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OBHIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO-HPEHAPATA

_MNEPTHOMY OTYETY

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Kanpeomunun, 0,5 1, NOpOmIOK Ui TNPUTOTOBJICHUS pacTBopa s HHQY3ud u
BHYTPUMBIILIEYHOT'O BBEICHUS.

Kanpeomunun, 0,75 T, TOpOMIOK Ui TPUTOTOBICHHS pacTBopa [y WHQY3UH u
BHYTPUMBIILIEYHOT'O BBEICHUS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
JleficTByro1IIE€€E BEIIECTBO: KAIIPEOMHUILIMH.

Kanpeomunuu, 0.5 T, [OOPOIIOK JUISI [OPUTOTOBJIEHUS pacTBOpa JUld WHQY3HH W
BHYTPUMBIIIIEYHOI'O BBEJICHUS

Kaxapiit ¢hnaxon comepxur 0,5 T kanpeomunnHa (B Bue cyibdara).

Kampeomunmu, 0.75 1, TIOPOWIOK Ul TOPUTOTOBJIEHHS pacTBOpa Uil HWHPY3UHA U
BHYTPHUMBIIIIEYHOI'O BBEICHUS

Kaxnpriii ¢paaxon cogepxxut 0,75 r kanpeomuinHa (B BUaE Cyibdara).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Toporiok [Ji1s MPUTOTOBIEHUS pacTBOpa AJisd MH(Y3UN U BHYTPUMBIIIIEUHOTO BBEACHHUS.

benpiii nnu moutu OGemnblif MOPOIIOK, TUTPOCKOTUYEH.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusl K IPUMEHEHHUIO

TyOepkyne3 nerkux (ecnu mpemapaTbl TepBoro psiga (M30HUA3HI, pHOAMIUIKMH U
CTPENTOMHUIMH) OKa3aluch HEIDGDEKTUBHBIMH WA HE MOTYT TPHUMCHATHCS H3-3a
TOKCHYECKOTO JICHCTBHS WM NPUCYTCTBHS YCTOWYMBBIX IutaMmMoB Mycobacterium
tuberculosis) B koMOMHaIMK ¢ APYTHMH MPOTHBOTYOEPKYJIE3HBIMU MTperapaTaMu.

Hepe;[ MNPUMCHCHUCM IIperapara CICAYCT ONPCACINTb YYBCTBUTCIIbHOCTL K KAaIIpCOMULIUHY
BhIIeIeHHoro mramma Mycobacterium tuberculosis.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

KanpeomunuH Bcerna Ha3HAyalOT B COYETAaHMM XOTS OBl C  eme  OJHUM
NPOTUBOTYOCPKYJIC3HBIM  MpernapaTtoM, K KOTOPOMY  YyBCTBHUTEJICH TOT  IITaMM
M. tuberculosis, koTopblii BbIIENIEH y JAHHOTO TTAllUeHTA.

PexuMm no3upoBaHus

Cpennsisi 103a A NAIMEHTOB C HOPMaJbHOM (DYHKIMEW IMOoYeK cocTaBisieT | T B CyTKH
BHYTPHUMBIIICYHO (B/M) WM BHYTPUBEHHO (B/B), HO HE Oojee 20 MI/KT B CyTKH B TeueHue 60—
120 nueii, a 3atem no 1 r B/M unu B/B 2-3 pasa B Hezienio. B ciydae mpomycka WHBEKIHU
OUYEpPEIHYIO 103y BBOIAIT KaK MOXHO CKOpEe, TOJIBKO €CIIM He HACTYIWJIO BPeMs BBEICHUS
CJIEAYIOUICH J03bI; 103bl HE y/IBaUBaIOT.
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Oco0Bble IPYIIILI TAIUEHTOB

HauueHmbl nOJ2HCUTIOC0 803pacma

VY DanMeHToB MOXHJIOTO BO3pacTa C HOPMAIBHOM (YHKIMEH MOYeK KOPPEKIMH JI03bI
npenapara He TpeOyeTcs; Npu MCXOJHOM HapyIIEHHON (yHKLIUM MOYEK 03y YMEHBIIAIOT B
3aBHCHUMOCTH OT KJIMpeHca KpeaTHHHUHA (CM. «IlarmenTsl ¢ HapyIeHneM (pyHKIUH TOYeK»).

Tayuenmsi ¢ Hapywenuem QyHKyuy novex

[TaruenTam ¢ HapymieHUEM (QYHKIIUU TOYEK CJIEIyeT YMEHBIIHUTH JI03y B COOTBETCTBHH C
kiupencoMm kpearnauHa (KK). Jlo3bl, npencraBicHHbIe B TaOIUIC HIKE, MTOA00PAHBI TAKMM
00pa3oMm, 4TOOBI IOCTHYB CPEeIHEH PAaBHOBECHON KOHIICHTPAIIUU KAalPEOMHUIIMHA B CBIBOPOTKE
10 mr/mir.

Knupenc Kimupenc [Tepuon Jlo3a® (Mr/Kr) Ijs Cleayromux
KpeaTHHHHA | KalpeOMUIIMHA | MOJyBBIBEICHUS | UHTEPBAIOB MEX]y BBEACHUSIMHU
(M/mMuH) | (/kr/gac ¢ 10?) (9) 24 4 48 4 72 4
0 0,54 55,5 1,29 2,58 3,87
10 1,01 29,4 2,43 4,87 7,3
20 1,49 20,0 3,58 7,16 10,7
30 1,97 151 4,72 9,45 14,2
40 2,45 12,2 5,87 11,7
50 2,92 10,2 7,01 14,0
60 3,40 8,8 8,16
80 4,35 6,8 10,4
100 531 5,6 12,7
110 5,78 5,2 13,9
@ — s TMalMeHTOB CO CHIDKEHHOW TIOueYHOM (yHKIMeH pacyeT HadalbHOU

NOJ/IEP)KUBAtOLIed 03Bl  jJaeTcst Uil  (paKyJIbTaTUBHBIX JIO3UPOBOK  KalpEOMUIMHA;
OKHNOACTCA, YTO YBCIMUYCHHUC HWHTCPBAJIOB MCKAY A03aMU TIPUBCACT K ITOBBINICHUIO
MaKCHUMaJIbHON M CHIDKEHUI0 MUHUMAJIbHOW KOHLIEHTPAIMM KallpEOMHIIMHA B CHIBOPOTKE 1O
CPaBHEHHUIO C 00Jiee KOPOTKUMU UHTEPBATAMH.

Crooco0 rmpuMeHeHus

KanpeoMuiiiH BBOAUTCS TOJIBKO MAapEHTEPATbHO: B/M (MIPEANOYTUTEIHHO) WK B/B KalelbHO.
Brympumviuweuno

[Tpy BHYTPUMBIILIEYHON MHBEKIIMU PACTBOP KapEOMHIIMHA BBOJAAT IIYOOKO B OTHOCUTEIBHO
KPYIMHYIO MBIIIIY, TOCKOJbKY IMOBEPXHOCTHAs HHBEKIMSI MOXXET BBI3BATh IOBBIIMICHHYIO
00JIE3HEHHOCTh W PA3BUTHE aCENITHYECKUX a0CIIECCOB.

Brympueenno kanenvro

[Ipu BHyTpuBeHHON WH(QY3UH pPa3BEIECHHBIN PACTBOpP KalpPEOMHUIIMHA CIIETYyEeT BBOIUTH B
TeueHue 60 MUH.

I/IHCTPYKHI/II/I M0 MPUTOTOBJICHUIO JICKAPCTBCHHOI'O IIpfriapara IMnepea NpUMCHCHHEM CM. B
paznene 6.6.

4.3. [IpoTuBONOKA3aAHUS
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e [UnepuyBCTBUTEIBHOCTh K KallPEOMULIUHY.

e bepeMeHHOCTS.
e [lepuon rpy1HOrO BCKapMJIMBAHMUS.

e Jlerckmii BO3pact g0 18 gmer (6e3omacHOCTh M A(DPEKTUBHOCTH MPUMEHEHUS
HE YCTaHOBJICHBI).

4.4. OcoOble yka3aHMsl M1 Mepbl PeJOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[TauenTaM € 1OYEYHOM HENOCTAaTOYHOCTHIO, HApYyIIEHUWEM CilyXa, Jerujparanue,
MHACTeHHEH Qgravis, MapKHHCOHU3MOM, MAI[MEHTaM IOKHJIOTO BO3pacTa, OJHOBPEMEHHBIM
IPUMEHEHUEM  KallpEOMHULIMHA C  JIEKAPCTBEHHBIMU  CPEJCTBAMH,  OKa3bIBAIOLIUMU
OTOTOKCHYECKOE U HePpOTOKCHUECKOoe NeicTBUE (CM. pazaen 4.5) KampeoMUIUH CIeayeT
IPUMEHSTH C OCTOPOKHOCTBIO.

Oco0ble yKazaHus

o Havana je4eHus: KalmpeoMUIIMHOM U PETYJISIPHO B Tpoiiecce JieueHus (1-2 pasza B Henemo)
clleflyeT MPOBOAMTH ayJIMOMETPUI0O U OLIEHKY BeCTHOYJspHOM (QyHKuuu. PuCK mopakeHus
YJIUTKOBOTO M IpenaBepHoro HepoB (BerBu VIII mapbl yepenHbIX HEPBOB) BbILIE Yy
NAlMEHTOB C HapylleHHOH (yHKIMeH moyek WM 0O0E3BOKMBAHUEM, a TAKXKE Yy TeX, KTO
MOJIy4aeT IMpernapaThl, OKa3bIBAIOLIME OTOTOKCHUYECKOE JedcTBUE. YacThIMU CHUMITOMaMHU
OTOTOKCHUYHOCTH SABJIAIOTCS FOJIOBOKPY’KEHHE U IIIyM B yIIax.

HccnenoBanue pyHKIMH [TOYEK CIEAYET IPOBOAUTD JI0 JICUEHUS U OJIMH pa3 B HEJIEIIO B X0/
nedeHus. Bo Bpems JedeHHs KOHTPOJIIMPYIOT TakKXe TIeMaTOJIOrMYeCKHe IOKa3aTelu |
GyHKIMIO TeyeHUu. PexomeHayeTcsi KOHTpOJb KOHIIEHTpallMM IIpernapara B KpPOBH.
Hedpotokcuueckuit 3¢¢dexT cBA3aH ¢ KOHIEHTpaluel KalpeoMHIIMHA B CHIBOPOTKE KPOBH.
OTMmeyanuch MOBBIIIEHNE KOHIIEHTPALMK a30Ta MoueBHHBI B KpoBH (AMK) nnu kpeatunuHa
CBIBOPOTKM M TMOSIBJIEHME AHOMAJIBHOIO MOYEBOro ocajaka. [Ipm mnepeno3mpoBKE MOXKET
Pa3BUTHCS MOBPEKICHHUE MOYEK C HEKPO30M KaHaiblieB (cM. paznen 4.9). HesnauntenbHoe
nosbiieHne AMK ©  ChIBOPOTOYHOro KpeaTMHMHA HaOdroAanoch y Oonblueidl uactu
NAUMEHTOB, MOJYy4YaBUIMX INTENbHYI0 Tepanuto. [loBeimenue xonuentpauuun AMK Ooinee
yeM 30 mr/100 M1, a Takke IpU JHOOBIX IPYTUX MPU3HAKAX CHUKEHUS NMOYEYHON (QYHKIMHU C
noBbIimieHreM KoHmeHTtpauuu AMK wnum 0e3 Hero TpeOyeT TIIATEIBHOTO OOCIIEIOBAHUS
NAlUEHTa, CHWKEHUS [03bl WIM IOJHOM OTMEHBI Ipenapara. KiIMHUYECKHM 3HAYUMOTO
MOSIBJIEHUSI AHOMAJIBHOT'O MOYEBOT0 OCaJIKa W 3HAYMMOTO MOBBIIIEHHUS KOHUeHTpauun AMK
(MM KpeaTHMHUHA CHIBOPOTKH) MO/ AEUCTBUEM KAallPEOMHIIMHA HE YCTAaHOBJICHO.

[Tocne OBICTPOrO BHYTPUBEHHOTO BBEACHMSI KAalpPEOMHIIMHA BO3MOYKHBI HEPBHO-MBIIICUHAS
OJ0Kaza WM JIbIXaTeIbHbIM Mapaiuy; pUCK CHIKEHHs OOIEro MBIIIEYHOIO TOHYCa BIUIOThH
JI0 HEPBHO-MBIIIEYHON OJIOKabI BhIIIE HAa OHE TPUMEHEHUs ddupa sl HapKo3a.

HOCKOJILKy BO BpCMsd JICUCHUA MOKCT PAa3BUTHCA THUIIOKAJIIMEMUA, CICAYCT CIKEMCCAIHO
IMPOBOAUTD OIMPCACIICHUA COACPIKAHUSA KAJIUA B CbIBOPOTKE.

Ha Bpems nedenusi cieayeTr MOCTOSTHHO KOHTPOJMPOBATH PEKUM U CXEMbl JO3UPOBAHMUS,
MPaBUILHOCTh M PETYJSIPHOCTH BBHITIOJIHEHMSI Ha3HadeHHs. B cioydae mporycka WHBEKIHH
OUEpEeHYI0 /103y BBOASAT KaK MOXXHO CKOPEE, TOJIbKO €CIM HE HACTyNWJIO BpPEMSI BBEICHHS
CJICYIOIIEH JT03bI; 03Bl HE yIBAaBAIOT.

4.5. B3aumoneicTBre ¢ JPYrUMH JIEKAPCTBEHHbIMHU IpenapartamMu M JApyrue BHIbI
B3aUMOJEHCTBUSA
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AHECTE3UH C HCIOJIb30BAaHWEM JTUATHIOBOTO d3(upa, CHUXKACTCI — HEOCTUTMHHA
METHJICYJIb(paToM.

B komOuHamuu ¢ JpyrMMU TPOTUBOTYOEPKYJIE3HBIMH JIEKAPCTBEHHBIMH CPEICTBAMHU
(cTpenTOMUIIMH, BUOMHUIIMH), @ TaKXe MPH COUYETAaHUU C IMOJMMUKCHHOM, KOJUCTHMETATOM
HATpUS, AMHUKAIIMHOM, TE€HTAMHMLIMHOM, TOOpPaMHUIMHOM, BAaHKOMHUIIMHOM, KaHAMHIIMHOM,
HEOMUIIMHOM,  (QYypOCEeMUJOM, OSTAKPUHOBOM  KHUCIOTOM  WJIM  METOKCH(IypaHOM,
OTOTOKCHYECKOE U HEPPOTOKCUUECKOE JICHCTBUE B3AaUMHO YCHUIIUBACTCS.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTD

Kanpeomuiiua npoTuBonokas3aH npu 6€peMeHHOCTH.

JlakTanuus

[Ipy HEOOXOAMMOCTM TPUMEHEHHUs Npenapara B IEPHOJA JAKTAlMA Ha BpEMS JICYCHUS
CJeNyeT IPEKPATUTh IPYAHOE BCKapMIIMBAHUE.

4.7. Biusinne HA CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh ¢
MeXaHUu3MaMH

He PEKOMCHAYCTCs YHPABJIATH aBTOMOOMJIEM BO BpCMs TCpalluu IIpCIliapaToM. Cne):[yeT
BO3JCPKATBCA OT APYTHX BHUAOB ACATCIBHOCTH, Tpe6y}01111/1x MMOBBIIICHHOM KOHUCHTpAaun
BHHMMAaHHA U 6LICTp0TBI MMCUXOMOTOPHBIX peaKHHﬁ.

4.8. HexkenaTeibHbIE peakunu

PesroMme HexxenaTeabHbBIX PEaKIU

HexenarenbHble peakuuu, NPEACTABIECHHBIE HUXKE, CTPYNIIMPOBAHBI B COOTBETCTBUM C
KJIaCCaMU CHCTEM OPraHOB MeIUIIMHCKOTO ciioBapsi MedDRA.

Hapywenus co cmoponsl kposu u aumgpamuieckol cucmemul: 303UHOPHUINS, JTEUKOIUTO3,
JeHKONEeHUsI, TPOMOOLIUTOTIEHHUSL.

Hapywenus co cmoponvl uMMYHHOU cucmemvl: KpalUBHUIA, MaKyJOIaIlyJIe3Has ChIlb,
COIPOBOKAAIOIIASACS WHOTJA JINXOPaJ0YHOM peakiuei (Ipu OJHOBPEMEHHOM NPUMEHEHUU
KalpeOMMIIMHA C APYTUMH IIPOTUBOTYOEPKYJIE3HBIMH IIperapaTamMu).

Hapywenus co cmoponvl nepenoil cucmemvl. HEHPOTOKCHYHOCTh, HEPBHO-MBIIICUHAS
OJIoKaza.

Hapywenus co cmopomuwt opeana cinyxa u nadupunmuvle HapyuieHus. OTOTOKCHYHOCTD
(cyOknmuHMYeCKass W KIMHMYECKass MOoTeps clyxa, IIyM B YIIaX U TOJOBOKPYXEHHUE,
o0OpaTuMble ayJJMOMETPUUECKNE U3MEHEHHS, 3BOH B YIIaX, BECTUOYIISIPHbIE HAPYIICHUS).

Hapywenus co cmoponvl nevenu u dicenuegulgo0saujux nymetl: U3MEHEHUsT OMOXUMHUYECKHX
nokasarene (yHKUMU TMeuyeHu ObUIM OOHApYy)KEHbl Yy TMAalHUEHTOB, KOTOpBIE MOJIy4aan
KallpeOMMIIMH JJIi MHBEKUUH B COYETaHUM C JPYTMMH HPOTUBOTYOEPKYJIE3HBIMU
npernapaTamMu, 0 KOTOPBIX U3BECTHO, YTO OHU BBI3BIBAIOT M3MEHEHUS (YHKIUU MEYEHH; POJIh
KalpEOMULIMHA JUIsl UHBEKLIUN B IIPOSIBIICHUU YTUX HAPYILICHUI HEsSICHA.

Hapywenus co cmopoHul nouex u mouegvlgoosauux nymei: He)pOTOKCUIHOCTh (YMEHBIIICHHE
BbIJIeNIeHUs (peHoscynbpoH(TanenHa, MOBBIIICHNE KOHIEHTPAIMU a30Ta MOYEBHHBI KPOBH,
MOSIBJICHHE aHOMAaJbHOTO MOYEBOIO O0CaJKa); BO3MOXHBI HApyLIEHHs] 3JIEKTPOJIUTHOTO
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Obwue paccmpoiicmea u Hapyuienusi 8 mecme 66e0eHus: TPy BHYTPUMBIIIEYHOM BBEJACHUU —
00JIE3HEHHOCTh, YIUIOTHEHUE, aCEITUYECKUI a0CIiecc B MECTe MHBEKIINH.

Jlabopamopnvie u  uHCmMpymMeHmanbHvle OaHHble: TUIOKAIMEMUs, TUIIOMarHueMus,
TUIOKAJIbLIUEMUS, TUTIEPYPUKYPUSL.

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKL[I/If/'I

W3BecTeH OuH ciiy4ail pa3BUTHS TOKCHYECKOrO0 HeppuTa, MOYEYHOW HEIOCTATOYHOCTH U
OJIMTYPUM, NPUBEIIIMX K CMEPTH, y MalueHTa ¢ TyOepKyJie30M JIETKMX M IHOPTaJbHBIM
UPPO30M, MOITyYaBIIEro KanpeoMuuH (1 T) 1 aMUHOCAIUIMIIOBYIO KHUCJIOTY €KEIHEBHO B
teueHue 1 mecsina. Ha aytoricun Obl1 0OHapy»KeH OCTPbI HEKPO3 MOYSUHBIX KAaHAJIBIIEB.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0Omare O NOJO3PEBAaEMbIX HEXKENATENbHBIX PpEaKUUsAX [O0CIe PerucTpanuu
npernapara ¢ Lelblo 00ecledeHns: HENMPEepPhIBHOIO MOHUTOPHHIA COOTHOILEHUS «I10JIb3a —
PHUCK» JIEKapCTBEHHOTO Tmpernapara. MeIUIUHCKIM pa0OTHUKAM PEKOMEHIyeTCsl COO0IATh O
JTOOBIX I0J03PEBAEMBIX HEXKENIATEIbHbIX PpEaKUUsAX JIEKapCTBEHHOI'O IIpernapara uepes
HAIIMOHAJIbHBIE CHCTEMBI COOOIICHUS O HEKENATENbHBIX PEeaKIUsX TOCYIapCTB — YJICHOB
EBpazuiickoro 3KOHOMHUYECKOro COr03a.

Poccniickas @enepanus

®OenepanibHas ciryx0a 1mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
Anpec: 109012, r. Mocksa, CraBsiHCKasl IUI0IIa1b, 1. 4, cTpoenue 1

Tenedon «ropstueii muuaum» Poc3apasuamzopa: +7 (800) 550-99-03
OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Cair B I/IH(I)OpMaI_II/IOHHO-TeHeKOMMYHHKaHHOHHOﬁ CCTU «I/IHTepHeT ».
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3uposka
CuMITOMBI

['onoBoKpy’keHue, UIyM, 3BOH B yliax (IOpakeHHE YJIUTKOBOTO W MPEIJBEPHOTO HEPBOB
(BerBu VIII mapbl 4yepemHbIX HEPBOB)); MOTYT Pa3BUTHCS CHHKEHHME OOIIETO MBIIIEYHOTO
TOHyCa, HEpBHO-MbIIIeUHass OJiokafga (IOpIXaTeNbHbIM Mmapainy) (mociie  OBICTPOro
BHYTPHBEHHOT'O BBEJIEHUs OOJIBIINX /103); TUIIOKAJIHMEMHUS], TUITOKAJIBIIUEMHUs], TUITIOMAarHUEMUS
U HapyIlIEeHUs JIEKTPOJIIUTHOTO OanaHca, HallOMUHaoIuMi cuHpoM bapTtepa.

IIpyr nmepeno3upoBKe y MOKHWIBIX IMAlMEHTOB, MAaLMEHTOB C COIYTCTBYIOLIEH XPOHUYECKON
MOYEYHON HEJOCTAaTOYHOCTHIO, OOE3BOKMBAHWUEM, a TakKe TMONy4alolmuX JpYyTHe
HE(POTOKCUYHBIE TIPENapaThl, PUCK PA3BUTHUSI HEKPO3a MOYCYHBIX KAHAIBIIEB IMOBBIIIASTCS.

Jleuenue

[Tpu HOpManbHOM (QYHKIMH MOYEK — TUApaTalus C MOJJepKaHHEM MOo4YeoOpa3oBaHMs Ha
CKOpocTH 3—5 MII/U/Kr; KOHTPOJb BOJHOTO OajlaHca, KOHIIEHTPALMU AIJIEKTPOJIUTOB U
KJIMpeHCa KpeaTWHUHA; CUMITOMAaTHYecKas Tepanus, HampaBleHHas Ha MOAJIepKaHue
JIBIXaHUS U KPOBOOOpAIIEHHUS; Uil yCTPaHEHHs] HEPBHO-MBIIIEYHON OJIOKaabl — BBEACHHE
MHTUOUTOPOB XOJNUHACTEpPA3bl, MpPENapaToB KaJblUsA; NP BBIPAKEHHOM HapyLICHUU
(GYHKIIMH TTOYEK — TEeMOIHAIIH3.
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5. PAPMAKOJIOTMYECKHUE CBOICTBA (MOCTIEQOBATENEHOCTS 0003)

5.1. ®apmakoauHaAMHYeCcKHe CBOICTBA

®dapMakoTepaneBTUYECKas TpyMma: CPeACTBa, AKTUBHbIE B OTHOIIEHWH MHKOOAKTEepUil;
MPOTUBOTYOEPKYJIE3HBIC CPENICTBA; AaHTHOMOTHKHU.

Kon ATX: JO4AAB30

Mexanusm aelicteus U dpapMakoarnHamMudeckue 3O heEKTEI

[TonunenTuaHbII AHTUOMOTHK, NPOAYLIMPYEMBIi Streptomyces capreolus.
[IpotuBoTyOepkyne3nblii npenapatr Il psnma (cormacHo knaccubukanuu  BceemupHoii
Opraauzanuu 31paBOOXPaHCHHS ).

OkaspiBaeT OaKTepHOCTATHYECKOE JICHCTBME Ha pas3nuuHble IntamMbl  Mycobacterium
tuberculosis (MuHMManbHAS MOAABISIONIAS KOHICHTpALUS B cpeaHeM paBHa 1,25-2.5 mr/n
IpU OIpeNelIeHUH B JKMIKOW cpeae). MexaHu3m JelCTBUS KalpeoOMMIIMHA CBsI3aH C
HOJIaBJICHUEM CHUHTe3a Oesika B OaKTepuaIbHOM KIIETKE.

AxTHBeH B oTHoOIIeHuH mramMMoB Mycobacterium tuberculosis, oOHapyXuBaeMbIX y JIIOICH.
YyBCTBUTEIBHOCTh K KalpEOMHUIMHY IN VIlr0 BappUpyeT B 3aBUCHMOCTH OT CPEAbl U
npuMeHsieMoil MeToauku. OOBIMHO MHUHHMMalbHas HMHTHOWPYIOMIAas KOHLEHTpAIMs ISt
Mycobacterium tuberculosis OwbiBaeT caMoii HHU3KOW B JKHUAKOH Cpejie, HE COACp Kalici
smyHoro Oenka (7H10 wmum Dubos), u cocraBuser or 1 g0 5 Mr/nm mpu npuMEHEHHH
HenpsiMmoro Metoga. ComocTaBUMble MHIHOMPYIOLIME KOHIEHTPALMHU IOJIYy4alT MpU
npuMmeHenun arapa 7H10 B mnpsMoMm TecTe Ha 4YyBCTBUTENBHOCTb. l[lpum mnpoBeneHuun
HENpsIMOTO TE€CTa Ha UyBCTBUTEIBHOCTh HAa CTAaHAAPTHBIX MIPOOMPKAX CO CKOIIEHHBIM arapoM
co cpenoit 7H10, yyBcTBUTENBHBIE IITAMMBI UHTUOMPYIOTCSI KOHLIEHTpALMENH KallpeoMUIIMHA
or 10 mo 25 wmr/n. Cpensl, comepkaiiue sudHblid Oenok, Lowenstein-Jensen mmu ATS,
TpeOyIOT AJ11 MHTUOMPOBAaHUS UyBCTBUTENBHBIX IITAMMOB KOHIIEHTpauui ot 25 1o 50 mr/m.

[Tpy MOHOTEpamuu KarpeoMHIMH OBICTPO BBI3BIBAET IMOSBIEHUE PE3UCTEHTHBIX IITAMMOB
MukobOakTepuil. [lepekpecTHas yCTOHYMBOCTD YaCTO HAOIIOAAETCS MEXAYy KallpEOMUIIMHOM U
BHUOMHULIMHOM. BO3MOKHa YacTUYHAs [IEPEKPECTHAS YCTOMYUBOCTh MEXAY KalIPEOMULIMHOM U
KaHAaMHUIIMHOM, HEOMHIIMHOM. He oTmedaercs mNepeKpecTHOM YCTOMYHMBOCTH MEXKIY
KallpEOMULIMHOM Y  W30HHUA3UAOM, AaMUHOCAIMLWIOBONM  KHUCIOTOM, LHMKJIOCEPUHOM,
CTPENTOMHUIIMHOM, 3THOHAMHUJIOM, STaMOYTOJIOM.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOcopO1us U pacipeaelicHue

[IpakTrueckn He BcachiBaeTcsi B xkemynouHo-kumedHoM tpakre (OKKT) (menee 1 %),
MO3TOMY JIOJKEH BBOAMTHCS MapeHTepanbHo. [lociae BHyTpuMbIIedHOro (B/M) BBeeHHS | T
KalpeoMUllMHa MakcuMasibHasg KOHIEHTpauusi (Cmax) B IJIa3M€ KPOBM JOCTUTAETCS 4depe3
1-2 9 u cocraBnser ot 20 no 47 mr/n. Uepe3 24 yaca B CHIBOPOTKE COXPAHSIIUCH HHU3KHE
KOHIEeHTpauuu npenapara. Cmax B IJ1a3Me KpPOBU MOCJE OJHOKPATHOW BHYTPUBEHHOMU (B/B)
uHOy3un 1 r KarpeomunrHa HabmoaaeTcs B KoHLe nHpy3uu u cocrasiusger 30 mr/n £47 %,
YTO BBILIE, YEM I10CJI€ BHYTPUMBIILIEYHOTO BBeAeHU. [Ipu nccnenoBanuu hapMaKOKHHETHKU
OJTHOKpATHBIX 7103 KampeoMmuiuHa (1 T), BBEIEHHBIX BHYTPUMBIIIEYHO U IyTEM
BHYTPUBEHHON HHQY3uM (B TedeHHe | U) yCTAaHOBJIEHO, YTO IUJIOLIAAb IOJA KpPUBOH,
OTpa’karollel KOHLEHTpalMI0 KalpeoMUIIMHAa BO BPEMEHH, ObLIa OMHAKOBOW Al 000X
MyTel BBEJCHHUS.

Buorpancdopmarnus

B opranuzme karnpeoMuuH He METa0OTU3UPYETCS.
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KanpeomuniH  3KCKpeTHpyeTcsi TJaBHBIM 00pa3oM B HEW3MEHEHHOM Bujae. Ero
KOHIICHTpaIlMs B MOYe B T€UeHHUE 6 4 rmocie BBeAeHUs 1 r cocTaBiseT B cpeaHeM 1,68 mr/mi
(cpennmii o0beM Moum 228 wmil). ExkeqHeBHOE BBeAeHHME | T' KalpeoMHUIIMHA B TCUYCHHE
30 nuelt u Oosee HE MPUBOAWIO K KAaKOMY-IHMOO 3HAYMTEIILHOMY HAaKOIUICHUIO Tperapara y
OOJNBIIMHCTBA TMAIMEHTOB C HOPMAJIBHOM M CHW)KEHHOW moueuHoi Qynkuuein. Ilpu
BHYTPUMBIIIEYHOM BBEJCHMHM | T KampeoMHIIMHA 3I0pOBBIM J00poBosbIlaM 52 % ero
BBIBOJUJIOCE C MOYOH B TeucHUE 12 4.

IloyeyHas HEIOCTATOYHOCTh

[Mlpu wapymenun ¢QyHkuuu modexk nepuoj mnonyBbiBereHus: (T12) KampeomMuIMHA
YBEIUYUBAECTCS.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

OTCyTCTBYIOT.

6.2. HecoBMecTUMOCTD

JlaHHbBIN JIeKapCTBEHHBIA Mpenapar He CleAyeT CMEIIUWBaTh C IPYTHMMH JIEKapCTBEHHBIMU
npenaparam, 3a UCKIFOUEHUEM YIIOMSHYTBIX B pazzeine 6.6.

6.3. Cpok roqHocTu (CpoK XpaHeHUsl)

HeBckpoIThI (haakoH

2 rona.

IIpurotoBIIEHHBII PacTBOP

[Tocne pa3BeneHus pacTBOp KapeOMUIIMHA MOYKHO XPAaHUTh B XOJIOAMJIbHUKE HE Oomee 24 J.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUHU

Xpanuth npu Temnepatype He Bbime 25 °C B OpUTMHAIBHOM ymakoBke (Iauke/KOpoOke)
JUTS 3aLIUTHI OT CBETA.

Ycnopus XpaHCHUA TTOCJIC BOCCTAHOBJICHHUA JICKAPCTBCHHOI'O IIpCIIapaTa CM. B pa3aciic 6.3.

6.5. XapakTep u conepkaHHe NePBUYHON YIIAKOBKH

0,5 r, 0,75 T AeicTByIOIIEro BemecTBa BO (DJIAKOHBI CTEKJISTHHBIE BMECTHMOCTHIO 10 M,
TEPMETUYHO YKYIIOPEHHbIE npoOKamMu PE3UHOBBIMH, 00KaThIC KOJIIIauyKaMu
KOMOMHHPOBaHHBIMHU.

1 (pHaKOH 1 UHCTPYKIUA IO MCAUTTUHCKOMY IIPUMCHCHUIO B ITAYKC KapTOHHOﬁ.

Hnst crarmonapos: 50 (JIakOHOB M paBHOE KOJWYECTBO WHCTPYKIUN IO METUIIMHCKOMY
MPUMEHEHHUIO B KOPOOKE KAPTOHHOM.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH | IPH \quT T%EU (;Js'annoro

JIEKAPCTBEHHOI0 Mpemnapara MJIM OTX0/0B, nonyqeﬂﬂmx nocje TPUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara, u Apyrue MaHUMYJISIMHU C PenapaToM

I/IHCTDVKI_[I/II/I 1O ITPUT'OTOBJICHUIO JICKAPCTBCHHOT'O MpfriapaTa nepca NpuMCEHCHHUCM

Jna eHympumbiueurnoeo 6sedenus couepxxumoe piaakona 0,5 r KanpeoMUIIMHA PACTBOPSIOT
B 1 mu, 0,75 1 — B 1,5 mi1 Boabl it uabekuuii wim 0,9 % pactBopa HaTpusi XJOpUIA.
Cnenyer mnonoxgaTh 2-3 MHUH J0 IOJHOTO pPAcTBOPEHHS COJEPKUMOro (IIaKoHa.
[TomyueHHBIN pacTBOP BBOJAT INIyOOKO BHYTPHUMBIIIEYHO B YYaCTKH TeJa C BBIPaKEHHBIM
MBIIICYHBIM CJIOEM (BEpXHEHAPYKHBIH KBaJPAHT STOAMIIBI WIH JIaTepajbHas MOBEPXHOCTh
Oeapa), TOCKOJIbKY  TMOBEPXHOCTHAsT MHBEKIUS  MOXKET BbI3BaTh  IOBBIIMICHHYIO
00JIC3HEHHOCTh U Pa3BUTHE aCENTHYECKUX a0CIIECCOB.

Jna  enympueennou  uH@y3uu TPUTOTOBIIEHHBIM, KaK YKa3aHO BBIIIE, PacTBOP
kanpeomuimHa pgoOapmsaor k100 min 0,9 % pactBopa Harpus xiyopuzpa. Bsoxsar
BHYTPHUBEHHO KalleJIbHO B TeueHue 60 MUH.

[Ipu HeoOXomMMOCTH JIsi BBEJCHHMsS J03bI MeHbIIE 1 I MOXHO BOCIIOJIB30BATHCA
cienyouel Tabiuien pa3BeaeHUil:

KosmmuectBo pactBopurens, [TonyueHHbI 00BbEM Konnenrtpanus
no0aisieMoe BO (pJITakOH BMECTUMOCTBIO | pacTBOpa KalpeoMHITMHA pactBopa
10 mu1, conepxkamuii 1 r npemnapara
2,15 mn 2,85 mn 370 mr*/mn
2,63 M 3,33 M 315 mr*/mun
3,3 M 4 M 260 mMr*/mi
4,3 M 5 M 210 mr*/mi

* DKBUBAJICHT aKTUBHOCTH KalPEOMHMITUHA.

Hepen BBCACHUCM IIPUTOTOBJICHHBIC pPACTBOPBI IpfCliaparta CJICAYCT IMPOBCPUTH Ha
OTCYTCTBUC BHAHWMBIX MCEXAHUYCCKUX BKIIOUeHUM. B IMPOTUBHOM CJIy4dac 3anpeuiacTtcsd
HUCIIOJIB30BAaTh HpHrOTOBJ’ICHHLIfI pacTBop.

PacTBOp KampeoMuIIMHA MOXET NMPHOOPECTH OlEeTHO-COJIOMEHHYIO OKPACKy U CO BPEMEHEM
MOTEMHETH, HO 9TO HE COIIPOBOXKIAETCS NOTEPEN aKTUBHOCTHU WJIN MOSIBJIEHUEM TOKCUYHOCTH.

Yrunmzanus

OcoOple TpebOBaHUS K YTHUIM3ALUN HEHCIOJIb30BAaHHOI'O JIEKAPCTBEHHOTO Npernapara U
OTXOJI0B OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOTI'O YAOCTOBEPEHUS
Poccus

ITAO «Kpachapmar

660042, Kpacnosipckuit kpaii, r. KpacHosipck, yi. 60 ipet Okts6ps, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

7.1. IlpeacraBuTeib AepkaTessi perHCTPALMOHHOTO YI0CTOBEPEeHHU

[Iperens3uun moTpedUTENEN ciaeayeT HaIPABIATE 10 aJIpeCy:
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Poccusa

I[TAO «Kpachapmar»

660042, KpacHosipckuii kpait, r. KpacHosipck, yi. 60 net Oxtsa6ps, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHU

9. KATEI'OPUS OTITYCKA JIJEKAPCTBEHHOI' O IIPEITAPATA
ITo peuenty.

10.  JTATA  TIEPBUYHON  PETUCTPALIMU  (IIOATBEPKIEHUS
PETHCTPALINH, TIEPEPETUCTPALIAN)

JlaTta nmepBo#l perucTpamnuu:

11. JATA HEPECMOTPA TEKCTA

OOrmrasi  XapakTepUCTHKA JIEKAPCTBEHHOro Tpemapara KampeoMuIMH —JOCTYIIHA Ha
uH(GOpMAIIMOHHOM TIOpTajie EBpa3swiicKOro 3KOHOMHYECKOTO COI03a B HH()OPMAIMOHHO-
KOMMYHHUKaIMOHHOH cetu «uTepHe™ http://eec.eaeunion.org/.
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