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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

I'emuuradun, 200 mr, THoduIM3aT sl IPUTOTOBIICHUS KOHIICHTpATA JIsl IPUTOTOBJICHUS pacTBOPa
11 MTHQY3UH.

I'emmutabun, 1000 mr, nuodwumusar I8 TPUTOTOBJICHHS KOHIICHTpATa JIsi MPHUTOTOBJICHHS
pactBopa 1yt uHQy3uii.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JleiicTByIOIIIEE BEMIECTBO: TEeMIIUTAONH.

I'emuurtabun, 200 mr, tuodunausaT Ulsl IPUTOTOBICHUS KOHIIEHTpATAa JUlsl IPUTOTOBJICHUS PacTBOpPa
Jist “HQY3Uit

Kaxxapiii (hakoH cogepKUT reMiuTabruHa TuIpOXJIOpU, SkBUBaieHTHbII 200 Mr reMiuTaduHa.

Femuurabun, 1000 mr, nuodwimsar Juisi TPUTOTOBICHWS KOHIIGHTpaTa JUIs [PUTOTOBJICHUS

pacTBopa Juis HHQY3Hid

Kaxnpiii haakoH coaepKuT reMiuTaduHa ruIpoXaopu, skBuBaneHTHbIH 1000 Mr remiurabuHa.

BemecTBa, HamM4re KOTOPBIX HA/IO YYUTHIBATh B COCTAaBE JICKAPCTBEHHOTO Mpernapara: HaTpui (cMm.

paznen 4.4).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

JInounmsar s MPUTOTOBJICHUST KOHLIEHTpATAa ISl HPUTOTOBJIICHUS PacTBOpa sl HHQY3HA.
JInodunuzupoBaHHbBIN MOPOLIOK OT OETIOr0 /10 MOYTH OENIOro IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

I'eMunTaOMH NMoKa3aH K MPUMEHEHUIO Y B3POCIIbIX:

® MECTHOPACIPOCTPAHEHHBIM MM METACTATHYECKUI HEMEJIKOKIETOYHBIN PaK JIETKOTO B Ka4eCTBE
Tepanuy NepBoi JIMHUU B KOMOMHALIMY C HUCIUIATUHOM WJIM KapOOIJIaTUHOM, a TAK)KE B KaUeCTBE
MOHOTEpANHU y HOXKHUIBIX MAllUEHTOB C (PYHKIIMOHAIBHBIM CTaTyCOM PaBHBIM 2;

e Hepe3eKTaOeNbHbIM, MECTHOPEIIMIUBUPYIOIIUI WM METACTAaTUYECKUI paK MOJIOYHOM JKee3bl B
cocTaBe KOMOMHUPOBAHHOM Tepamuu ¢ MakJIUTaKCEJIOM IOCJe MPOBEIEHUs HE0aIbIOBAHTHOMN
W/WIA  aJBIOBAaHTHOM TepalmMM C  BKIIOYEHHEM  aHTPALMKIMHOB IPU  OTCYTCTBUHU
MIPOTUBOINOKA3aHUN K MX Ha3HAYCHHUIO;

® MECTHOPACIPOCTPAHEHHbIN MM METACTaTUUECKUN YypOTEIHalbHBIM pak (paKk MOYEBOrO My3bIps,
MIOYEYHOH JIOXaHKH, MOYETOYHHUKA, MOYEHCITYCKATEIbHOTO KaHaNa);

® MECTHOPACIPOCTPAHCHHBIM WJIM METACTaTUYECKUM DIUTEIIUAIbHBIM paK SIMYHUKOB B KayeCTBE
MOHOTEpaMM WJIM B COYETAaHMM C KapOOIUIATMHOM Yy MAalUEHTOB C IPOrPEeCCHPOBAHUEM
3a0oJeBaHus MOCIe TPOBEACHUS TIEPBO JIMHUHU T€PANUU Ha OCHOBE ITPOU3BO/IHBIX IJIATHHBI,

® MECTHOPACIPOCTPAHCHHBIN UIIM METACTATUYECKUN PaK MOKEIIyI0YHOU JKEIIE3bL;

® MECTHOPACIPOCTPAHCHHBIM MIIM METACTaTUYECKUN paK IEHKU MATKU;

® DaK KEIYEBBIBOIALIUX ITyTEH.

4.2. Pe:kxuM 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!
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Tepanust mpenaparom ['emMiuTabuH MOXET OBITH 3HaYEHA TOHM‘IJI\E%FO V[~ ONTBIT

MPUMEHEHHUS TPOTUBOOITYXOJIEBBIX MPENApaTOB.
Pexxum no3upoBanus

Mecmuopacnpocmpanennbslii unu Memacmamudeckuil HeMeaKOKIeMouHblll PaK 1e2K020 & Kauecmese
mepanuuy nepeotl IUHUU 8 KOMOUHAYUY C YUCTIIIAMUHOM UU KAPOONIAMUHOM, a makKdice 8 Kaiecmae
MOHOMEPANUU Y NONCUNILIX NAYUEHMO8 C PYHKYUOHANLHBIM CIAMYCOM, PABHbIM 2

Monomepanusi: pekoMeHAOBaHHas jgo3a mnpemnapata [emmuradbmra — 1000 MI/M? B BHUJE
BHYTpHBEHHOH MH]Y3uu B Teuenue 30 MmuHyT B 1, 8, u 15 quu xaxgoro 28-gHeBHOrO 1ukia. /loza
MOKET OBITh yMEHBIIEHA C KaXKIbIM LHMKJIOM WM B TEUEHUE IUKJIa HAa OCHOBAHUU CTEIEHU
TOKCHYHOCTH, HAOI0aeMOM y MaIHeHTa.

Kombunuposannas mepanusa ¢ yucniamunom: peKOMEHIOBaHHas J103a npenapara ['emuuraOun —
1250 mr/M? B Buje BHYTpUBEHHON uH(Y3uu B Teuenue 30 MuHYT B 1 u 8 JeHb Kaka0ro
21-mHeBHoro mukima wim 1000 Mr/mM? B BUae BHYTpHMBEHHOW HH(Y3uH B TedeHue 30 MHUHYT B
1, 8 u 15 nau Kaxxaoro 28-IHEBHOIO IIMKJIA.

Jlo3a MOXeET ObITh yMEHbIIIEHA C Ka)XIbIM IUKIOM WM B TEYCHHE IMKJIa Ha OCHOBAHMM CTEIICHU
TOKCHYHOCTH, HAOII0aeMOM y MaIeHTa.

HucnnaTun BBoguTCs B 103¢ ot 75 go 100 MI/M? OIuH pa3 Kakple 3 HeJeu.

Kombunupoeannas mepanus ¢ kapbonramunom: peKoMeHI0BaHHAs 103a npenapara — 1000 mr/m?
win 1200 mr/M2 B Bujie BHYTpUBeHHOW MH}Y3uu B Tedenue 30 MuHyT B 1 u 8 meHb Kaxaoro
21-nueBHoro nukina. Kapborutatna BBoauTcs u3 pacdera nokazatenss AUC (mromans moa KpuBoi
«KOHILIEHTpauusi-BpeMs») 5,0 mr/mi/MuH B 1 neHb HUKIA TOcTe HHPY3UH reMIIuTa0rHa.

Jlo3a MOXeET OBITh YMEHBIIIEHA C KaXIbIM ITUKIOM WM B TCUCHHE IMKJIA HAa OCHOBAHHH CTCIICHU
TOKCUYHOCTH, HaOJII0/1aeMOil y MalfenTa.

HepezexmabenvHuiii, mecmropeyuousupyrowull Uiy Memacmamudeckuti pak MoJI04HOU Jcene3vl 8
cocmase KOMOUHUPOBAHHOU Mepanuu ¢ NAKIUMAKCEIOM NOC/le NPO8edeHUs He0A0bIOBAHMHOU U/Unu
A0BIOBANMHOU MePanuu ¢ 8KII0YeHUeM AHMPAYUKIUHO8 NPU OMCYMCMEUU NPOMUBONOKA3AHUL K UX
HA3HAYEeHUIO

Kombunupoeannas mepanus_c_naxiumaxceiom: TAKITATAKCEN BBOAUTCS B 103e 175 Mr/m? B BHze
BHYTpUBEHHON uHGY3UH B TeueHHe 3 4acoB B 1 JeHb 21-AHEBHOro LMKIA C TMOCIETYIOIIUM
BBEJICHMEM reMIuTabuHa. PekoMeHn0BaHHAs 1032 npenapaTa — 1250 Mr/M? B BHle BHYTPHBEHHOI
uHpy3un B Tedenne 30 muHyT B 1 u 8 AeHp kaxnaoro 21-gHeBHOro nukia. Jloza MOXeT OBITH
YMEHBIIIEHA C KKIABIM [HKJIOM WJIA B TCUCHHE IMKJIA HAa OCHOBAHWH CTENEHU TOKCHYHOCTH,
Ha0II01aeMOM y MalueHTa.

Ilepen HayasioM KOMOMHHpPOBAaHHOW Tepamuu (reMuuTaOuH + MakiIUTaKcesl) aOCOIIOTHOE YHUCIIO
TPaHyJIOIMTOB B KPOBH Y MAIIMEHTOB JOHKHO ObITh HE MeHee 1500/Mki.
Mecmuopacnpocmpanennbvlii Uiy MemacmamudecKuti ypomeauaibHulll pak (pak mMo4e8o2o ny3vips,
NOYeYHOU TOXAHKU, MOYEMOYHUKA, MOYEUCTYCKAMEeNbHO20 KAHAA)

Monomepanus: pexoMeHI0BaHHAS 1032 penaparta — 1250 Mr/m? B Buje BHyTPHBEHHOH HHDY3UH B
teyeHue 30 MuHyT B 1, 8 1 15 nHUM kaxaoro 28-gHeBHOro 1ukia. Jlo3a MoxeT ObITh YMEHbIIEHA C
KaXIbIM [UKJIOM WJIM B TEUEHHE LMKJIA HAa OCHOBAHWHW CTEMEHH TOKCHYHOCTH, HAOIIOIaeMOH y
MaueHTa.

Kombunupoeannas mepanus_c yucniamunom. PeKOMEHIOBaHHas n03a mpenapara — 1000 Mr/m? B
BUJie BHYTpUBEeHHOW MH(Y3uu B TeueHre 30 MuHyT B 1, 8 1 15 qHM B coueTaHHU ¢ HMCILIATHHOM,
KOTOPBIH BBOJUTCS B peKoMeHIyeMoii no3e 70 Mr/mM2 B 1 JeHb cpasy mocie HH]Y3HH TeMIuTa0HHa
WJIH BO 2 JIEHb KaXJI0TO 28-THEBHOTO HKIIA. J[03a MOKET OBITh YMEHBIIIEHA C KaXIbIM IIUKJIOM WIN
B TEUCHHE [TUKJIa HA OCHOBAaHUH CTETICHH TOKCUYHOCTH, HAOIFOTaeMOH Y TIalleHTA.

KIMHMUecKye HcCieI0BaHMs TT0KA3aly, 9To MpH jA03e IucriaTuHa 100 mr/m? Habmomaercs Gonee
BBIpQ)KEHHAsI MAEJIOCYTTPECCHSI.

Mecmuopacnpocmpanennbiil Uiy Memacmamudeckuti SNUMmenuanIbHblll paKk AUYHUKOE 6 Kauecmee
MoHOmMepanuu UlU 6 COYemaHuu ¢ KapOONIamuHOM ) NAYUeHmos ¢ NpoSpeccuposanuem
3a601e8aHusl nocie nPosedeHUs Nepeoll TUHUU Mepanuy Ha OCHOBE NPOUIBOOHBIX NIAAMUHbL
Monomepanusa: pexoMeHIoOBaHHas mo3a mpemapata - 800-1250 mr/mM? B Buje BHYTPUBEHHOI
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YMEHBIIEHA C KaXJbIM LHMKJIOM WIM B TE€UEHUE LMKJIA HAa OCHOBAHMHM CTENEHM TOKCUYHOCTH,
Ha0JI0/1aeMOM y MalKueHTa.

Kombunuposannas mepanus c kapboniamunom. peKOMEHI0BaHHAs 103a penapara — 1000 mr/m? B
BHJI¢ BHYTpUBEHHOW MH(]Y3uu B TeueHue 30 MuHYT B 1 U 8 neHb Kaxaoro 21-aHEBHOTO IUKIIA.
KapOomnatun BBoauTcs u3 pacyera mokazarenss AUC 4,0 mr/mu/mMuH cpa3y nocie uHpy3uu
remuurabuHa B 1 geHp kKaxaoro 21-mHeBHOro nukia. J{o3a MOXeT ObITh YMEHbBIIEHA C KaXIAbIM
LUKJIOM WJIM B TEUCHHE IIMKJIa HA OCHOBAHUU CTEIIEHU TOKCUYHOCTH, HAOII01aeMOH y MallueHTa.
MecmuopacnpocmpaneHHblil UIU MEMACMAMUYECKUli paxK no0HceyO00YHOL Hcelle3bl
Monomepanus: pexomennoBanHas 103a npenapara — 1000 mr/m? B Bujie BHyTpHUBEHHON HHDY3UH B
tedeHue 30 MUHYT OJIUH pa3 B HEAEIIO B TEUCHUE MIepro/ia 10 7 HEACb C MOCIEIYIOIIUM HeleIbHbIM
nepeprIBOM. 3aTeM npenapar BBoautcs B 1, 8 u 15 nuu kaxknoro 28-n1HeBHOro 1ukia. Jloza Moxer
ObITh YMEHBIIICHA C KAX/bIM LIUKJIOM MJIU B T€YCHHE LMKJIA HA OCHOBAHUU CTEIEHU TOKCHUYHOCTH,
Ha0II01TaeMOM Y MaIUeHTA.

MecmnopacnpocmparnerHblll Uiy MemacmamuieckKuti pax ueuxku MamKku

Kombunuposannasa mepanus ¢ yucnaiamunom: TPU MECTHOPACIPOCTPAHEHHOM paKe IpH
MOCIIE0OBATENbHON XHUMHOIYYeBOU Tepanuu (HEOaAbIOBAaHTHO) M IMPU METACTAaTHYECKOM paKe
IUCIUIATHH BBOAUTCA B 03¢ 70 Mr/M? B 1 IeHb IIMKJIA C HOCIEIYIOIIMM BBEICHHEM IeMINTA0NHA.
CemuuTaObuy BBOAUTCA B 03¢ 1250 Mr/M2 B 1 1 8 meHp Kaxaoro 2 1-1HeBHOrO [UKIIA. Jlo3za MmoxeT
OBITH YMEHBIIICHA C KXKIBIM IIMKJIOM HJIU B TCUCHHE IUKJIA HA OCHOBAHWU CTEIICHW TOKCHYHOCTH,
Ha0II0/1aeMOM y MalueHTa.

[Ipn MecTHOpPacIpOCTPaHEHHOM pake IpPH OJHOBPEMEHHOM XMMHOJIYYEBOM TEpanuy LMCIUIATHH
BBOZHUTCA B j03e 40 Mr/M? ¢ MmocleaylomuM (HEMOCpPeICTBEHHO MOCIe BBEICHMS IMCIIIATHHA)
BBelleHUEM remiuTabuHa. ['emuutrabua BBoguTcs | pa3 B Henenro B TedeHue 6 Hemelnb 3a 1-2 vaca
710 Hayana JIydeBoil Tepamuy B fo3e 125 mr/m? B Buje BHYTpHMBEHHOH MH(Y3uH. PexomeHmyercs
CIIeNYIOIUN peXuUM JIyuyeBoM Tepanuu: obmyuenune 50,4 I'p BHENIHEr0o MCTOYHUKA HA BCE IOJIE
o0ny4enus B 28 (ppakuusx, 1,8 I'p/nens, 5 qHeil B HeAento B TeUeHHE 6 HENIEIb XUMUOTEPAIIHH.
Paxk scenuesvisooawux nymeti

Kombunuposannas mepanus_c_yucnigmunom: THCIIATHH BBOAUTCS B jgo3e 70 Mr/M> B BHE
BHYTPUBEHHOW MH(Y3UHU B | J€HHb IUKJIA C TIOCIEAYIOIINM BBeJACHUEM reMiuTabuna. I'emuuradbun
BBOJUTCA B 03¢ 1250 Mr/m? B BuJE BHYTpUBEHHOH MHOY3uH B Teuenue 30 MUHYT B 1 1 8 JeHb
Kaxsoro 21-gHeBHOrO nukia. Jlo3za MOXeT ObITh YMEHBIIIEHA C KaKJIbIM IIHMKJIOM WM B TE€UCHHUE
[IMKJIa HA OCHOBAHUHU CTEMIEHH TOKCUYHOCTH, HAOJII01aeMOM y MalueHTa.

Koppeknus 10361

Koppexyus 003v1 no npuuune cemamono2uieckou moKCUyHOCmu

[Ipu nmr0o60M TMoOKa3aHUU TEpe]l KKIbIM BBEJICHHUEM TeMIIUTaOnHa HE0OXOJUMO KOHTPOJIUPOBATH
KOJMYECTBO TPOMOOIIMUTOB U TPaHYJIOLKUTOB B KPOBH.

B ciyuae pa3BuTHs reMaToI0rn4ecKoi TOKCUYHOCTH /1033 TeMIIMTa0MHA MOXKET OBITh YMEHBIIICHA,
100 €ro BBEJCHHE OTIOKEHO B COOTBETCTBHH CO CIEAYIOITUMHU CXEMaMHU:

Koppexmust 10361 TeMIIMTadiHa B paMKax [HKJIA IPH YPOTEIHATIHLHOM pake,
HEMEJIKOKJIETOYHOM PaKe JIETKUX, PaKke MOHKETYA0YHOMH JKelle3bl B KauecTBE MOHOTEpanuu
WM B KOMOWHAIIMY C IUCTUIATHHOM

AGCONIOTHOE YHCIIO KonngectBo TpoMOo1ToB | % OT mpeabiaymeit 10361
TPaHyJIOIUTOB (x 10%m)
(x 10%m)
>1 u > 100 100
0,5-1 1581051 50-100 75
<0,5 WIH <50 [TponycTuth 103y*

*[TpornyIeHHas 1033 He JJOJDKHA BBOAUTHCS B TeUEHHE IUKIIA JI0 TeX T0p, MOKa aGCOTIOTHOE YMCIIO
IPaHyJIOIUTOB HE JOCTHTHET Mokaszatens kak MuHHMyM 0,5 x 10%71, a umcmo TpoMGOIHMTOB He
JIOCTUTHET mokazares 50 x 10%/.
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KoppeKiys 10361 FeMIMTAa0HHa B pAMKAX [HK/IA IPH PAKe MOTOUHON Kele3bl B KOMOMHATHM - 2|
C MAKJINTAKCEIOM
AOBCOII0THOE YUCIIO KonunuectBo TpoMOOLIMTOB | % OT mpeablayLIel 1036l
TPaHyJIOIHUTOB (x 10%m)
(x 10%n)

>1,2 u > 75 100
1-<1,2 1581051 50-75 75
0,7-<1 u > 50 50

<0,7 WIH <50 [TponycTuth 103y*

*[IpomymieHHast 1032 He JOJDKHAa BBOJAWUTHCS B TeueHHE LUKIA. Tepamusi HauHeTcs B 1 JeHb
CIIEYIOIIEr0 IHKIJIA, KaK TOJbKO aOCONFOTHOE YKCIO TPaHYJIOLUTOB JOCTUTHET IMOKa3aTess Kak
muaEMYM 1,5%10%1, a uncio TpoMGoIMTOB KOocTHTHET okasarens 100x10%/.

Koppekiust 10361 reMIuTadnHa B paMKax HUKJIA P paKe SMYHUKOB B KOMOMHALINY C
KapOOIIAaTHHOM
AOBCOIIOTHOE YUCIIO KonuuectBo TpoMOoMTOB | % OT mpeablayLIei 1036l
TPaHyJIOIUTOB (x 10%m)
(x 10%m)
>1,5 u > 100 100
1-15 H/UIn 75-100 50
<1 W/Wiu <75 [Tponyctuth n03y*

*[IpomymieHHast 1032 HE JIOJDKHA BBOJAMTHCS B TEUEHHE LHMKIA. Tepamusi HauHeTcs B | JeHb
CJIEIYIOIIEr0 IHKIJIA, KaK TOJbKO abCONIOTHOE YHCIO TPaHYJIOLUTOB JAOCTUTHET IMOKa3aTems Kak
muHEEMYM 1,5%10%/71, a uncno TpoMGonUTOB KOCTUTHET ToKazaTens 100x10%/m

[Tpu n1r060M MOKa3aHUU B OCIEAYIOMIMX IUKIIAX 1033 reMIuTabuHa o KHa ObITh CHUXeHa 10 75 %
OT HayaJIbHOM J03bl NEPBOr0 LHUKJIA NPU HATUYUM CIEAYIOUIMX BHJIOB TI'€MAaTOJIOIMYECKON
TOKCUYHOCTH:

abCOIOTHOE YHCIIO TpaHynonuToB < 500 X 105/11 B Teuenue Gonee 5 JTHEH;

abCcommoTHOE uKciIo TpaHytonuToB < 100 x10%1 B Teuenne Gomnee 3 mueit;

(heOpriibHas HEUTPOTICHNS,

9HCII0 TPOMOOIUTOB < 25 x10%1;

3aJiepKKa LIMKJIa JJeyeHus Oosiee yeM Ha | HeJelnto BCIeACTBHE TOKCUYHOCTH.

Koppexyus 003v1 no npuuutne Hecemamono2uteckol moKCu4HOCmu

JUis  BBIBIEHUS HEreMaToJIOTMYeCKOM TOKCUYHOCTH HEOOXOJUMO MPOBOJUTH PETYISIPHOE
o0clieioBaHMe NallMEeHTa U KOHTPOJIMPOBaTh (DYHKIIMIO IEUEHH U IToYeK. B 3aBucHMOCTH OT cTeneHu
TOKCUYHOCTH, HaOII0JaeMOH y TalleHTa, 03y MOXHO CHUMATh C Ka)KJIbIM LIMKJIOM WJIM B TEYEHHE
KA.

Kak npasuiio, npu tsxkenoil (3 nian 4 creneHn) HereMaToJ0rn4ecko TOKCUYHOCTH, 32 UCKIIIOUEHUEM
CJIy4aeB TOLUIHOTBI/PBOTHI, TEPAMUIO FTEMIIUTAOUHOM CJIelyeT BPEMEHHO IPEKPATUTh UM YMEHBIIUTD
7103y IpernapaTa Ha OCHOBAHMHU PEILIEHUs JIeyallero Bpaya. Tepanust 10JKHa ObITh IPUOCTAHOBJIEHA
710 Te€X MOp, OKa, 0 MHEHUIO Bpaya, TOKCUYHOCTb HE Pa3peIInuTCs.

Jliig mosydeHus nH(OpMaluy 0 KOPPEKIIUH 103bI [UCIUIaTHHA, KapOOoIJIaTUHA U MaKJIUTaKCcena Mpu
KOMOWHUPOBAaHHON Tepanmuu CleAyeT OOpaTUThCS K COOTBETCTBYIOIIUM HWHCTPYKIHMSIM IO
MEJIUIMTHCKOMY ITPUMEHEHHUIO.

Oco0ble rpynIbl MalueHToB

Jluya noswcunoco 6o3pacma (cmapwe 65 1em)

I'eMiuTaOuH XOpOIIO MEPEHOCUTCS Yy MalMEHTOB cTapiie 65 yer. Her maHHBIX O TOM, 4TO IS
MOKUJIBIX TAIIMEHTOB HE00X0MMa KOPPEKLHUs J103bl, IOMUMO TOM, YTO peKOMEHJ0BaHa JUIsl BCEX
MAIMEeHTOB.

Ilayuenmol ¢ neuenouHoU u NOYEUHOU HEOOCMAMOYHOCHIbIO

[TpuMeHsATh reMIMTAOMH y MAIMeHTOB C MEYEHOYHOW HEIOCTaTOYHOCThIO MM C HapyIIEHHOH
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MCCIIE0OBAHUM JTaHHBIX HEJOCTATOYHO ISl MPEIOCTaBICHUS YETKUX PEKOMEHJIAIMi OTHOCUTEIBHO
KOPPEKLHHU JO3bl Y JAHHBIX NOMYJISUUN NAlUEHTOB.

€T’
Jlemu om 0 0o 18 nem
besomacHocte u  3ddexkTuBHOCT, Tpemapara ['emiuTabmH |y geTed B BO3pacte  OT
0 mo 18 net He ycTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.
Crnoco0 npuMeHeHus
[Tocne pa3Benenus mpenapatr ['emMuuTaOuH BBOAAT METOAOM BHYTPUMBEHHOHN HMH(Y3UU B TeueHUE
30 MUHYT.
Mepvl npedocmoposxcHocmu, npunuMaemsle nepeo npuUMeHeHuem npenapama iy npu oopaujenuu ¢
HUM
Nudopmanus no padboTe ¢ HUTOTOKCUYECKUMU TpernapaTamMu IpuBeieHa B pazjaene 6.6. Muctpykuuu
10 IPUTOTOBJICHUIO JIEKAPCTBEHHOTO IIpenapara rnepej NpuMEeHeHHEM CM. B pasjere 6.6.

4.3. IIpoTuBONOKA3aAHUS

® TUIMEPUYYBCTBUTEIBHOCTh K TeMIMTAOMHY W/WIK K JIOOOMY M3 BCIOMOTAaTENbHBIX BEIECTB,
MEepPEUYNCIICHHBIX B pazzene 6.1.

4.4. OcoOble yKka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

[Mpenmapar ['emumTabuH BO Bpemst WHQY3UHM TEPEHOCHTCS XOPOIIO W MOXKET Ha3HA4YaThCs
amOynaropHo. B crnydae skcrpaBazauuu MH(Y3Hs TOJKHA OBITH Cpa3y MpeKpalieHa H 3aTeM
BO300HOBJICHA, UCIIOJIB3YS JIPYroil KPOBEHOCHBIN cocya. [Tocie BBeAeHMs mpenapaTa HEOOXO0aUMO
BHUMATEJIbHO CIETUTH 32 COCTOSTHUEM TMaIlUeHTAa.

VYBenm4eHne npoaoIDKUTEILHOCTH HH(Y3UN M TIOBBIMICHHAS YacTOTa BBEACHUS Ipernapara MOTYT
MIPUBECTH K MOBBIIIEHUIO TOKCUYHOCTH.

I'emaronornyeckas TOKCUYHOCTb

I'eMuuTabuH MOXET MONABIATH (YHKIUIO KOCTHOTO MO3Ta, YTO MPOSBISAETCS JICHKONEHHEH,
TpoMOouuToneHue uiau axHemueil. [lepen kaxabIM BBeJEHHEM TreMIUTaOWHAa HEO0OXOIUMO
KOHTPOJIMPOBATh KOJIUYECTBO TPOMOOIIUTOB, JICUKOIIMTOB M TPAHYJIOIUTOB B KPOBH Yy MAI[UEHTOB,
MOJIyYaroluX Tepanuio npemnapatoM ['emuutadus. [Ipu npusHakax yrHeTeHUS QYHKIIMHU KOCTHOTO
MO3Ta, BEI3BAaHHOTO IPEnapaToM, HE00X0AUMO MPHOCTAHOBUTH JIEUEHUE WIIH CKOPPEKTUPOBATH J103Y.
Muenocymnpeccusi KpaTKOBPEMEHHA, KaK MpPaBUJIO, HE MPUBOJAUT K YMEHBIIEHHMIO J03blI U PEIKO
IPUBOAUT K OTMEHE Tepamuu. Yucio KIETOK Nepudpeprudeckoil KpoBH MOXKET MpOa0JIKaTh
YMEHBILAThCS TOCE MPEeKpallleHUus] NMPUMEHEHHUs] reMiuTaOuHa. Y MalMeHTOB C HapylleHHeM
(GYHKIMH KOCTHOTO MO3ra TEpamuio CileqyeT HauhHaTh C OCTOPOXKHOCTHIO. IIpu onHOBpeMEHHOM
MPUMEHEHUU TEeMIUTA0MHA C JAPYrol XWMUOTEpamnueid, Kak W MpH NMPUMEHEHUH IPYTUX BHUJIOB
[IUTOTOKCUYECKOM Tepanmuu, HEOOXOJUMO YYHUTHIBATh PUCK KYMYIATHBHON cympeccudd (QPyHKIIMH
KOCTHOTO MO3ra.

Hapymenne QyHKIIMY TOYEK U IEUYEHU

CrnenyeT ¢ OCTOPOKHOCTBIO IPUMEHSITh FTeMIIUTA0NH y NAI[UEHTOB C HapylIeHueM (yHKIIUH TeYeHU
WJIU TIOYEK, TaK KaK MOJIYYEHHBIX B XOJ€ KIMHUYECKUX MCCIEAOBAaHUN JAHHBIX HEJOCTATOYHO JJIS
MIPEIOCTABIIEHUSI YETKUX PEKOMEHJAINil OTHOCUTENbHO KOPPEKIMH J03bl y JaHHON MOIMYNSIHUU
MalHUEeHTOB.

BBenenue remiuraOuHa mpy MeTacTa3ax B IEUEHH, NIPU TeMaTUTe M aJIKOToJM3ME B aHaAMHe3e, a
TaK)K€ IIPU LUPPO3€ NIEUEHU YBEINYMBAECT PUCK PA3BUTHS MIEUEHOUYHON HEJOCTaTOUHOCTH.
Heo6xoaumMo nmpoBoauTh peryisipHoe oOcae0BaHNe TAllUeHTa U OIIEHKY (PYHKITUY TTOYEK U TIEYCHH.
ConyTcTByIOIas Jy4yeBasl Tepamnus

ConyrcTByromias jiyueBasi Tepanus (MpoBoauMasi OJHOBPEMEHHO WIM C pasHuledl B < 7 nHel):
HaOII01aTNCh CIyYal Pa3BUTHs TOKCUYHOCTH.
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JKuBBIe BaKITUHEI (MOCNEOQCE

BakuuHy mNpoTHB JKENTOM JUXOpaAKd M JpPYrue JKUBbIE aTTEHYMPOBAHHBIC BaKIMHBI HE
PEKOMEHIyeTCsl IPUMEHSTH Y NAIlIEHTOB, OTYYaIOUINX TEPANUI0 FeMIIUTA0UHOM.

Cunzapom oOpaTHOH 3aaHEH 3HIeDANTONaTHH

VY nmanueHToB, MOMy4YaBUIMX TeMIUTA0MH B KaUeCTBE MOHOTEpPANIUU UM B KOMOWHALIMU C APYTUMU
XUMHUOTEPANEBTUYECKUMHU TpenapaTaMy, OTMEUAJIUCh CIIy4au pPa3BUTHUS CHHApPOMA OOpaTUMOM
3aJiHel HIe(aIonaTuu ¢ NOTEHIUAIbHO TSHKEIBIMU OCTIEACTBUSIMU. Y OOJBIIMHCTBA MAIUEHTOB C
CUHIPOMOM 0OpaTUMOI 3aHeH dHIIe(aronaTuy HaOIIAaTUCh OCTpasi apTepruaTbHAs THUIICPTCH3US
U CyIOpOXHasi aKTUBHOCTh, HO MOTJIM MPUCYTCTBOBATh U JIPYre€ CUMITOMBI, HAllpUMep, TOJIOBHAs
007b, BSJIOCTh, CIIYyTAaHHOCTh CO3HAHWSI W ClIeNoTa. J[MarHo3 MOATBEPKIAETCS IOCPEICTBOM
MIPOBEJICHUSI MAarHUTHO-pe30HaHCHOU Tomorpaduu. CunapoMm oOpatuMoil 3aaHeil sHuedanonaTuu
00BIYHO OBLT 00PATUMBIM IIPU MPUMEHEHHH COOTBETCTBYIOIIUX MOICPKUBAOIINX Mep. Eciu B xo11e
JICYEHHUs pPa3BUBAETCA CHHIPOM OOpaTUMOMW 3aaHed sHIedanonaThu, NpUMEHEHHEe reMiuuTabuHa
ClielyeT OKOHYATEJIIbHO MPEKPATUTh U MPHUHATH MOJIEPKUBAIOLINE MEPBI, B TOM YHUCJIE KOHTPOJIb
apTepHaIbHOTO IaBJICHUS U MIPOTUBOCYIOPOKHYIO TEPAIHIO.

CepaeuHo-cocyaucras cucrema

W3-3a pucka HapylIeHUH CO CTOPOHBI cepiala U (WIKM) COCYIOB NpHU MPUMEHEHHH TeMIUTaOuHa
0COOYI0 OCTOPOXKHOCTH CIIEAYET MPOSBIATH NPH JICYCHUU MAIUEHTOB C CEPACYHO-COCYTUCTHIMU
SBJICHUSIMU B aHAMHE3e€.

CHHIPOM MOBBIIIEHHON TPOHUIIAEMOCTH KAIUJIIIPOB

CUHIpPOM TOBBIIICHHONW MPOHUIIAEMOCTH KaNMWJUIIPOB HAOMIOAANCS Yy MalMEHTOB, MOJY4aBIIUX
reMIMTA0MH B MOHOTEpAllMM WM B KOMOWHAIMKM C JAPYTUMH XHUMHOTEPAIIEBTUYCCKUMU
npemnapatamu. JlaHHOE COCTOSIHUE OOBIYHO MOACTCS JICUCHUIO B ClTydae paclio3HaBaHUS HA paHHEH
CTaANM W TPOBEJECHUS COOTBETCTBYIOIIETO JICYCHHS, HO OTMEYAIMUCh U JICTAJIbHBIE HCXOBI.
CocrosiHue 3aKJIH0YaeTcsi B CUCTEMHOM IOBBILIEHWH MPOHUIIAEMOCTH KalWUIAPOB, MPU KOTOPOM
KUIKOCTH U OENKM U3 BHYTPUCOCYAUCTOTO TPOCTPAHCTBA MPOHUKAIOT B HHTEPCTUIIMM.
Knunuyeckne mpu3HAKW BKIIOYAIOT TeHEPaIM30BaHHBIA OTEK, TIIOBBIIMIEHUE MAacChl Tela,
TUIIOAILOYMUHEMUIO, TSKEITYI0 apTePUATIbHYIO TUIIOTEH3UI0, OCTPYIO MOYEUHYIO0 HEJO0CTATOYHOCTh
U OTEK JIETKOTO0. B ciydae pa3BUTHS CHHIpOMA MOBBIIIEHHOW MTPOHUIIAEMOCTH KAMWIISIPOB B X0J€
Tepanuu, MPUMEHEHNE TeMIIMTa0uHa JOJDKHO OBITh MPEKPAIIEHO W MPHUHSTHI MOJICPKUBAIOIITNE
Mepbl. CHHAPOM TOBBIIIEHHON MPOHUIIAEMOCTH KalWJUIIPOB MOKET BO3HHKATh B TeueHHe Oolee
MO3/IHUX IMKJIOB, U B JIUTEPATYpPe OH aCCOLUUPYETCS C PECIHUPATOPHBIM AUCTPECC-CHHAPOMOM
B3POCIIBIX.

DVHKIMS JIETKUX

Kpome pecnupaTOpHOro IUCTpecC-CHHAPOMA B3pOCIHBIX, JApYrue HapymeHus (QyHKIUM JETKuX,
WHOT/Ia TSDKEJION CTeneHu (HampuMep, OTEK JIETKUX. WHTEPCTUIHAIBHBIA ITHEBMOHHT), OBUIH
3aperucTPUPOBAHbl Y TMAIMEHTOB, MOMYYaBIIUX TeMUuuTaOuH. [Ipu pa3BUTHU TaKkuX MOOOUYHBIX
3 dPexToB HEOOXOAMMO TPEKPATUTh TEPAMHUIO0 TEMIIUTAOMHOM U TPUHSATH HEOOXOJMMBIE MEPHI.
Pannee ncnonp30BaHNe CUMITOMATHYECKOM TEPANTUU MOXKET YIYUYIIUTh CUTYaLUIO.

Ilouku

T'emonumuxo-ypemuueckuii cunopom (I'VC)

Y nanueHToB, TOJYYaBIIMX TEMIMTA0WH, PEIKO OTMEYAIUCh KIMHUYECKUE W3MEHEHMUS,
COOTBETCTBYIOIIME TeMOIUTHKO-ypemudeckomy curapomy (I'VYC) (manHsle 1o mepuopy
MoCTperucTpanmoHHoro  npuMmenenus). ['YC  sBisercs HapylmieHHEM, MPeICTaBIISIONIAM
MOTEHIIUATIBHYI0 Yrpo3y Ais Ku3HU. HeoOXoauMo MpeKpaTuTh TEepamuio TeMIMTAOMHOM IMpU
MEePBBIX TMPU3HAKAX JIO0OTO CBHJIETEIHLCTBA MHUKPOAHTHOINATHYECKOW TE€MOJMTHYECKOM aHEMUH,
TaKMX KaK OBICTPO CHUKAIOIIUKCA YPOBEHb I'eéMOTJIO0OMHA C COMYTCTBYIOIICH TPOMOOIIUTONICHHUEH,
TIOBBIIICHUE YPOBHS OMJIMPYOWHA CHIBOPOTKH KPOBHM, KPEaTMHWHA CHIBOPOTKH KPOBH, a30Ta
MOYECBHHBI KpoBHM Wiu Jaktartiaeruaporenassl (JIJA). TloyeuHas HEIOCTATOYHOCTh MOXET OBITh
HEOOpaTUMOM TIPH OTMEHE TePANTuU U MOXKET MOTPEOOBATHCS TUATTU3.

Tsxkenble HeXKeNNATeNbHbBIE PEAKIIUU CO CTOPOHBI KOXKHU

Coo0manoch 0 TKETBIX HEXKENATEIbHBIX PEAKIUAX CO CTOPOHBI KOXKH, BKIIIOYAs CHHIPOM
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9K3aHTEMATO3HBIM IMYCTYJe3, KOTOPhIE MOTYT OBITh OMACHBIMU JUISL JKU3HH W/WIIM TPUBECTH K
JETaIbHOMY UCXOIY, B CBSI3U ¢ Tepanueil remuutadbunom. [lannenToB crnexyeT uHPOPMHUPOBATEH O
MPU3HAKAX ¥ CUMIITOMAaX 3TUX COCTOSIHUM M THIATEIbHO HAOMIOAaTh HA MIPEAMET Pa3BUTHUS PEaKIIUi
CO CTOPOHBI KOXxH. [Ipu mosBIieHUU MPU3HAKOB U CUMITOMOB, YKa3bIBAIOLINX HAa JAHHBIE COCTOSHUSA,
MPUMEHEHHUE TeMIIUTa0MHA CIIeyeT HEMEUICHHO OTMEHUTD.

PepTHIILHOCTD

B wuccnenoBanusx ¢GepTUIBLHOCTH TEMIIMTA0WH BBI3BIBAT THUIIOCTICPMATOTEHE3 Y CaMIIOB MBIIICH.
[ToaTomMy MykunMHaM, MOTYYAIOUIMM TEPANTUIO FeMIIMTA0MHOM, HE PEKOMEH IyeTcs 3auaTue peOeHka
BO BpeMs JICUCHHUS U B T€UEHHUE 6 MECsIEeB Mociie ero okoHuanus. /o Hayana jgedeHus cieayer
o0paTtuTbcs 3a JIOMOJHUTEIbHOM KOHCY/IbTAllMeW B OTHOILIEHUH KPUOKOHCEPBALlMU CIIEPMBbI H3-3a
BO3MOYXHOT'O OECILIOIUS BCIICICTBUE TEPAITUU TEeMIIUTA0MHOM.

BcnomorarenbHble BelecTBa

Hampuu

JlanHbIi Tipenapar coaepkuT Menee 1 mMmoub (23 mr) HaTpus Ha 1 ¢1akoH, TO €CTh MO CYTH HE
COJICPKUT HATPUSL.

4.5. BzaumojeiictTBie ¢ JAPYIrMMH JIeKADCTBEHHBIMH IHpenapaTamMM W Jpyrue BH/bI
B3aUMO/IeHCTBUA

JlydeBad Tepanus

OnHOBpEeMEHHOE TMPUMCHEHHE (COBMECTHOE WJIM C HMHTEPBAJIOM MeHee 7 JIHEH): TOKCHYHOCTD,
COIPSI’KEHHAS C TAKUM MYJIbTUMO/IaJIbHBIM JICYEHUEM, 3aBUCUT OT MHOYKECTBA PA3IUYHbIX (JaKTOPOB:
7036l TeMIUTAaOWHA, YacTOThl BBEACHHS TEMIMUTA0WHA, J03bI JIYYCBOH TEpamuH, TEXHUKU
IUTAHUPOBAHUS JIy4eBOM Tepamuu, Tuma u oObema oOnydaemMod TkaHW. JlOKIMHUYECKHE U
KJIIMHUYECKHE HCCIIEIOBaHMs IOKa3ajld, YTO FeMUUTAaOMH 001alaeT pajauoCeHCUOUIN3UPYIOLIUM
neiicTBueM. B eIMHCTBEHHOM HCCIIEIOBAaHIH, B KOTOPOM TeMIMTaONH BBOAMICA B 03¢ 1000 Mr/m?
B TE€YCHHE 6 HEJENIb OJTHOBPEMEHHO C TEPAIIEBTHYECKUM O0TyICHHEM IPYIHOMN KJICTKH Y MMAIIHCHTOB
C HEMEJIKOKJIETOUYHBIM PAaKOM JIETKOTO, Oblia 3apUKCUpOBaHA 3HAYUTENIbHAS TOKCUYHOCTH B BUJIE
TSDKEJIOTO M TOTCHIHMATBHO OIMACHOTO JUISl KM3HU BOCHAJICHHS CIIM3HCTBIX 000JI0YEK (TJIaBHBIM
o0Opa3om 330(aruta), a TaKke MHEBMOHUTA, 0OCOOEHHO Yy MAIMEHTOB C OOIBIIUM 00HEMOM O0TyUEHHS
TKaHel (MeamaHa o6beMa obmydenms 4795 cm®). IlpoBoamBIIMecsS TO3KE HCCIETOBAHUS
(uccnemoBanuss Il ¢a3pl Npu  HEMEIKOKIETOYHOM pake JIETKOTO) CBUIETENBCTBYIOT O
11e1eco00pa3HOCTH BBEACHUS TeMIUTa0hHa B 0oJjiee HU3KHUX J/103aX C COMYTCTBYIOIIEH JIyueBOMH
Tepamnueil ¢ MPOTHO3UPYEMOM TOKCHUYHOCTHIO. JlydeBas Tepamuss Ha OO0JIacTh TPYAHON KIETKU
(cymmapnass ouaroBas jmo3a (COJl) 66 I'p) mpoBoawiach OJHOBPEMEHHO C XHMHOTEparueit
reMIuTabUHOM B 03¢ 600 Mr/m? (4 BBeIeHMS) M IMCIIATHHOM B n03e 80 Mr/m? (2 BBEJCHHS) B
TeueHne 6 Hexenb. ONTUMAIBbHBIA PEXHUM i O€30MAaCHOTO BBEACHHUS TeMIUTaOMHA C
TEpaneBTHUECKUMHU JI03aMU JIy4eBOM Tepamuu emle He YCTaHOBIEH [JJs BCEX THUIIOB
HOBOOOPAa30BaHUH.

[TocnenoBarenbHOE IPUMEHEHUE (MHTEpBa Oojiee 7 THEel): KpoMe JIy4eBOi peakIiy MPH BBEICHUU
reMuTaduHa OoJiee 4eM 3a 7 JHEeW 10 WM ToCTe JTYyIeBOW Teparuu, YBEIIMYCHHUS TOKCUIHOCTH He
3aperucTPUPOBAaHO. DTU JaHHBIC MO3BOJSIOT MPEANOTIOXKUTh, YTO TEMIMTAOMH MOXKHO BBOIHTH
gepe3 OJHY HENEI0 IMOCNe Jy4eBOM Tepaliy WU TOCle TOro, Kak OyayT pa3pemieHbl OCTphIe
MOCIIEAICTBHS JTy4€BOM Tepanuu.

W nipu 0THOBPEMEHHOM, H TIPH MTOCJICIOBATEILHOM TPUMEHCHHH TeMIIUTA0MHA C JTYIeBOU Teparuen
OBLIO 3aPETUCTPUPOBAHBI TyUEBbIC TOBPEXKACHUS 00TydaeMbIX TKaHel (Harpumep, 330(harut, KOJIUT
Y TTHEBMOHHT).

[lpyrue

He pexomMenayeTcss COBMeCTHOE IPUMEHEHHUE C KUBBIMH BaKIIMHAMH JKEIITOU JIMXOPAIKU B JPYTUMHU
KUBBIMH BaKI[MHAMHU, BCJIEJICTBUE PHCKAa CHUCTEMHOTO 3a00JIeBaHHUS C BO3MOKHBIM JIETATHHBIM
HCXOJIOM, OCOOCHHO y TTAITMEHTOB C UMMYHOCYITPECCHEH.
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(MOCNEOCBATENEHDCTE 0002)

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JIAKTAIUSA

bepemeHnHOCTHh
HeT JOCTATOYHBIX JAHHBIX O HpI/IMeHeHI/II/I FGMI_[I/IT3,6I/IHa y 6epeMeHHbIX JKCHIIINH. B HUCCICOOBAHUAX

Ha )KUBOTHBIX HAOJIF01AJIOCh TOKCHYECKOE JISHCTBHE HAa PENpOayKTUBHYIO (hyHKIMI0. Ha ocHOBaHuM
PE3yNbTAaTOB MCCIEAOBAHUN HaA KUBOTHBIX U MEXaHHU3Ma JICUCTBUS FeMIINTa0NHA JaHHBIN Ipernapar
HE CIIeJlyeT MCIOJIb30BaTh B TEUYCHHE OCpeMEHHOCTH 0Oe3 sBHOW HeoOxomaumocTu. JKeHImuHam
peKOMeHIyeTCst u30eraTh HACTYIUICHUS OEPEMEHHOCTH B X0JI€ TEpaIlliy TeMIIUTA0MHOM, a B Cllydae,
€CJIM 3TO IIPOU30IILI0, HEMEUICHHO COOOIIUTD JIeHaleMy Bpady.

JlakTarus

HewusBecTtHo, BbIAENsAETCS JWM TEMIUTAOMH C TPYAHBIM MOJOKOM, M HENIb3s HCKIIOYHTH
HeXelaTeNbHbIe Y3QGEKTHI A TPYAHBIX AeTell. [ pynHOe BCkapMIIMBaHKE Ha MPOTSHKCHUH JICYCHHUS
TEMIIUTA0OMHOM CIICJTyeT MPEKPATUTD.

DepTUIHLHOCTH

B uccnenoBanusx ¢GepTUILHOCTH TeMIMTA0MH BBI3BIBAJ TMIIOCIIEPMATOTEHE3 Y CaMIIOB MBbIIICH.
[ToaTomMy My>KUMHAM, TIOTYYAIONINM TEPAITUIO TEMIIMTA0MHOM, HE PEKOMEHIyeTCs 3a4aThe peOCHKa
B TEUCHHUE U HA MPOTSHKEHUHU 0 6 MECSUEB MOCIe OKOHYaHUS JICYEHMS, a TAKXKE PEKOMEHAYeTCs
o0paTUThCs 3a JOMOJHUTEIPHON KOHCYIBTAIIUEH 110 TIOBOAY KPHOKOHCEPBAIMH CIICPMBI JI0 HaJasa
JICUYEHUs, IOCKOJIbKY M3-3a TEPATUU TeMIIUTAOMHOM €CTh BEPOSTHOCTh PAa3BUTHSI OCCILUIOAMS.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAMHM H paGOTaTL C
MeEXaHU3MaMHu

VccnenoBanuii BIUSHUS TeMIMTaOWHA HA CIOCOOHOCTD YIPABIATH TPAHCIIOPTHBIMHU CPEICTBAMU U
APYTUMH MEXaHM3MaMU HE€ MPOBOJMIOCH. TeM He MeHee, W3BECTHO, 4YTO TeMIUTA0UH MOXKET
BbI3bIBaTh COHJIMBOCTbh OT CJA0OH 1O YMEpPEHHOH CTENEHU BBIPAKEHHOCTH, OCOOEHHO IpHU
COBMECTHOM YHOTPEOJIEHUH C aIKOIOJIEM.

[TanmneHTOB CienyeT npegocreperaTtb OT YIPAaBICHUS MEXAHM3MaMHM B Te€X CIIy4asX, KOIZla OHH
YYBCTBYIOT COHJIUBOCTb.

4.8. HexkesaTeibHbIE peaKkuu

Pestome npoduiis 6e3o0nacHOCTH

CaMpIMH  pacrpOCTPAaHEHHBIMHU  HEXKEJIATeIIbHBIMH  PEaKIMsIMH, CBS3aHHBIMH C Tepanuei
TeMIIUTaOWHOM, SBJISIFOTCS] TOLTHOTA CO PBOTOH MM O€3 PBOTHI, TOBBIIICHHBIH YPOBEHb IEYCHOUHBIX
TpaHcamMuHa3  (acmapraramuHOoTpanchepassl  (ACT)/ananunamunorpanchepassl  (AJIT)) wu
menouHol (ocdaTaszpl, oTMedaBImIMecs NPUOMH3UTENbHO Yy 60 % TMalueHTOB; NMPOTEHHYPHS H
reMaTtypusi, oTMedaBmmecss npuMepHo y 50 % manumentoB; onpimka, ormedaBmiascs y 10—40 %
MaNyeHTOB (C HanOOJBIIIEH YaCTOTOH y MAIIMEHTOB C PAKOM JIETKOT0); aJUIePruIecKasi KO>KHas ChIIlb,
Ha0Jr01aBIIAsICS MPUOIU3UTENBHO Y 25 % MalMeHTOB U cBsi3aHHas ¢ 3yJoM y 10 % manueHTos.

Ha wacroTy M cTemeHb TSHKECTH HEXKENaTeNbHBIX PEaKUUil BIUSIOT 71033, CKOPOCTh MH(Y3UH U
UHTEPBAJbl MEXY BBEICHHSIMH mpenaparta. K IT030JIMMUTHPYIONMM HEKEIATeIbHBIM PEaKIHsIM
OTHOCSITCSI CHUKEHHUE YHCIIa TPOMOOIIUTOB, JISHKOIIMTOB U TPaHYJIOIUTOB.

TabnuuHOe pe3roMe HeKEeNaTENbHbBIX PeaKIIni

YacToTa He)xenaTeNbHBIX Peaklnil MpUBeAeHa B BUJIE CIEIyIOUIeH rpagainu:

ouenwv wacmo (= 1/10);

yacmo (> 1/100, vo < 1/10);

newacmo (> 1/1000, vo < 1/100);

peoko (> 1/10 000, Ho < 1/1000);

ouens peoxo (< 1/10 000);

yacmoma Heuzéecmua (Ha OCHOBAaHUY MMEIOIUXCS JAHHBIX OIIEHUTH HEBO3MOXKHO).

8
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Hnghexyuu u uneazuu (MOCHEQUSAT AOCTS0002)
Yacrto Nudexnmn
YacroTa HEeH3BECTHA Cericuc
Hapywenus co cmoponul kposu u aumgamuueckotl cucmemvl
OueHnp yacto Anemus, JeHKoNeHus: (KaK IMpaBHJIO, HAONIONACTCS YrHETECHHE

q)YHKI_[I/II/I KOCTHOT'O MO3Ta JIErKOH UJIH CpCI[HGﬁ CTCIICHU TAXCCTH,
U B OCHOBHOM OKa3bIBacT I[GﬁCTBI/IG Ha 4YHCJIO I‘paHyJIOI_II/ITOB) u

TPOMOOLIMTONCHUS

Yacro ®eOpuiibHasE HEUTPONEHUS

OueHb penko TpomOGo1nTo3, TpOMOOTHYECKAast MUKPOAHTHOTIATHUS

Hapywenus co cmopoHbl uMMyHHOU cucmembl

OueHb penko ‘ AnaduakTHuecKas peakius

Hapywenusa memabonuzma u numanus

Yacro | Anopexcus

Hapywenus co cmoponul HepgHOU cucmembl

Yacto ["onoBHast 60J1b, OECCOHHUIIA, COHJIUBOCTh

Heuacto Hapymienre Mo3roBoro KpoBooOpalieHust

OueHb pesKo Cunpom oOpaTUMOM 3aHEH dHIIChaTONaTHH

Hapywenus co cmoponul cepoya

Heuwacro CepneuHas HEIOCTAaTOYHOCTb, AapUTMHS, IPEUMYLIECTBEHHO
CYIIpaBEHTPUKYJISIpHAsS

Penko HNudapkT Mmuokapaa

Hapywenus co cmoponul cocy0os

Penxo CHuKkeHne apTepUaIbHOTO [ABJIECHMS, KIMHUYECKHUE MPU3HAKU
nepudepuyecKoro BaCKyJUTa U TaHIPEHbI

OueHb penko CuHHJIpOM NOBBIIIEHHON NPOHUIIAEMOCTH KalWIISIPOB

Hapywenus co cmopoHbl ObixamenvHou cucmembl, 0peanos 2pyOHOU KIemKU U CpedoCmerus

OueHb yacTo Opplnika (Kak paBuilo, JIETKOM CTEIIEHU TSYKECTH MPOXosiias 6e3
JICYCHUS )

Yacro Kamens, puaut

Heuwacro Bbponxocnasm (kak MpaBHUJIO, JIETKOM CTENEHM TAKECTH U

KpaTKOBPEMEHHBIH, OJIHAKO, MOKET MOTpPeOOBaThCS NMPOBEIECHUE
NapeHTepAIbHOM Tepanuu), MHTEPCTULIATIbHBINA THEBMOHUT

Penko OTek JIeTKHX, peCIUPATOPHBIN JUCTPECC-CUHAPOM B3POCIIbIX

Hapywenusi co cmopoHbl J#ceny00uHo-KUWeyHo20 mpakma

OueHb yacTo TomHoTa, pBoTa

Yacro Juapesi, CTOMaTUT U SI3BEHHOE MOPAKEHUE CIU3UCTOM 000JI0UYKU
IIOJIOCTH PTa, 3a1op

OueHb penko NimeMnyecknii KOJINAT

Hapywenus co cmopoHul neyenu u sceniesvlgooauux nymet

OueHnb yacTo [ToBpIlIEHNE KOHIIEHTPAIUH «II€4eHOUYHbIX» TpaHcaMuHas (ACT u
AJIT) u menouyHoi ocdaTaszsl

Yacro [ToBbllIeHNEe KOHIIEHTpAUK OUIMpyOHHA

Heuwacro I'enatoTOKCUYHOCTD TSDKEIOW CTENEeHH, BKJIIOYas MEUYEHOUHYIO
HEJ0CTaTOYHOCTh, B HEKOTOPBIX CIy4asiX € JIETAJIbHBIM HCXOJ0M

Penko [ToBplIeHNE KOHIIEHTpauu rammariayramuirpaicgepasst (I'T'T)

Hapywenus co cmopoHbl KoJicU U NOOKOUCHBIX MKAHel

OueHpb yacTo Anniepruyeckue  KOXHbBIE — BBICBHIIIAHUS,  COINPOBOXAAIOIIKECS
3YAOM, aJIONEIHs

Yacto 3y, TOTJIUBOCTh
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Penko S13BBI, 00pa3oBaHKE BE3UKYI H HAPEIBOB e YITEHTIe, " KOKHBIE |~

peaKIuu TsHKEJION CTEeTICHH, BKJIIoUas JECKBaMaIuio U OyJIIe3Hoe
MOPAKEHHUE KOXKHU

OueHb penko Tokcuueckuil >nuaepMaibHbId HEKpOau3, cuHAapoMm CTHBEHca-
JxoHCOHA

UYacToTa Hens3BeCcTHA [IceBnouemIONNUT, OCTPBIN T€HEPATU30BAHHBIA IK3aHTEMATO3HbII
MyCTYyJIe3

Hapywenus co cmoponul muvlueunotl, KOCMHOU U COCOUHUMENbHOU MKAHU

Yacro | Boub B criMHe, MUAITHs

Hapywenus co cmopoHbl nouex u Mouesbig00sauux nymet

OuyeHb YacTo [IpoTenHypus J€rkoil CTENEeHU U reMaTypus

Heuacto [ToyeuHast HEIOCTATOYHOCTh, TEMOJUTUKO-YPEMHUUECKUN CUHAPOM

Obwue HapyweHus: u peakyuu 8 mecme 66e0eHUs

Ouensb yacto I'punmonono0HbIe cUMIITOMBI (HanboJiee YacThIMU CUMIITOMAaMHU

ObUIM JTUXOpaJiKa, TOJOBHAas 00Jb, 03HOO, MUANITHUS, aCTEHUS U
AQHOPEKCHS; TaKKe COOOIANIOCh O CIIydasX pPa3BUTHS Kallllsd,
pUHUTA, HEJOMOTaHHUSA, MOTOOTICICHUS U TPOOJIEM CO CHOM),
oTek/nepudepuveckuii OTeK, B TOM YHCIIE OTEK JIHIA (KaK MPaBUIIo,
MoCJIe MpeKpalieHus Tepanuy HabJI01aJ0Ch pa3penieHre 0TeKa)

Yacrto Jluxopazka, acTeHus, 03H00

Penko Peakiiuu B MecTe BBeieHUS (KaK MPaBUIIO, JICTKOW CTEIICHH )

Tpasmvl, unmoKcUKayuu U OCI10HCHEHUsL NPOYeoyp

PGZIKO .Hy‘-IeBaSI TOKCUYHOCTB, HOBTOpHOG BO3HHUKHOBCHUSA JIy‘ICBI)IX
0’KOr'0B

[TpumMeHeHue reMiuUTaOUHA B KOMOWHAIMHY C MAKJIUTAKCEJIOM IPU PAKe MOJIOYHOM JKeNIe3bl

YacTtoTra reMarosiori4ecKoi TOKCUYHOCTH 3 U 4 CTENEeHU THKECTH, B YaCTHOCTH HEUTPOIICHUH,
yBEIMYMBAETCs, KOrJa IeMUUTAaOMH NpPUMEHseTcs B KOMOMHALUMHU ¢ MNakiauTakcenoM. OJHako
YBEIIMYCHUE YaCTOTHI JAHHBIX HEKENATEIbHBIX PEAKIUH HE CBA3aHO C YBEIMYCHHUEM YaCTOTHI
MHOEKIMI MM TeMOpparuuyecKux MposBIeHUH. YTomisieMocTs M (QeOpuiabHas HEUTPONEeHHUs
BO3HUKAIOT 4dalle, KOTJAAa TeMIMTa0MH TPUMEHSETCS B KOMOMHAIMKA C TIaKJIMTaKCEIIOM.
YTOMIIIEMOCTh, HE CBSI3aHHAs ¢ aHEMUEH, 0OBIYHO MTPOXOAUT MOCIIE IEPBOro LUKJIA.
Heocenamenvhuie aenenus 3 cmenenu msicecmu

I'emaTonornyeckass TOKCHYHOCTb: aHeMHst — 9,7 %, TpomOouuronenuss — 5,3 %, HEUTpONEHUs —
31,3 %.

Herematonoruyeckass TOKCHMYHOCTh: (eOpuibHas HeWrtponenus — 4,6 %, TOBBIIIEHHAs
yromsieMocts — 5,7 %, auapest — 3,1 %, MmoTopHas Heliponatus — 2,3 %, ceHCOpHasi HeHpomaTus —
5,3 %.

Heocenamenvhvuie asnenus 4 cmenenu mssicecmu

I'emaTonornueckass TokcuyHocTh: aHemust — 1,1 %, tpomOouuronenus — 0,4 %, HeHTpomeHus —
17,2 % (meiiTporieHuss 4 CTENEHW JUIMTEIHLHOCTHIO Ooyiee 7 JHEHW ObLia 3aperuCTpUpOBaHA Yy
12,6 % mnarueHToB).

Herematonornyeckass TOKCHYHOCThH: (eOpmnbHas Heutponenus — 0,4 %, moBbIIICHHAS
yromisiemocts — 0,8 %, moTopHas Heliponatust — 0,4 %, cencopnas Heliponarus — 0,4 %.
[MpuMeHeHne reMImMTaduHa B KOMOWHAIMH C IIMCIUIATHHOM IPU pake MOYEBOTO MY3bIps
Heocenamenvhvuie aenenus 3 cmenenu mssxcecmu

['emaTonOrHYeCcKast TOKCHYHOCTh: aHeMus — 24 %, Tpombonuronenus — 29 %.
Herematonoruyeckass TOKCHYHOCTb: TOIIHOTAa M pBOTa — 22 %, nuapes — 3 %, undexkuus — 2 %,
ctoMatut — 1 %.

HeoicenamenvHvie signenus 4 cmenenu masjicecmu

I'emaTonormuecKast TOKCHYHOCTh: aHeMust — 4 %, TpomOonmToreHust — 29 %.
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Heremaronornueckas TOKCHYHOCTb: HHbeKIusa — 1 % (MOCNEQOBATENBHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[IpumeHeHne reMiTaduHa B KOMOMHAIIMY ¢ KapOOIUIATHHOM [PU PaKe SUYHUKOB
Heoicenamenvhvie sgnenus 3 cmenenu msaxicecmu

I'emaTonorunueckasl TOKCHUYHOCTh: aHeMusi — 22,3 %, Heiitponenus: — 41,7 %, TpoMOOIIUTONICHUS —
30,3 %, netikonenus — 48,0 %.

Heremaronoruyeckast TOKCHUHOCTh: KpoBoTeuenue — 1,8 %, ¢pedpunpHas neiitponenus — 1,1 %.
Heoicenamenvhvie sgnenus 4 cmenenu msaxicecmu

I'emaTonornueckasl TOKCUYHOCTh: aHemus — 5,1 %, Heirponenus — 28,6 %, TpoMOOLUTONICHUS —
4,6 %, nevixonenus — 5,1 %.

Heremaronoruyeckast TOKCHUHOCTh: HH(ekuus 6e3 neiitpornenuu — 0,6 %.

Coo0r111eH1E 0 MOA03PEeBAEMbIX HEKEIATSILHBIX PEAKITUIX

Baxxno coo0mare O MOJ03pEBAaEMBIX HEXKENATeIbHBIX pEeakUusX IOClie PEerucTpanuu
JIEKApPCTBEHHOT'0 MpernapaTra ¢ IEeIbl0 00€CleueHUs] HENPEePhIBHOTO MOHUTOPUHIA COOTHOIICHHS
«oNb3a — PHUCK» JIEKAPCTBEHHOr0 Ipernapara. MeTuIUMHCKUM pabOTHUKAM pPEKOMEHIYeTCs
COO00IIATh O JIOOBIX MOI03PEBACMBIX HEXKEIATEIIbHBIX PEAKIIHMSIX JIEKAPCTBEHHOTO Tperapara uepe3
HAI[MOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEXKeIaTeNbHbIX peaklusX TOCyJapCcTB — UJICHOB
EBpazniickoro 5KOHOMHU4ECKOr0 COI03a.

Poccuiickas @enepanus

denepanbHas Ciryk0a 1o Haa30py B chepe 3ApaBOOXPAHCHUS

109012, r. Mockga, CnaBsiHCKas iomais, 1. 4, ctp. 1

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

OnektpoHHas novra: pharm@roszdravnadzor.gov.ru uaum npr@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHUKAITHOHHON CeTH «MHTEepHET:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMITOMBI

KiuHaudecku nomycTuMasi TOKCHYHOCTh HAOJI0JalIach MPU BBEICHUN OJHOKPATHBIX 7103 BILIOTH JIO
5,7 t/M? BHYTPUBEHHO B TeueHHE 30 MUHYT KaK/Ible ABE HEACIIHU.

JlcueHue

AHTUJOT 15 TeMIIMTa0MHa HeM3BeCcTeH. B ciyuae mogo3peHus Ha nepeio3upoBKY, MalueHT JOJKEeH
HaxXOJIUTHCS TOJ] MOCTOSTHHBIM BpauyeOHBIM KOHTPOJIEM, BKIIIOUas mojacueT ¢opmyssl KpoBu. [lpu
HE0OXOIMMOCTH MAIUEHTY MPOBOJAT CUMITOMATHYECKOE JICUCHUE.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TPYIIA: MPOTUBOOIYXOJIEBBIE CPEICTBA; AHTHUMETAOOJUTHI; AaHAIOTH
MUPUMHUIMHA.

Kox ATX: LO1BCO5.

MexaHu3M JielicTBUs U apMakoIuHAMUYECKHe Y DEKThI

IemmutabuH  mpeacTaBiasieT co0OM  aHTUMETA0OMUT mHpUMHAMHA. l[Ipemapar mposBiser
¢azocrenupuuHOCTh, ACUCTBYS Ha KIeTKHM B S ¢aze ((aza cuHTe3a Ie30KCHUPHOOHYKIEHHOBOMH
kuciotsl — JIHK), u mpu onpeeneHHpIX 00CTOATENECTBAX OJIOKMPYET pa3BUTHE KIETOK HA TPAHUIIE
¢a3 G1/S.

['eMiuTaOMH METa0OIM3UPYETCSI BHYTPH KIETKH ITOJT IEHCTBHEM HYKJICO3UIKHHA3EI C 00pa30BaHHEM
aKTUBHBIX JudochaTHbIX U TpudochaTHEIX HyKIeo3uaoB. LluroTokcuueckoe JeiicTBue
reMiuTaOruHa MPOSBISETCs 3a cueT nHrnouposanus cuHTe3a JJHK ¢ momompro nByX MeXaHW3MOB
neicTBus nocpeacTBoM audocdatHbix U TpudochaTHbIX HyKI€03u10B. AudocdaTHbie HYyKI€03U bl
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Karajgu3aTopa peakiuii, TNPUBOASIIMX K OOpa30BaHHUIO JAE30KCHHYKICO3UATPUPOCHATOB,
HeoOxoaumbIx i cuaTe3a JIHK. MarubupoBanue qaHHOro pepMeHTa MocpencTBoM AudochaTHbIX
HYKJICO3UI0B CHUXKaET KOHIICHTPAIUIO JIE30KCUHYKJICO3UI0B B 1EJI0M u
ne30KcuHykieo3uaTpudocdaTos B yacTHoCTH. TpudocharHbie HyKIC03UAbl AKTUBHO KOHKYPUPYIOT
¢ ne3okcunykieosuarpudocdaramu 3a Bcrpauanne B Mosiekyisl JJHK.

AHanoruuHpiM 00pa3oM HEOONbIIOE KOJIMYECTBO TEMIUTAOMHA MOXET TaKKEe BCTpPaUBaThCS B
MoJieKyibl pubonykienHoBod kucioTel (PHK). Takum o0pa3oM, CHMKEHHas BHYTPUKIICTOYHAS
KOHIEHTpalus Je30KCuHykieo3uaTpudochaTtoB  ycunuBaer BcTpauBaHue TpudochaTHbIX
mykieosugoB B JIHK. JHK-momumepasa orcuiaoH HeE o00JagaeT CIOCOOHOCTHIO BBIBOAHTH
reMIMTaOuH W BBIOJHATH pernapanuio pactymux nenei JJHK. Ilocme toro, kak remiutaOuH
BctpauBaerca B JIHK, B pacrymme nenu JIHK no6asnsercs eme ogun nykieotun. Ilocne Takoro
no0aBJieHHs] TMPOUCXOMUT TMOYTH IMOJIHOE MHruOupoBaHue fanbHedmero cunresa JIHK
(MackupoBanHasi TepmuHanus nenu). [locne BcrpamBanmst B JIHK reMuutaOus, mo-BHAMMOMY,
CTUMYJIMPYET 3alporpaMMHUPOBAaHHBIN MTPOLIECC THOENN KIIETOK, U3BECTHBIN KaK aromnTo3.

5.2. ®apmakoknHeTHYECKHE CBOIICTBA

MaxkcuManbHasi KOHLIEHTpPALKA B TJIa3Me KpoBH (HaOI0JaBIIasiCsl B TEUEHUE S MUHYT 10 OKOHYAHUS
uH}y3un) coctapisuia ot 3,2 1o 45,5 mxr/mi. KoHIleHTpanus HCX0IHOTO BEIIECTBA B TIa3Me KPOBU
nociae BBeAeHHMs Tmpemnapara B jgoze 1000 mr/M? B Teuenme 30 MUHYT OblJa BBILIE
5 Mkr/mi B Teuenue npumepHo 30 MUHYT mocie 3aBepiieHust nH}y3uu u Boime 0,4 MKT/MIiI emie B
TEYCHHE Yaca.

Pacnpenenenue

O6beM pacrpeaenenus KpoBu cocTapisn 12,4 n/m? y xenmud u 17,5 1/M? y MyK4uH (MEKBHIOBAS
BapHabeIbHOCTh ObITa paBHA 91,9 %). OOBEM pacpeeNeHns B APYTHX TKAHAX COCTABI 47,4 11/m?
Y HE 3aBHUCEJ OT MOJIOBOI MPUHAICHKHOCTH.

Casi3pIBaHME € O€IKaMU I1JIa3Mbl CYUTAIIOCHh HE3HAYUTEIIbHBIM.

[lepuon monyBbIBeAeHUs cOCTaBisul OT 42 10 94 MUHYT, B 3aBUCUMOCTH OT BO3pacTta M mnoua. J{is
PEKOMCH/IOBAaHHOW CXEMbI BBEICHHS TIperapara BBIBEJICHHWE TeMIIUTaOWHA JOJDKHO OBITH
MPAKTUYECKH 3aBEPIICHO B TeUeHUe nepuoa ot 5 10 11 yaco nocne Havana undysuu. ['emutabun
HE HaKaIUIMBAECTCs TP BBEJACHUU OJIHU Pa3 B HEJEIIO.

buotpanchopmanus

I'emuuTabuH OBICTPO META0OIN3UPYETCS IUTUINHAE3aMHHA30 B IEYEHH, [T0YKaX, KPOBU U JPYTUX
TKaHsIX. BcnencTBue BHYTPHUKIETOYHOTO MeTabonmu3ma reMiuTabuHa oOpa3yloTcsi MOHO, AH- H
Tpudocdarbl TreMUUTAOMHA, W3 KOTOPHIX AKTUBHBIMH CUUTAIOTCA AU- U Tpudocdarel. OTH
BHYTPHUKIIETOUYHBIE META0OIUTHI HEe ObLITU OOHAPYXKEHBI B MIa3Me Ui Moue. OCHOBHOM MeTaboIHT,
2'-ne3okcu-2',2"-nuTopypuivH, HE aKTUBEH U HE OTIPENIEISIeTCS B IIa3Me U MOYe.

DIMMUHALNS

CucTtemMHBIN KIUPEHC HAXOAWICS B Tipeaenax oT 29,2 1/9/M? 10 92,2 1/9/M? B 3aBUCHMOCTH OT T10J1a
1 Bo3pacTa (MeXBHUA0Bas BapruabeabHOCTh cocTaBisiia 52,2 %). KnupeHc y keHIMH ObUT TPUMEPHO
Ha 25 % Hmxke, 4yeM y MyxuuH. OCTaBasCh BBICOKHM, KIHUPEHC U Y MYXYHH, U Y >KEHIIUH, TO-
BUIMMOMY, CHIDKAaeTcs ¢ Bo3pacToM. [l peKoMeHI0BaHHO# /036l remmuTabuna 1000 Mr/m? mpu
nH(Y3MOHHOM BBeJieHWH B TeueHue 30 MuUHYT Oojiee HU3KWE 3HAYCHHS KIMPEHCA IS JKCHIIUH U
MY>KYUH HE TPEOYIOT CHIDKEHUS J103bl TeMIIUTa0UHA.

Menee 10 % BBIBOOUTCS TOYKaMU B HEW3MEHHOM Buje. [lodeuHBIl KIMpPEHC COCTaBISI OT
2 1o 7 n/u/m?.

B Teuenme Henenu mocne BBEACHHS Ipemapara BhIBOAMTCS OT 92 mo 98 % BBemeHHOW 03B
reMuTaduHa, mpu 3ToM 99 % BBIBOAUTCS MOYKaMH, B OCHOBHOM B Buje 2'-nudropypunus, a 1 %
JI03bI — Yepe3 KUIECIHUK.

Kunertuka tpudocdaron reMimrabuaa
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JlaHHBIN METaOOIUT MOXHO OOHAPYXUTh B MOHOHYK I'IeaDHBIXI: Q%&%ﬁﬁ(ﬁ&ﬂh&iéﬁTﬁbésﬁlh

uH(pOpMaIUs Janee OTHOCUTCS K 3THM KJIeTKaM. BHYTpUKIIETOUHBIE KOHIIEHTPAIMU MOBBIIIAIOTCS
MPOTOPIIMOHAIBHO J103aM reMiuuTabruHa B Auanazone ot 35 mo 350 Mr/mM? B Teuenue 30 MHUHYT, 4YTO
obecrnieunBaeT paBHOBECHYIO KOHIeHTparuio ot 0,4 10 5 Mxr/mit. [Ipy KOHIIEHTpauu reMiutabuna
B IUIa3Me BhIIIE 5 MKI/MJI ypoBeHb TpudochaToB reMiunTabHa He MOBBIIIAETCS, HA OCHOBAaHUH YETro
MOXKHO MPEANOJIOKUTh, YTO OOpa30BaHHWE ITAHHOTO METabONIMTa B MOHOHYKIICAPHBIX KIIETKAX
SIBJIIETCS. HACHIIIIAEMBIM.

Koneunsiit nepuon nonyssiBeaenus: ot 0,7 no 12 gacos.

Kunertuka 2'-nezokcu-2',2'-nudropypuauna

MakcumanbHasi KoHIeHTpauust B 1ia3me (depe3 3-15 MunyT mocie oxoHuanus 30-MHUHYTHOMN
uady3un, 1000 Mr/m?) coctapisima ot 28 10 52 MKI/MiI. MHUHMManbHAas KOHIGHTPALHUs MOCIE
BBEJICHUA OJIMH pa3 B Henemo Obuia ot 0,07 mo 1,12 mMxr/mn 6e3 kaxymierocs HakoruieHusi. Kpuas
«KOHLIGHTpallMsi B IUIa3Me€ — BpeMmsi» uMmeeT Tpex(dasHyo ¢(opMy €O CpeIHUM NEPUOAOM
MIOJTyBBIBE/IEHUS B KOHEUHOH (paze — 65 yacoB (quanazoH ot 33 10 84 yacoB).

O6pazoBanue 2'-ne30kcu-2',2" - mudTopypuanHa U3 KCXOTHOTO BemiecTBa: oT 91 10 98 %.

Cpennuit 066eM pacnpesenenus B Kposu: 18 n/m? (nmamaszon ot 11 mo 22 n/m?). Cpenuuii 06beM
pacIpeeneHus B paBHOBECHOM coctostHuH: 150 1/M? (quamason ot 96 10 228 1/m?).
Pacnipenenenne B TKaHAX: OOMIUPHOE.

Cpennuii Kaxxymuiicss Kaupesc: 2,5 1/9/m? (mmamazoHn ot 1 1o 4 J'I/‘{/MZ).

[ToJTHOCTBIO BBIBOJUTCS IIOYKAMH.

Komb6unupoBanHas Tepanus reMIUTAOMHOM U MAKJIUTAKCEIIOM

KoMOuHMpoBaHHas Tepanus HE OKa3blBaJla BIIMSAHUS HAa (APMAKOKHHETHKY TeMIIUTAOWHA WU
MakJuTaKcena.

KoMOuHMpoBaHHas Tepanus TeMIUTA0MHOM U KapOOIUIaTHHOM

[Tpu npumMeHeHHH B KOMOMHAIIMH ¢ KapOOIJIaTUHOM (papMaKOKHMHETHKA reMIIuTabrHa HE MEHSIACh.
Oco0bIe TpynIbl NAITUEHTOB

Iloueunas nedocmamounocms

[ToyeuHnass HeIOCTATOYHOCTH JIETKOW WJIM CPEIHEW CTEMEHU TSIKECTH (CKOPOCTh KIYOOUKOBOM
¢unprpanuun (CK®) ot 30 ma/mun no 80 Mi/MUH) He OKa3blBaeT CTAOMIBHOTO 3HAYMMOTO
BO3/JIEHCTBUS Ha (papMaKOKMHETUKY reMIuTabuHa.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeuenb BcnoMoraTe/ibHbIX BellIECTB

ManHnuTon
Harpus anerara tpurnapar
Harpus ruapokcnaa 1M pacTBop miin XJI0poBOAOPOIHON KHCIOTH 1M pacTBop (Jutst koppekuuu pH)

6.2. HecoBMecTHMOCTD

JlaHHBIN JIeKapCTBEHHBIM TMpemapaT He CcleAyeT CMEIIMBaTh C APYTMMH JI€KapCTBEHHBIMU
npenaparamu, 3a UCKIIFOUEHUEM YIOMSHYTHIX B pazzeine 6.6.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)
2 rofa.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHH

XpaHuTh IIpu Temneparype He Boime 25 °C.
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6.5. XapaxkTep u coaepkaHue yNaKOBKH

Jlmodumuszar, conepxkanuii 200 Mr remnuTabnuHa, BO (pIIakoH U3 MPO3PAYHOro OECIBETHOTO CTEKIIA
IIEPBOT0 TUAPOIUTUYECKOTO KJIacca BMECTUMOCTBIO 19 Mil.

W muodmmmzar, conepxkanuii 1000 mr remiurabuna, Bo (priakoH U3 MPO3PAYHOTO OSCIIBETHOTO
CTEKJIa IEPBOr0 TMPOJIMTHYECKOrO KJIacca BMECTUMOCTBIO 62 MII.

®nakoH YKYNOPUBAIOT MPOOKOW PE3MHOBOWM M3 CHHTETUYECKOTO OYTHIIOBOTO Kayuyka. diakoH,
YKYIOPEHHBI MPOOKOH pPE3MHOBOM, OOKMMAIOT KOJIIAYKOM AJOMHUHMEBBIM, C IUIACTUKOBOH
KPBILIKOW MK 6e3 Hee.

Ha ¢nakoH HakIeuBalOT ITUKETKY.

ITo 1 pnakoHy momMenaroT B KOHTYPHYIO sTYCHKOBYIO YITAaKOBKY MM O€3 Hee.

] KOHTYpHYIO SYEHKOBYIO YNaKoBKY ¢ 1 ¢uiakoHOM min 1 (uiakoH BMeCTe C JIMCTKOM-BKJIAJbIIIEM
IIOMEIAIOT B KAPTOHHYIO YIIaKOBKY (IIAUKYy).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTUIM3ANMU HCIOJIb30BAHHOIO JEKAPCTBEHHOI 0
npenapara WjiM OTXO/A0B, MOJYYEHHBIX IOCJe NMPUMEHEHHUs JEeKAPCTBEHHOI0 Npenapara u
Apyrue MaHUIYJISIIMU € penapaToM

Mepb! Ipe10CcTOPOKHOCTH, IPUHUMAEMbIE Nepe/] MPUMEHEHUEM Npenapara Wi 0pyu paboTe ¢ HUM
[Ipy MpUrOTOBICHUU U YTHIU3ALUU PACTBOpa A UH(PY3UU TOJKHBI COOMIOIATHCS CTaHIAPTHBIE
Mepbl 0e30MaCHOCTH Uit pabOThI C MUTOTOKCHYECKUMH cpefcTBaMu. [lepemenienne pactBopa ams
MH(QY3UU JIOJDKHO BBIMOJNHATHCS B Oe3omacHOM Ookce; HEOOXOAMMO HCIIONb30BAaTh 3al[UTHBIE
xanatel 1 iepyatku. [Ipu orcyreTBum 6e3onacHoro 6okca 000py10BaHNE JTOIDKHO OBITH TOTIOJIHEHO
3alUTHONW MAacKOW M 3alIUTHBIMU oukamu. [Ipu monmaganuu mpemnapara B IJia3a MOXKET BO3ZHUKHYTh
cepbe3Hoe pazlpaxkeHue. ['aza cienyer He3aMeUIMTEIbHO U TIIATENIBHO MPOMBITH BOAOW. Ecimu
pasapakeHue He MPOXOIUT, HEOOXO0IMMO OOpaTUThCS K Bpauy. B ciydyae momagaHus pactBopa Ha
KOXY CJIEYET TIIATEIbHO IPOMBITH KOKY BOJOH.

PekoMeHaImu 1o npuroToBJICHUIO PACTBOPA JUIsl HHQY3HA

1. B kadectBe pactBoputrensi wucmoibzyercss Toibko 0,9 % pactBop Harpus xiopuga (6e3
KOHCEPBAHTOB). MakcuMalbHas KOHIIGHTpAlMs IeMIuTa0nuHa He JOJKHA mpeBbimaTh 40 Mr/mi.
PacTBOpbI, IPUTOTOBIIEHHBIE C KOHLIEHTpauen Boimie 40 MI/Mi1, MOT'YT COITPOBOXK/IAaThCS HEMOTHBIM
pacTBOpPEHHUEM.

2. PactBopenue u mo00e mocieayroiiee pazoaBieHue CIeTyeT BHITOIHITE C COOI0IEHUEM METO/I0B
ACeTTHKHU.

3. Jlng npuroToBIeHUs KOHIEHTpaTa coaepxkumoe ¢aakoHa 200 Mr pacTBOpSIIOT HE MEHee, YeM B
5 Mz, 1000 mr — He meHee, ueM B 25 ma 0,9 % pacTBopa HaTpus xJopuia Uit HHbeKIui. Kaxabrit
(b1akoH aKKypaTHO B30alTHIBAIOT JI0 MOJHOTO pacTBopeHus auodunuzara. [lomyueHHsilt pacTBop
JOTKEH OBITh TPO3PAYHBIM.

[IpuroroBneHHbIN KOHIIEHTpAT TpenapaTta ['eMuuTaOuH, coaep aliuil HYy>KHYIO 703y Ipernapara,
nepen BBeneHueM pazoaBistoT 0,9 % pacTBOpOM HATpUsl XJIOPHAA B KOJIUYECTBE, TOCTATOUHOM ISt
30-MUHYTHOW BHYTPUBEHHOW HH(Y3HH.

4. llepen mapeHTepalbHBIM BBEACHHEM HEOOXOIUMO BU3YAIbHO KOHTPOJIUPOBATH MPUTOTOBIECHHBIN
pacTBOp Ha HAIMYME MEXAHMUYECKUX MpUMeced W u3MeHeHHue 1BeTa. [Ipu Hamudmm MexaHn4eCcKuX
BKIIFOUEHUH PacTBOP IMpernapaTa He UCIONIB3YIOT JJIs BBEICHUS.

C MuKpoOMOJIOTUYECKOM TOYKH 3pEHUs MPUTOTOBJIEHHBIM PAacTBOP JOKEH OBITh HMCIOJIb30BaH
HEMEJICHHO.

BoccraHOBIEHHBIN pacTBOp

[Tpo3pauHast )KUAKOCTH OT OECIIBETHOTO JI0 CBETIIO-XKENITOTO IIBETA.

Yrunuzanuus

Bech ocraBmiuiicsi IeKapCTBEHHBINM TpemapaTr U OTXOJbI CIEeIyeT YHHUYTOKUTh B COOTBETCTBHH C
YCTaHOBJICHHBIMU HAIlMOHAJIbHBIM 3aKOHO/IATEIbCTBOM TPEOOBAHUSIMHU.
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7. IEPJKATEJb PETUCTPALIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0002)

Poccus

000 «O30H Menukay

445043, Camapckas o6nactp, .0. Tonbsittu, TEP. O93 IIIIT, MI'CTP. 3-1, 35anue 11, ctpoenue 1,
koM. 37.

7.1. llpencraBuTtenb aepkaTesisi pericCTPALMOHHOI0 YA0CTOBEPEeHHA

[Iperen3un norpeduTeNell HAMPaBISATh MO AJPECy:

Poccus

000 «O30H Dapm»

445043, Camapckast 0011., 1.0. Tonbsttu, Tep. O3 IIIT, maructpans 3-4, 34. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATEI'OPHUA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKa 10 PELENTY.

O61ua;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapara FCMLII/ITa6I/IH AOCTYyIIHA B €OIUHOM DPECCTPC
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
ounmansHOM caunre YIIOJTHOMOYEHHOI'0 oprana (3KcmiepTHOM OpraHu3alim)
https://Ik.regmed.ru/Reqgister/EAEU_SmPC.
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