
CMOPOHbBL COCYO08 KJIMHAYECKHE NpU3HAKU nepudepruIecKoro
BACKyJIUTa U TaHTPEHBI,
OYeHb  PEIKO  —  CHHAPOM  TOBBIIICHHOM
POHMIIAEMOCTH KaIMJLISPOB.
Hapywenus co | oueHb YacTo — opplmKa (Kak TpaBHIIO, JIETKOM
Cmoponbl CTETICHH TSDKECTU M POXOsImas 0e3 JIeueHus );
obIxamesnbHOul 9acTO — KaIllelb, pUHHT;
cucmemul, opzanoe | He4acTo — OpoHxocma3M (KaK TpaBHJIO, JIETKOH
2pYOHOU  KlemKu U | CTETICHH TSDKECTH W KPaTKOBPEMEHHBIH, OIHAKO,

cpedocmenus MOXET NOTPEOOBATHCS MPOBEACHHUE MAPEHTEPATbHON
Tepanum), UHTEPCTUIIUATBHBIN THEBMOHUT;
PEOKO — OTEK JIETKUX, PECHUPATOPHBIA AHCTpecc-
CHUHJIPOM B3pPOCIIbIX.
Hapywenus €O | OYEHb YaCTO — TOILIHOTA, PBOTA,
CMOpOHbI cucmemsl | 4aCTO — AUapesi, CTOMaTUT U SI3BEHHOE IOPaXKCHUE
HCEIY00UHO- CJIM3UCTOM 000JIOUKH MOJIOCTH PTa, 3a1op;
KUWeuYHo20 mpaKkma OYEHb PEAKO — HIIEMUYECKUN KOJIUT.
Hapywenus CO | OUCHb YaCTO — TIOBBIIICHUWE KOHIICHTPAIIUU
cmoponsl neuenu u | «nedeHouHelx» TpaHcamuHaz (ACT wu AJIT) wu
JHCenUesbleoOAUUX nieniouHoM docdarassr;
nymeii 4acTO — TIOBBIIIEHWE KOHIICHTpAIMK OWINpyOUHa;
HEYaCTO — TENaTOTOKCUYHOCTh TSKEJION CTEINEHH,
BKJIIOYasi  [EUYEHOYHYI0  HEJOCTaTOYHOCTh, B
HEKOTOPBIX CITy4YasX C JICTAJIbHBIM UCXO0M;
penko — MOBBIIICHUE KOHIICHTpAIUU
rammarinytamunTpancdepassl (I'TT).
Hapywenus €O | OUYEHb YACTO — AJUIEPrUYECKUE KOXKHBIC BHICHITAHUS,
CMOpPOHBL  KOJXCU U | CONPOBOXKIAIOIIMECS 3yI0M, aJONELHS;

NOOKOMCHbBIX MKAHEeI

4acTo — 3y/l, NOTIUBOCTH;

peIKo — s3BbI, 00pa30BaHHE BE3WUKYJ U HApPHIBOB,
HIETYIIEHUE, KOKHBIC PEAKIIUU TSKEJIOW CTETICHH,
BKJIIOYasl JIECKBaAMallUl0 M OYJIJIE3HOE TMOpaXKeHUe
KOXKH;

O4YEHb pPEAKO — TOKCHYECKUU JNHUJEPMabHbIN
Hekposn3, cuHapoM CtuBeHca-/[»KOHCOHA;

C HEM3BECTHOM YaCTOTOM — MCEBAOLICIUIIOJIUT.

Hapywenus
CMOpOHbI

co
CKeJiemHo-

yacmo — 00Jb B CITMHE, MUAJITHSL.
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MbLUULEUHOIT u del

COCOUHUMESIbHOUL

MKaHU

Hapywenusn CO | OYCHb YaCTO — MPOTEHHYPHUS JIETKOH CTEICHH W

CMOpOHBL  NOYeK U | TeMaTypus;

MOUeBblBOOAULUX HEYacTo — movyeyHas HEJIOCTAaTOYHOCTD,

nymeii reMOJIMTUKO-YPEMUYECKUI CUHIPOM.

Obuwue paccmpoiicmea | O4UCHb YacCTO — TPHUIIIONOAOOHBIE CHUMIITOMBI

u HapyuwieHus 6 mecme | (HanboJiee YaCTBIMU CUMIITOMAMH OBLIH JIMXOPaJKa,

66e0eHUs rojiopHas 0o0ib, 03HOO, MHUANTHUSA, AaCTEHUS U
AHOPEKCHST; TAKXKE COOOIIAIOCh O CIydasx pa3BUTHS
KalllJisl, PUHWTA, HEJOMOTAHUS, TOTOOTICICHUS H
mpoOJIeM €O CHOM), OTEK/Nepu(pepruuecKuil OTeK, B
TOM 4YHCIe OTeK Jmmna (KaKk TMpaBWIoO, IIOCHE
MIPEKpaIeHUs] Tepanuu HaOJI0IaI0Ch pPa3peIICHE
OTeKa);
9acTO — JIUXOpaaKa, aCTeHHs, 03HOO;
pPEIKO — peakIuu B MeCTe BBeACHUS (KaK MpaBUIIoO,
JICTKOM CTETICHH).

Tpaemol, ompaenenus | peaK0O — JIydeBas TOKCHYHOCThb, ITOBTOPHOE

u 0C/10)iCHeHUsA | BOBHUKHOBEHHE JTyYEBBIX 0KOTOB.

npoueoyp

OnmcaHue OTACIbHBIX HEXEeIATeIbHbIX PEaKINN

Ilpumenenue cemyumabuna 6 KOMOUHAYUU C NAKIUMAKCENIOM NpPU pake
MOJIOYHOU dcere3vl

YacToTa reMaToa0ruueCcKoi TOKCMYHOCTH 3 U 4 CTEIICHU TSKECTHU, B YaCTHOCTH
HEUTPOIICHNUH, YBEIIMUYMBACTCS, KOT/1a TEMITUTA0MH MPUMEHSIETCS B KOMOMHALINH
¢ mnaknuTakceaoM. OJHaKO YyBEJIWYEHHE YacCTOThI JAHHBIX HEXKEJIATeIbHbBIX
peaKInii He CBSA3aHO C YBEIMUYCHUEM YacTOThI MH(MEKIIUNA WM TeMOpparuaecKux
MPOSIBJIICHUM. YTOoMIIsieMOCTh W (heOpuiibHasi HEUTPOTICHHS] BO3HUKAIOT dYarle,
KOrjJa TeMIMTa0WH TMPHUMEHSAETCS B KOMOMHAIMU C  IMAKJIUTAKCEJIOM.
YToMiseMocTh, HE CBSI3aHHAs ¢ aHEMHUEH, OOBIYHO IMPOXOJUT IOCIE MEPBOTO
UK.

Heoicenamenvhoie ssnenus 3 cmenenu msicecmu

I'emaronornyeckass TOKCHYHOCTb:

anemus - 9,7 %, TpomOonutonenus - 5,3 %, nerirponenus - 31,3 %.
Heremartonormdeckas TOKCHYHOCTD:

beOpunpHas HedTponeHus - 4,6 %, moBbllIeHHas yTomisieMocTb - 5,7 %,
nuapes - 3,1 %, motopHas HeMponarus - 2,3 %, ceHcopHas Hevpomnartus - 5,3 %.
Heosicenamenvuvle aenenus 4 cmenenu msscecmu

['ematonornueckass TOKCUHYHOCT.
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anewin - 11 %, rpowsouronernsl - 0,419 S RRBATENRHOCT 1905%

(meiitponenuss 4  cTeNEeHM JUIMTENBHOCTBIO Oosnee 7  gHe  Obuia
3apeructpupoBana y 12,6 % maiueHToB).

Hecemamonoeuueckas mokcuunocms:

dbebpmibnas wentpornenus - 0,4 %, moseimeHHas yrtomssiemocth - 0,8 %,
MoTtopHas Heripornatus - 0,4 %, cencopnas Heiponatus - 0,4 %.

Ilpumenenue cemyumabuna 6 KOMOUHAYUU C YUCHIAMUHOM NPU PpaAKe MOUeB020
ny3lpsi

Heorceramenvuvie senenus 3 cmenenu mssicecmu

I'ematonoruueckas TOKCHYHOCTD.

aneMus - 24 %, TpombouuTorneHus - 29 %.

HeremaTonornueckass TOKCUYHOCTb.

TOIIIHOTA U pBOTA - 22 %, nuapes - 3 %, uadexuus - 2 %, cromatut - 1 %.
Heowcenamenvuuvie senenus 4 cmenenu mscecmu

I'emaTosornueckas TOKCHYHOCTD.

anemus - 4 %, tpomboruTonieHus - 29 %.

HeremaTonornyeckass TOKCUYHOCTb.

uHpexnus - 1 %.

Ilpumenenue ecemyumabuna 6 KoOMOUHAYUU C KAPOONIAMUHOM NPU paKe
AUYHUKOB

Heorceramenvuvie senenus 3 cmenenu msscecmu

I'ematonoruueckas TOKCHYHOCTD.

anemust - 22,3 %, neutponenus - 41,7 %, tpomboumtomenus - 30,3 %,
nerikonenus - 48,0 %.

HeremaTonornyeckass TOKCUYHOCTb.

kpoBotedenue - 1,8 %, pedpunpnas Herponenus - 1,1 %.

Heowcenamenvuvie senenus 4 cmenenu maxycecmu

I'ematomornueckass TOKCHYHOCTD.

anemuss - 51 %, He#tponenus - 28,6 %, tpomOoumromnenus - 4,6 %,
jerikonenus - 5,1 %.

HeremaTonornyeckass TOKCUYHOCTb.

nHpekms 6e3 Herponenuw - 0,6 %.

Coo0r111eH1e 0 M0A03PEBAEMBIX HEXKEIATEIbHbIX PEaKIUIX

BaxxHo coo0mark O TO0M03peBaeMbIX HEXKENATeNbHBIX PEaKIUAX TIOCTe
perucTpanuy npenapara ¢ meibio 00ecTeueHrs HEeMpPephIBHOTO MOHUTOPUHTA
COOTHOIIICHHSI «I0Jh3a — PHUCK» JICKAPCTBEHHOTO Tpemapara. MeauimHCKUM
paboTHUKaM  PEKOMEHAYeTCsl  cooOlmarh O  JIIOOBIX  IOJ03PEBAEMbBIX
HE)KEJATeIbHBIX PEaKIMIX JIEKApCTBEHHOTO Mpernapara depe3 HalMOHAJIbHBIE
CHCTEMBI COOOIIEHUS O HEeXENaTeNbHBIX PEaKIUiX TOCYJapCTB — UJICHOB
EBpa3niickoro ’KOHOMUYECKOIO COK03a.

Poccuiickasa ®@enepanus
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®enepanpHas ciyx0a o Haa30py B cepe 3apaBoOXpaHEHUS
Tenedon +7 (495) 698-45-38, +7 (499) 578-02-30

daxc +7(495)611-53-44

pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9 Ilepeno3upoBka

KnuHuueckn  gomycTumas TOKCHYHOCTh — HaOJiojanach IMpPU  BBEIACHUU
OJIHOKPATHBIX /03 BIUIOTH 0 5,7 /M 2 BHYTpUBEHHO B TeueHue 30 MHUHYT
KKJble JIB€ HeAenu. AHTUIOT Il TeMiuTaOuHa HeusBecTeH. B ciyuae
MOAO3PEHUSI HAa TMEPENO3UPOBKY, NALUMEHT JOJKEH HaXOOUThCS TOJ
MOCTOSTHHBIM BpayeOHBIM KOHTPOJIEM, BKJIOUYas MoAcYEeT Gpopmysibl kpoBu. [Tpu
HEO0OXOIMMOCTH MAITUEHTY MPOBOASIT CUMIITOMATUUECKOE JICUCHHUE.

5. DPAPMAKOJIOT'MTYECKUE CBOMCTBA

5.1. dapmakoaMHAMHYECKHE CBOMCTBA
dapmakoTeparneBTHIECKas rpynma: IPOTHUBOOITYXOJIEBBIE CPEICTBA,

AHTUMETAa0OUTHI; aHAJIIOTY MUPUMHUJINHA.
Kon ATX: LO1BCO5

Mexanusm nerictBus u papmakonuHamudeckue 3P hexTol

[emmutabun npencraBisier cobol anTuMmeradbonut nupumuauHa. [Ipemapat
nposiBisieT (ha3zocnennpuIHOCTD, IEUCTBYS Ha KIIeTKH B ¢daszax S ((aza cunresa
ne3okcupuOonykienHoBor  kuciaotel, JIHK) w 1mpw  ompeneseHHbIX
00CTOSATEILCTBAX OJIOKUPYET Pa3BUTHE KJIETOK Ha rpanumiie (a3 Gi/S.
[emmuTabua  MeTabOMM3UPYETCS  BHYTPH  KIETKM  TOJ  JEHCTBUEM
HYKJICO3UAKMHA3bl C 00pa30BaHUEM aKTUBHBIX Ju(ocdaTHbIX U TpudochaTHbIX
HYKJI€03u0B. [luToTOKCHUeCKOe elicTBHE TeMIIMTa0uHA MPOSBIISETCS 3a CUET
uHrubuposanue cuntesa JIHK ¢ momompio AByX MEXaHHU3MOB JEUCTBUS
nocpenctsoM audocdarabx u Tpudocharueix Hykaeo3uaoB. udocdarHbie
HYKJICO3Ubl MHTUOUPYIOT PUOOHYKICOTHUAPEIYyKTa3y, KOTOpas JACHCTBYET B
KauecTBE €MHCTBEHHOTO KaTaJIu3aTopa PEakilvii, MPUBOIAIIUX K 00pa30BaHUIO
ne3okcuHykieosunrpudocharoB,  HeoOxomumbix  ans cuHTesa  JIHK.
Nurubuposanue ganHoro ¢epMeHTa nocpeacTBOM audochaTHbIX HYKICO3UI0B
CHUKAET KOHIICHTPAITUIO JI€30KCHHYKJICO3H]I0B B 11eJIOM u
ne3okcuHykieosunrpudocharoB B yactHoctu. TpudocdarHpie HyKICO3UIbI
aKTUBHO KOHKYPHPYIOT C JIE30KCHHYKJIeo3uaATpudocharaMu 3a BCTpaMBaHUE B
monekyisl JJHK.

AHQJIOTUYHBIM 00pa30oM HEOOJBIIOE KOJUYECTBO TEMIIMTA0MHA MOMKET TaKKe
BCTpPauBaThCs B MOJIEKYJIbl puOOHYyKiIenHoBoW kucinotel, PHK. Takum oOpazom,
CHIDKEHHAs] BHYTPUKJIETOUHAs KOHIIEHTpAIUs JE€30KCUHYKIeo3uATpudochaToB
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ycuiauBaer BcTpamBaHue Tpu(oChATHEIX HYKIEO .
MOJINMEpasa dSIICUIIOH HE 00JIaaeT CIOCOOHOCTHIO BBIBOJWUTH T'E€MITUTAOMH H
BBINOJIHATH penapauuio pactymux uened JJHK. Ilocne Toro, kak remMmuutaOuH
BcrpauBaercs B JIHK, B pacrymme mnenu JIHK nobGammsiercs eme oauH
Hykineotua. Ilocme Takoro go0aBiIeHHS MPOUCXOMUT TMOYTH  IOJHOE
uHruoupoBanue nanpHermero cuHre3a JIHK (mMackupoBaHHas TepMHUHALMS
uenu). [locne BcrpanBanusa B JJHK remuurabus, no-BUAUMOMY, CTUMYJIHPYET
3arporpaMMHUPOBaHHbBIN MPOLECC THOETN KIETOK, U3BECTHBIN KaK aroITo3.

5.2 ®apMaKkOKHHeTHYECKHEe CBOMCTBA

MaxkcumanbHasi KOHIIEHTpalys B Iula3Me KpoBU (HaOJroaBLIasiCsl B TEYEHUE 5
MUHYT JI0 OKOHYaHMs uH(QY3uu) cocraBisuia or 3,2 1o 45,5 MKr/mi.
KoHueHTpanuss HMCXOJHOIO BEIIECTBA B IIA3ME KPOBH IIOCJIE BBEIACHUSA
npenapata B no3e 1000 mr/m? B TeueHue 30 MUHYT OblIa BBIINIE 5 MKI/MJ B
TeyeHue npumepHo 30 MUHYT nociie 3aBepuieHust HHPy3uu U Bbiie 0,4 MKr/Mi
€l1e B TEYEHUE Yaca.

Pacnpenenenue

O6beM pacmpeneneHuss KpoBu cocTapisn 12,4 n/m? y skenmus u 17,5 n/m? y
My>XUUH (MEXBUIOBasi BapuabenbHOCTh Obula paBHa 91,9%). OO6bem
pacrpeiesieHus B IPYyTUX TKaHIX cOCTaBisul 47,4 1/M? ¥ HE 3aBUCEN OT MOJIOBOM
MPUHAIICKHOCTH.

Casi3pIBaHUE ¢ O€JIKaMU TJIa3Mbl CUUTATIOCh HE3HAYNTEIHHBIM.

ITeprion 1moayBBIBEACHUSI COCTABIsLT OT 42 10 94 MUHYT, B 3aBUCUMOCTH OT
Bo3pacta ® mona. JlJis pPEeKOMEHJIOBAaHHOM CXEMbl BBEJCHHS Mpernapara
BBIBE/ICHUE TEMIIMTa0WHA JOHKHO OBITh TMPAKTHYECKH 3aBEPIICHO B TCUCHHE
nepuoga ot S5 g0 11 4acoB mnocine Havana uH(y3uu. [emuurabun He
HaKaIJIMBaeTCs IPU BBEICHUU OJIMH pa3 B HEJEIIO.

buotpancdopmarius

['emuuTaOuH OBICTPO META0ONM3UPYETCS IUTUIMHIC3aMUHA30M B TICUYCHH,
MOYKaX, KPOBH M IPYTHUX TKAHIX. BCleacTBUe BHYTPUKICTOYHOTO METa00IM3Ma
reMiuuTaduHa oO0pa3yroTcs MOHO-, Au- U Tpudocdarbl TemiuTaOuHa, U3
KOTOPBIX aKTUBHBIMU CUYUTAIOTCSA JTu- U Tpudocdarbl. ITU BHYTPUKIETOUHBIC
MeTaboJINThI HE ObLTH 0OHAPYKEHBI B TU1azMe uiu Mode. OCHOBHOM MeTabOHT,
2'- ne3okcu-2', 2'-nudTOpypuauH, HE aKTUBEH W HE OMPECISIeTCS B TUIa3Me U
MOYE.

DJIMMUHAIUS

CHCTEeMHBIN KIMPEHC HAXOAWICA B mpeaenax or 29,2 n/a/m? mo 92,2 n/u/m? B
3aBHCUMOCTH OT TI0JIa M BO3pacta (MEXBUJIOBas BapualOeIbHOCTh COCTaBJIsjIa
52,2%). KnupeHc y KeHIIMH ObUT MpUMEPHO Ha 25% HMKe, YeM y MY>KUYUH.
OctaBasch BBICOKMM, KJIUPEHC W Yy MYKUHMH, M Y JKCHIIWH, TO-BHIUMOMY,
CHWYKaeTcsi ¢ Bo3pacToM. JIjisi pexkoMeHI0BaHHOM 103kl Tremiutadbuna 1000
mr/mM? npu UHQY3MOHHOM BBeJeHMHM B TedeHue 30 MuHYT Oojiee HM3KHUE
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SKEHU

W (063

3HAUEHUS KJIUpPEHCAa Jis JKeHIUUH U M
reMIuTaduHa.

Menee 10% BBIBOAUTCS TOYKAMU B HEU3MEHEHHOM BUJIE.

[ToueunsIit KIUPEHC COCTABISIT OT 2 10 7 J1/4/M?.

B Teuenue Henenu mocie BBEJCHUs Ipemnapara BeIBOAUTCA oT 92 no 98%
BBEJACHHON J103bl TeMIuTabuHa, npu SToM 99% BBIBOAUTCS MOYKAMH, B
OCHOBHOM B Bujie 2'-nudropypuanna, a 1 % m103b1 — 4yepe3 KUIICUHHUK.
Kuneruka TpudocdaroB reMuntrabuHa

JlaHHbIT MeTa0OJIUT MOXKHO OOHApYy UTh B MOHOHYKJIEAPHBIX KJIETKax
nepudeprudeckol KpoBu, U MHMOpMAIUs Jajiee OTHOCUTCA K 3THM KIIETKaM.
BHyTpuKIeTOUHbIE KOHIICHTPALIUU TMOBBIIIAIOTCS MPOMOPIMOHAIBHO J103aM
remiuTabuHa B auarna3oHe ot 35 mgo 350 mr/m? B Teuenwe 30 MHHYT, 4TO
oOecrieynBaeT paBHOBECHYIO KoHIeHTparuioo oT 0,4 no 5 wmkr/miu. Ilpu
KOHIICHTpAIIMU TeMIIMTa0WHA B TUIa3M€ BBIIIE 5 MKI/MJ ypoBeHb TpudochaToB
reMuuTabrHa HE MOBBIIAETCS, HA OCHOBAHUU YEro MOXHO MPEINOI0XKUTh, YTO
oOpa3oBaHHE AAaHHOTO META0OJMTa B MOHOHYKJIEAPHBIX KIIETKaX SBIAETCA
HACHIII[AEMBIM.

Koneunslii nepuop nosryBsiBeaeHus: ot 0,7 no 12 gacos.

Kunernka 2'-ne3okcu-2', 2'-nudropypuanaa

MaxkcumanbHasi KOHIIEHTpalus B miasMe (depe3 3—15 MUHYT mocie oKoHYaHUs
30-munyTHON uHQY3uu, 1000 mr/m?) cocraBmsma or 28 g0 52 MKr/mi.
MuHuManbsHas KOHIIEHTpAIUsI TTOCie BBEJICHUS OJIMH pa3 B HEJEI0 ObLTa paBHA
ot 0,07 o 1,12 mkr/mi, 6e3 kaxyierocs HakoruieHus. KpuBast «KoHIIEHTpaIus
B IUIa3Me-BpeMsi» uMeeT Tpex(daszHyio ¢GopMy €O CpeIHUM TEPUOIOM
MOJTYBBIBEJICHHUSI B KOHEUHOU (haze — 65 yacoB (nuamnaszon ot 33 1o 84 yacos).
Oo6pazoBanue 2'-ne30kcu-2', 2'-mudropypuanHa U3 UCXOIHOTO BemecTBa: oT 91
10 98%.

Cpennuii 06beM pacnpeenaeHus B kposu: 18 n/m? (muanason ot 11 1o 22 n/m?).
Cpennuii 00BbeM pacmpeiesieHUuss B PaBHOBECHOM cocTosHuM: 150 j1/m?
(nnanazoH ot 96 1o 228 11/m?).

Pacnpenenenue B TKaHsIX: OOLIUPHOE.

Cpennuil kaxymuiics kiaupeHc: 2,5 i/u/m? (auanazon ot 1 mo 4 n/u/m?).
[ToTHOCTBIO BBIBOAUTCS] TTIOYKAMH.

KoMOuHupoBaHHas Tepanus reMIMTA0UHOM U TaKIUTAKCEIIOM
KoMOunupoBanHasi Tepamusi HE OKa3blBaJia BIMSHUA Ha (HapMaKOKHMHETHKY
reMIuTabrHa WM MaKJIuTaKcena.

KoMOuHupoBaHHas Tepanusi TeMIIUTA0UHOM M KapOOIIaTHHOM

[Ipy mnpuMeHeHnn B KOMOWHAIUM C KapOOIMjIaTHHOM (apMaKOKWHETHUKA
reMIiuTabrHa HE MEHSIIACh.

IToyeyHast HEIOCTATOYHOCTh

[ToyeyHasi HEIOCTATOYHOCTh JIETKOM WJIM CPEHEM CTENEHU THKECTH (CKOPOCTh
ki1yooukoBoit ¢unpTpanuu (CK®) ot 30 mui/mun 10 80 MJI/MUH) HE OKa3bIBaeT
CTAOMJILHOTO 3HAYMMOTO BO3JICUCTBUS Ha (PapMaKOKHHETUKY TeMIIUTa0HHA.
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6. PAPMALIEBTUUECKHUE CBOJC

6.1. Ilepeyennb BcoMoraTeJibHbIX BelIECTB

MannauTon

Harpus anerara tTpuruapar

XITOpUCTOBOAOPOIHAS KUCIIOTA WM HATpus ruapokcun 1o pH 2,7-3,3.

6.2. HecoBMecTUMOCTDH
DTOT JIGKapCTBEHHBIM IIpenapaT He JOJDKEH CMEIIUBAThCA C  JPYTUMH
JICKapCTBEHHBIMU ITpeTiapaTaMH, 3a HCKIIOUCHUEM YKa3aHHBIX B paszzeine 6.6.

6.3 Cpok romHocTH (CPOK XpaHeHHs )
2 ropa.

6.4 Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHHHU
[Ipu Temneparype He Bbie 25 °C.

6.5 Xapakrep u coaep:kaHue NEPBUYHOI YIIAKOBKH

[To 200 mr unu 1000 Mr Bo ¢uiakoH GecuBETHOTO CTeKa | TUAPOIUTHYECKOTO
KJlacca, YKYNOPEHHBIH MpOOKOW W3 PE3MHOBOM CMecu, ToA OOKaTKy
ATFOMHUHHUEBBIM KOJIMTAYKOM KOMOMHHPOBAHHBIM C TIACTMACCOBOM KPBIIITKOM.
Ha durakon HakJIeMBalOT CaMOKJICAIIYIOCS ITHKETKY .

I[To 1 ¢dnakoHy ¢ mnpemapaToM BMECTE C HHCTPYKIHEH I10 IPUMEHEHHIO
MIOMEIIAI0T B KAPTOHHYIO TTAYKy M3 KapTOHA JUIS MOTPEOUTEIHLCKOM Taphl MAPKH
XPOMOBBIM WJIM «XpOM-3p3all» U Mapku A.

6.6 OcoOble  Mepbl  NPEIOCTOPOKHOCTH  MPH  YHUUYTOKEHUH
HCI0JIb30BAHHOT0 JIEKAPCTBEHHOI'0 NMpenapara Wil 0TX0/I0B, MOJy4YeHHbIX
nmocJjie MPpUMeHEeHUs Mpenapara, u pyrue MAaHUIMYJIAIMYU ¢ TIPenapaToM.
[Ipy TIpUTOTOBICHUM W YTWIM3alUA pacTBopa ISl HWH(PY3UH TOJDKHBI
coOmoaThCsd  CTaHJAApTHBIE  Mepbl  0€30macHOCTH g paboThl  C
IIUTOTOKCUYECKUMH cpeAcTBamu. [lepemermienne pactBopa il HHPY3UH
JIOJDKHO BBIIIOJIHATECI B 0O€30IIacCHOM OOKce, HEOOXOAMMO HCHOJIb30BaTh
3alllUTHBIE Xanatbl W mnepyatkd. Ilpu orcyrcTBUM Oe3omacHoro Ookca
000pyZI0OBaHUE JOJDKHO OBITH JIOMOJIHEHO 3allMTHOW MAacKOM W 3aIllMTHBIMU
OYKaMH.

[Ipy momamanuu mipenapara B TJa3a MOXET BO3HUKHYTH CEpPbE3HOE
pasnpaxenue. ['1a3a ciaeayer HE3aMeITUTENBHO U TIIATEIHLHO MTPOMBITH BOJIOH.
Ecnu paznpaxenue He MpOXOIUT, HEOOXOIUMO OOpaTUTHCS K Bpaudy. B ciydae
MOTIaJJaHus PacTBOPA HA KOXKY CIEAYeT TIIATEIHHO MPOMBITh KOXKY BOJIOM.

B xadecTBe pacTBopuTes ucnob3yercs Toyibko 0,9% pacTBop HaTpus xjopuaa
0€3 KOHCEPBAHTOB.
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COOTBETCTBYET 3KCTIEPTHOMY OTYETY

OCOENOBRATENRHOCTR 00021
MakcuMainbHasi KOHIIEHTpalys reMIuTaGuHa HE QIOJ'I);J(HEIL 'HpeBBrLLlfaTB A0°MIY/M

PacTBOpbI, NPUTOTOBIIEHHBIE C KOHILEHTpauuend Bbime 40 Mr/Mjia, MOryT
COMPOBOXK/IAThCSI HETMIOJIHBIM PACTBOPEHUEM.

1. PactBopeHue u mr000€ nocieayroiiee pa3oaBieHue CIeAyeT BBIMOIHATh C
COOJIFOICHHEM METOJIOB ACENTHKH.

2. Jlns mpuroToBieHUs KOHIIEHTpaTa coaepxkumoe ¢raakona 200 wr

pPacTBOPSIOT B HE MeHee, yeM 5 mil, U 1 T — B He MeHee, ueM 25 mia 0,9%
pacTBOpa HaTpus Xjopuja A UHbeKuud. Kaxnapiil (iuakoH akkypaTHO
B30aITHIBAIOT 0 MOJHOIO pacTBOpeHus Jsuodunuszata. llomyueHHBbIH
PacTBOp JOJKEH ObITh PO3PauHbIM.,
[TpuroToBneHHBI KOHLIEHTPAT TEeMUIMTA0MHA, COJAEPXKALIUI HYKHYIO
703y mpenapara, nepes BeeeHueM pazoasisaror 0,9% pacTBopom HaTpus
XJIOpUJIA JJI1 UHBEKIHUHA B KOJIMYECTBE, AOCTaTOYHOM i1 30-MHUHYTHOM
BHYTPUBEHHON MH(Y3UU.

3. Ilepen  mapeHTepadbHBIM  BBEACHHEM  HEOOXOAMMO  BH3YyalbHO
KOHTPOJIMPOBAaTh MPUTOTOBJIEHHBI pAacTBOpP Ha HAJIMYHME MEXAHUYECKUX
IpuMece U n3MeHeHue nBeTa. [I[pn HanMunum MEXaHUYECKNUX BKIFOUCHUN
pacTBOp mpernapaTa He UCIOJIb3YIOT JJIsl BBEICHUS.

7. AEPKATEJIb PETUCTPAIIUOHHOI'O YAOCTOBEPEHMU S
Poccuiickaa ®Oenepanus

OI'bY "HMMUI] onkonoruu um. H.H. bnoxuna" Munsnpasa Poccuu,
115478, Poccus, r. Mocksa, Kamupckoe mocce, 1. 24

ten./daxkc: (499) 324-14-34

anpec anekTpoHHou mouTkl: info@naukoprofy.ru

7.1. IlpencraBurenb 1epKaTe/isi peruicTPALMOHHOI0 YA0CTOBEPEeHUs!
[IpereH3uun nmoTpedUTeNe HaPaBIsATh MO aJpecy:

Poccniickas ®enepanms

OI'bY "HMMUL] onkosornu um. H.H. bnoxuna" Mun3npasa Poccun

115478, Poccus, . MockBa, Kammpckoe mocce, a. 24, ctp. 18, dumman
"Haykompopu" ®I'BY "HMMUL] onkonorun um. H.H. broxuna" Mun3npasa
Poccun

ten./daxkc: (499) 324-14-34

anpec anekTpoHHou mouThl: info@naukoprofy.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS
JITT-Ne(001069)-(PT-RU)

9. JATA NEPBUYHOM PETUNCTPAIIMU (IIOATBEPXIEHUSA
PEITNCTPALIMU, TIEPEPEI'NCTPALIUN)
26 uronsg 2022 v

10. JATA HEPECMOTPA TEKCTA
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 22.07.2022 N= 17222

(NMOCNEOOBATENEHOCTE 0002)

OOmrast xapakTepuCTHKa JIEKApCTBEHHOTo Tpemapara [ emnuradbun-POHIL
JOCTYITHa Ha WH(GOPMAIMOHHOM TopTajie EBpa3suiickoro »KOHOMHUYECKOTO
coro3a B WH(GOPMAIMOHHO-KOMMYHHUKAIIMOHHOW  cetn  «VHTEepHET»
http://eec.eaeunion.org/.

21


http://eec.eaeunion.org/

