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JINCTOK-BRIAABII — HH(MOPMAIUSA A NANUEHTA

Bucenron 480, (80 mr+16 Mr)/mii, KOHIEHTPAT I IPUTOTOBJICHUSA

pacTBopa st UHPy3ul

JleiicTByroIIIeEe BEIIECTBO: KO-TPHUMOKCA30JI (Cyinb(amerokca3on +

TPUMETOIIPHM)

Ilepen nmpumMeHeHHeM Mpenapara MOJHOCTHIO NMPOYUTANTE JIUMCTOK-BKJIAIBIIII,

MOCKOJIbKY B HEM COep:KaTcs BaxkHbIe /151 Bac cBenenusi.

- Coxpanute nUCTOK-BKIabIII. Bo3MoxkHo, Bam notpeOyercs mpouuTaTh €ro emie
pas.

- Ecnu y Bac BO3HHMKIIH T1OTIOJIHUTENbHBIE BOITPOCHI, 00PATUTECH K JIeHallleMy Bpauy.

- Ilpenapar nHaznauen umeHHo Bam. He nepenasaiite ero apyrum oM. OH MOKET
HABPEIUTh UM, JAXKE €CIIM CUMITTOMBI MX 3a00JIEBaHUS COBNAIAIOT ¢ Bammmu.

- Ecnm y Bac BO3HUKIM Kakue-TMOO HeXenaTelbHble peakiMuh, OOpaTUTECh K
JeyaieMy Bpauy. [laHHas peKoMeHIalus pacipoCTpaHsIeTCsl Ha JII0ObIE BOBMOKHBIE
HEeXeJaTeabHbIe PEaKIMK, B TOM YHCJIE HA HE MIEPEYUCIICHHbIE B pa3jiene 4 I1cTKa-

BKJIaAbIIIIA.

ConepmaHne JJUCTKA-BKJIAAbIIIA

1. Yro u3 cebs npencrasisier npenapat bucenton 480, u 17151 yero ero
PUMEHSIOT.

2. O dewm cienyeT 3HaTh Nepej NpuMeHeHneM rnpenaparta bucenton 480.
3. Ilpumenenue npemnapara bucenrton 480.

4. Bo03MOHBIE HEXKEJIATEIbHBIC PEAKIINH.

5. Xpanenue npenapata bucenrtoun 480.

6. Coxaepxxumoe ynakoBKH U IIPOYHUE CBEACHUS.
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1. Yto u3 cebs mpeacrapisier npenapat bucenrton 480, u ajs 4ero ero
NPUMEHSI0T

ITpenapat bucenron 480 conepXUT AEHCTBYIOIIEE BEUIECTBO KO-TPUMOKCA30J

(cysbhameToKCca30l U TPHMETOIIPHM).

[Ipenapar bucenton 480 oTHOcHUTCA K Tpynmne JEKAPCTBEHHBIX CPEACTB,

U3BECTHBIX KaK aHTUOAaKTepHUaJbHbIE CPEACTBA CHCTEMHOIO JEHCTBUS;

cyiphaHWIaMUIbl W TPUMETONPHUM; KOMOWHAIMM CYyJb()aHUIAMUAOB C

TPUMETOIIPUMOM HUJIK €T0 IIPOU3BOJHBIMHU.

Ioxa3anus kK NPUMEHEHUIO

[Tpenapar bucenTon 480 moka3zaH K NPUMEHEHUIO y B3POCIIbIX U IETEH B BO3pacTe

ot 3 1o 18 neT no nokazaHusAM:

HNHudexnmonHo-BoCcIaIuTeIbHbIE 3a00JIeBaHN, BbI3BAHHBIE UyBCTBUTEIBHBIMH K

KO-TPUMOKCA30JIy MUKPOOPTaHU3MaMHU:

* Tsxenble HEOCIOKHEHHbIE MH(GEKIUHA MOYEBBIBOJSAIIMX IMyTeH, MHpEKIUs
KOXKU ¥ CIIM3UCTBIX 000JI0YEK, Ha3bIBaeMasi MATKUM IIAHKPOM.

* lH}exkuuu ApIXaTeabHbIX MyTEeH: XPOHUUECKUI OPOHXUT.

e Undeknuu JIOP-opranoB: BocmaneHue cpeaHero yxa (cpemnuii otwt) (Y
neten).

* Uudexkuun xenynouno-kumeynoro tpakta (OKKT): OprommHoit THd H
napaTtud, xoJnepa, TU3EHTEPHS, racTPOIHTEPUTHI, BbI3BaHHbBIC
SHTEPOTOKCHYHBIMHU IITamMMmamu Escherichia coli.

* Jleyenne u mnpodUIAKTHKA Mapa3uTapHOro 3a00JieBaHUs, BBI3BAHHOTO
TOKCOTIIa3MaMH (TOKCOTIIIa3MO03a).

* Jlpyrue OaktepuanbHble MH()EKIUU: HOKAPANO3, Opyleie3, akTHHOMUKO3,
I0)KHOAMEPUKAHCKUN OJIaCTOMHKO3.

IIpenapar bucenton 480 mokas3aH K MPUMEHEHUIO Y B3POCIIBIX U JETEN B BO3PACTE

ot 0 no 18 neT mo nmokaszaHusaAM:
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NHpexumonHo-BOCTIanuTENbHBIE 3a0071€BaHNUs, BEI3BAHHBIE YYBCTBUTEIBHBIMU K
KO-TPUMOKCa30, Iy MUKPOOpPTaHU3MaMHu:
o Uudexuuu abIXxaTeNbHBIX MYyTEW: JiedeHUE U MpOUIAKTUKA MTHEBMOHUH,

BbI3BaHHOI Pneumocystis jirovecii (panee P. carinii).

Bam nevamuii Bpau Ha3HAUYMT J€UECHUE YUUTHIBas OPUIIHMATIbHBIE PEKOMEHIalluU
M0  HaaJeXKalleMy NPUMEHEHUI0 aHTUOAKTEepUANIbHBIX  JIEKAPCTBEHHBIX

npenaparos.

Cnoco0 neiicteus npenapara bucenroJu 480

bucenron 480 — »TO0 KOMOMHAmus JBYX pa3HbIX AaHTUOAKTEPHAIBHBIX
[pernapaToB: Cyjab(paMeTOKCa30Ja U TPUMETONIPUMA, KOTOpast UCIIONb3yeTCs s
JedeHus: MH(QEKINH, BEI3BAaHHBIX ONPEAEICHHBIMU OaKTEPUSIMHU.

KoMOunanust cynbpameTokca3ojia M TPUMETONPHMA H3BECTHA TaKXKe IOJ
Ha3BaHHWEM KO-TpuMoKcason. Kak u Bce aHTHOaKTepHalbHbIE Npenaparkl, KO-
TPUMOKCa30J1 paboTaeT TOJIBKO MPOTUB HEKOTOPHIX BHUIOB OakTepuil. ITO
O03HAYaeT, YTO OH IOAXOJMUT TOJBKO JIs JICYEHHS OIPEACIICHHBIX THIIOB

UH)EKIHA.

Ecnu ynydiienure He HacTynuio win Bel 4yBcTByeTe yxyalleHHe, HEOOX0IUMMO

o0paTUThCA K Bpavy.

2. O ueMm cjiexyeT 3HATH Nepe NpuMeHeHueM npenapara bucenros 480

IIporuBonoka3anus

He npumensiiite npenapat bucenroJ 480:

- ecnu y Bac anneprus Ha KO-TpUMOKCa30i1, Cyab(haHuIaMUIbl, TPUMETOIIPUM
Wi Jo0ble Apyrue KOMIIOHEHTHI Tpernapata (mepedrcieHHbIe B paszjuerne 6
JIMCTKA-BKJIAJIBIIIA);

- ey Bac tsxenas nedeHouHas HCOOCTAaTO4YHOCTD,
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- ecinu y Bac Tskenas nouedHass HEAOCTaTOYHOCTh (KJIIMPEHC KpeaTUHUHA <15
MJI/MHH);

- ecian y Bac nquarnoctupoBaHbl 3a005ieBaHUS KPOBU (arlacTHUeCKash aHEeMUS,
Bio-nedurnutHas aHeMus, arpaHyJIOIIUTO3, JICMKOTICHUS, MeErajo0acTHas
aHeMMsl, BCIEACTBUE NepuiiuTa GoJIueBOM KUCIOTHI);

- ecnu y Bac gedunut dhepmenTa riioko30-6-hocharaeruaporenassr;

- eciu y Bac Ill tpumecTp GepemenHoCTH;

- ecnu Bwl mpuHuMaere ciepyrouiue npenaparbl — A0(DETUIIHI, aMHOJApOH
(mpenapaThl IS JIEYEHHs] apUTMMHM), MAKIATAKCEN (Ipenapar I JEeYEHUs
OHKOJIOTUUECKHUX 3a00JICBaHUM);

- ecnmu Bel mpuHmMMaere kio3amuH (mpenapar Juisl JICYCHHS TCUXUYECKUX
3a00J1eBaHU );

- ecnu y Bac xorna-nu6o B mpoiiiom Ha (hoHe prema cyJib(paHuiaMu10B U/ Uiu
TPUMETONPUMA OTMEUAJIOCh CHUXEHUE TPOMOOIIMTOB B aHAJIN3€ KPOBH
(mexapcTBeHHAss TPOMOOIIUTOIICHHS);

- econ y Bac amarHoctHpoBaHO peakoe 3a0oJeBaHHE KpOBH, Ha3bIBaeMOE

nopupHei.

OcoOble yka3zaHus 1 MepbI IPEI0CTOPOKHOCTH

[lepen mnpumenenuem mnpenapara bucenton 480 NPOKOHCYIBTUPYHUTECH C

JIeYaluM BpauoM.

Hemensnenno oopaTutech K Bpauy, ecJii BO BpeMsl JieYeHHUs MPeNnapaTroM

bucenrou 480 3ameTnTe Kakue-J1u00 U3 ONMUCAHHBIX HUKE CUMIITOMOB. Bpau

PACCMOTPUT HEOOXOAMMOCTH TMpPeKpAllleHUusl JieYeHUsl MpenaparoM

Bbucenroua 480 B cayuae:

- TIOSIBJICHUSI BBICOKOM TeMIIEpaTyphbl, 00JIEH B ropJiie, HeIOMOTaHUs, Pa3TUYHBIX
BHJIOB KOXKHOU CBITIH, TTy3bIPEi Ha KOKE (3TO MOTYT OBITh MPU3HAKU PA3BUTHS
NOTEHIIMAIBHO OMACHBIX JUIsl >KM3HU COCTOSIHMM — cuHapoma CTuBEHca-

JI>KOHCOHA, TOKCHYECKOTO 3MHIePMAIEHOTO HeKposu3a (cuHapoMa Jlaiiera),
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JICKaPCTBEHHON pEaKIMH C S03MHO(DHUINEH M CUCTEMHBIMH IPOSBICHUSIMHU
(DRESS cunnpoma);

- TosiBJICHHWsSI OoJied B TpaBOM Tmojapedephe, HApYHICHHS MHUIICBAPCHUS,
KENTYIIHOCTH KOXKHBIX TIOKPDOBOB U CJIHM3UCTBIX 00004eK (TIpU3HAKU
MOJIHUEHOCHOTO OTMHPAHUS KJIETOK (HEKPO3a) NICUYCHN);

- TosiBJICHHs OOJIel B JKUBOTE, JTUXOPAJIKH M JKUIAKOTO CTyJa C BBIJACIICHUEM
KPOBH M CcIU3U (NIPU3HAKU TICEBIOMEMOpPAHO3HOTO KOJIUTa). Bo3HMKHOBEHME
JAHHOTO COCTOSIHHSI BO3MOXKHO JaKe CIyCTsl 2—3 HEIENH T0CIe OKOHYAHUS
JICYCHUS TIPerapaToM;

- TOSBJICHWSI WM  BHE3alIHOTO  HApacTaHUS  KalUll WA  OJIBIIIKH,
COIPOBOXIAOIIUXCS JIMXOPAAKOW (MOTYT OBITh HAaYaJIbHBIMH TPHU3HAKAMH

pa3BUTHUSI OCTPOTO pecriuparopHoro auctpecc-cuuapoma (OPC)).

Yr1o Bam HYXHO 3HATH, IPEXKIIE YEM IIPUMEHATH npernapar bucenron 480:

I'emoghacoyumapmuiii rumghocucmuoyumos

[Toctynanu oueHb peiKre COOOIIEHUSI O YPE3MEPHBIX HIMMYHHBIX PEaKLHUAX W3-
3a HapyIIEHUs PeryJliy aKTHUBAIMK OENbIX KPOBSHBIX TeJell, IPUBOAAIIMX K
BOCHAJICHUSM (TeMOo(arouTapHblii TUM(POTUCTHOIUTO3), KOTOPbIE MOTYT OBITh
OTIACHBI AJIS1 ’KU3HU, €CIIM UX HE AMATHOCTUPOBATDH U HE JICUUTh HA paHHEH CTaIuu.
Ecnu Bol ucnbIThiBaeTe HECKOJIBKO CUMIITOMOB, TAKUX KaK JINXOPAJKa, OIyXaHUE
’Kelle3, YyBCTBO CJIa0OCTH, TOJIOBOKPY)KEHHE, OJBIIIKA, KPOBOMOJITEKU WIIU
KO’KHasi CBIIIb OJHOBPEMEHHO WM C HEOOJBIION 3aJepiKKOH, HEeMEeIJIEHHO
o0OpaTuTech K Bpauy.

J1o mpumernenus Bam nmpenapara bucenron 480 0013aTe1bHO COOOIIMTE BpaUy:

ecn y Bac CKIIOHHOCTB K aJIeprHYeCKUM PEaKIHSIM;

- ecnu y Bac qumarHocTpoBaHO HapylieHne (YHKIUU IUTOBUIHOH JKEIe3bl;

- ecnu y Bac OponxuanbHas acTMa;

- ecmu 'y Bac pmepunmr ¢onmeBoit kucnoTel. Bam Bpad MokeT Ha3HAYHTh

IMPOBCACHUC aHAJIN3a KPOBH,
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- eciu y Bac |-1I Tpumectp 6epemeHHOCTH;

- ecru Bl ONHOBPEMEHHO TpUMEHsETE TMpenaparbl Il  CHIDKEHUS
MTOBBIIIIEHHOTO apTepUaIbLHOTO TaBJICHUS (MHTUOUTOPHI
aHTUOTCH3WHIIPEBpaIIaomero ¢QepMeHTa, OJIOKaTOpbl aHTHOTCH3WHOBBIX
pEIenTOpPOB), MOYETOHHBIC TperapaThl (KamuiicOeperammue TUypEeTHKN) U
TOPMOHATBHBIN TIpenapaT NpeaHNU30JI0H;

- ecnu y Bac BbIsIBICHBI 320071€BaHMs IEUCHH;

- ecau y Bac BoisiBneHo 3aboneBanue novek. Bamr Bpay OygeT KOHTPOIUPOBAThH
(GYHKITUIO TTOYEK W KOHIICHTPAIUIO Kalusl B CBIBOPOTKE KPOBH;

- ecnu y Bac ankoronusm;

- ecau y Bac uepenHo-Mo3roBas TpaBma Wi 3a00J€BaHUs TOJIOBHOTO MO3Ta;

- eciu Bo3pacT Bamero pebenka ot 3 ner;

- ecyid Bbl MOXKUJIOM YEJIOBEK.

JdeTn 1 moapoOCTKHU

He npumensiite npenapar bucenron 480 y nereit B Bo3zpacte 0 10 3 siet no BceM
[OKa3aHUsM, KpOME JIEYEHUS] U MNPOPUIAKTUKM ITHEBMOHHUH, BbI3BAaHHOMN
Pneumocystis jirovecii, BcrmeactBue pucka Hed()PEKTHBHOCTH W BEPOSTHON

HEe0E30MaCHOCTH, MOCKOJIBKY 3(P(EKTUBHOCTh U O€30IaCHOCTh HE YCTAHOBJICHBI.

JlaGopaTopHble ncc/ie10BaHUSA

[Ipenapar bucenton 480 MOXET BIUATb Ha PE3yJbTaThl HEKOTOPBIX
Ta00paTOpPHBIX HCClIeoBaHUM (aHanu30B KpoBH). Eciau Bam mnpencrout
NpOBEJCHNE J1a0OPATOPHBIX HCCIENOBAaHUM, MPEAYNpPEeAUTe METUIUHCKUN

MEepPCOHAJI, O IPUMEHEHUHU JaHHOTO Mpernapara.

JApyrue npenapatbl u npenapar bucenrou 480
Coo0muTe JieyanieMy Bpady O TOM, YTO BbI npuHUMaeTe, HEAABHO MPUHUMAIH

WM MOXETe HauaTh MPUHUMATh KaKue-Iu0o Apyrue mpenapaTsl. ITO CBA3aHO C
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TeM, 4yTo mpenapar bucenton 480 MoxeT oOka3aTh BIMSHME Ha JCWUCTBUE
HEKOTOPBIX IpernapaToB, a JApPYyrue Mpernaparbl MOTYT BIMATh Ha JEUCTBUE
npenapara bucenroi 480.

CoobmuTe JnevameMy Bpady, eciad Bbl mpuHuMaere KakoW-nubo U3

MCPCUNCIICHHBIX HUIKC ITPCIIaAPaTOB:

amMuomapoH u goderunua  (MPUMEHSIOTCS AJiA  JICYCHUS HapyLICHUS

CepACYHOro puTMa (apUTMHUN));

- aMaHTaJuH (MpUMEHSETCS I JICYeHHUs] BUPYCHBIX MH(MEKIHM, a Takke Mpu
neyenuu 6one3nu [lapkuHcoHa);

- MEMaHTUH (NpUMEHsAeTCS JUIsl JIeYeHUs MPUOOPETEHHOTro CiaboyMus
(memeHuMK) 1 00JIE3HU AJBLITEMEpa);

- QHAJIOTH HYKJICO3U 0B (JJAMHUBYAMH | Jp.) (MpUMEHSIOTCs 1s ieueHust BUY u
remarura B);

- TakJIUTaKcen (mpemnapat JJis JISYEHUsI OHKOJIOTHYECKHUX 3a00JIeBaHU M );

- JancoH (mpemeHsieTcs nsl JiIedeHUsT HH(MEKUHUOHHBIX M Tapa3uTapHBIX
3a00s1eBaHUl);

- penarivHul, TUOTJIUTA30H, POCHUIJIMTA30H, TIMOCHKIAMUJ, TJIMKIA3u/I,
rnu3u; (MPUMEHSIOTCS IS JISYCHHS caxapHoTro auabera 2 Tuma);

- Tpenapatbl TPYNIbl KyMapuHOB: BapdapuH, aneHokymapos (cpeactsa
PACTUTENBHOTO TPOUCXOXKIEHHUSA, CIOCOOCTBYIOT CBEPTHIBAHUIO KPOBH U
MOBBILICHUIO TOHYCA BEH);

- (enuToMH (mpenapar s JICUEHUS SIUJIETICUN);

- MepopalibHble KOHTpPAUENTUBbl (IPUMEHSIOTCA [  NPeAYyNpexACHUS
OepeMEHHOCTH );

- HMHAOMETalUH (IpUMEHSeTCs AJIs JIEYEHUS] BOCTIAIUTENbHBIX 3a00JI€BaHni );

- JUTOKCHH (pUMEHsETCs AJIs JIeueHus 3a00J1eBaHuil cepana);

- TaKpOJUMYC, a3aTHONPUM (TpenapaThl, TPUMEHSEMbIE IOCJIE Olepaluu

TpPaHCIUTAHTALIMK JJI1 TPEIOTBPAICHUS] BOSHUKHOBEHHUSI PEaKLUU OTTOPKEHUS

TPAHCIUIAHTATA);
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- MEpKanTomypuH (IpUMEHSIETCS MPU JICUSHUH OHKOJOTHYECKUX 3a00sieBaHUil
KpOBH);

- KJIO3aIuH (MPUMEHSETCS IS JISUSHHsI ICUXMYECKHUX 3a00JIeBaHui);

- MOYETOHHBIE JIEKaPCTBEHHBIE TpenapaThl;

- UHUKIOCHOPUH (TPUMEHSAETCS NJs MOAABICHUS HUMMYHHUTETa TMPU KOXKHBIX
3a00JIeBaHUSAX, PEBMATOUJIHOM apTPUTE U I MPOPHIAKTUKH OTTOPKEHUS
nepecakxeHHOr0 OpraHa);

- MeTOTpekcaT (TmpuUMEHSieTCs [UIsl T[OAABIICHUS HMMYHHUTETa, JICUCHUs
OHKOJIOTUYECKHUX 3a00JICBaHUM);

- MHUpUMETaMHH (IPUMEHSETCS IS JICUCHUS MaJSIPUN );

- TpenapaTthl, MOBBIIIAIOIMINE KOHIICHTPAIMIO Kajus B CHIBOPOTKE KpPOBHU
(MHTUOMTOPBI  AHTMOTEH3MHIpPEBpAINaoIero  gepMeHTa,  OJIOKATOPHI
AHTHOTCH3MHOBBIX PEICNITOPOB, KauiicOeperaromue IuypeTiku (Hampumep

CIIMPOHOJIAKTOH) U IPETHU30JIOH).

BepeMeHHOCTD M Tpy/IHOE BCKAPMJIMBaHUE

Ecau Bel OepeMeHHbI WM KOPMUTE TPYAblO, IyMaere, 4To 3a0epeMeHeNu, Uiu
laHupyere OepeMEeHHOCTh, IMepe] HayaJloM MpPUMEHEHHs Ipernapara
MIPOKOHCYJIBTUPYWUTECH C JIEYAIM BPAYOM.

B I-II tpumecTpe OepemennocTu brucenTon 480 MOXHO MPUMEHSTh TOJIBKO MOCIIE
KOHCYJIbTALIMM C JIEYallMM BpadyoM, KOTJ1a Bpad OLICHWII, YTO OXKHUAaeMasi 1oJib3a
OT NMPUMEHEHUS MpernapaTa NpeBOCXOAUT BO3MOXKHBIN PUCK IS TI0/A.
[Ipumenenue npenapara B |l TpumectTpe GepeMeHHOCTH TPOTUBOIOKA3AHO.
Eciun Bl kopmute pebeHka rpyabio, coobmmTe 00 3ToM Bamemy nedamemy

Bpayy, U Bpad pELIUT BOMPOC O MPEKPAIICHUU IPYJHOTO BCKAPMIIMBAHUSL.

YupasJ/ieHre TPAHCIIOPTHBIMHU CPeACTBAMH U PadoTa ¢ MeXaHU3MAMU
Ko-Tpumokcazon (cynbpaMeTrokca3os + TPUMETONPUM) HE OKa3bIBAET MPSIMOTO

BJIUSIHUS HAa CIIOCOOHOCTH YIPABJISATh TPAHCIOPTHBIMHU CPEICTBAMHU U PaboTy C
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MEXaHM3MaMu. Tem He MCHCC, IIPpHU IIPHUMCHCHUU IIpCIiapaTa MOTYT Pa3BUTLCA
HCXKCIIATCIIbHBIC PCAKIINN, KOTOPBIC MOTYT ITOBJIUATH (I/IHOI‘I[a 3Ha‘{I/ITeJIBHO) Ha

naHHbIe criocoOHOCTH (CM. pasnen 4).

IIpenapar bucentos COAEPKUT NPONMUWICHIJIMKOJb, ITAaHOJ (CHUPT) U

HATpUil

- B cBs3u ¢ copeprkanueM nponuiaeHriykods (2,1 v B 5 mun), npenapat bucenTon
480 MOKeT BbI3bIBATH CHMIITOMBI, CXOXKHE C IPUEMOM aJTKOTOJIS.

- Ilpenapat bucenron 480 conepxut 12,4 % 06. atanona 96 % (cnupra) B 5 M
(500 mr/5 mu), uro sxBuBajgeHTHO 11,88 M1 muBa unu 4,95 MJ1 BUHA Ha J103Y.
D710 BpeaHO I JKLl ¢ ankoroau3MoM. CoaepikaHue ajKoroyis He0OXOIUMO
YUUTHIBATH MPU MPUMEHEHUH Y O€PEMEHHBIX JKEHILUH, JETEH U JIUI] U3 TPy
BBICOKOTO pPHCKa, TaKMX KaK TMalWeHThl ¢ 3a00JEBaHUAMH TICUCHH W
SIWJIECTICUE.

- IIpenapar bucenron 480 coaepxut 1,5 Mmoins (wm 34,5 mMr) Hatpust Ha 5 M.
HeoOxoaumo  yuuThIBaTH TAIlMEHTaM, HAXOASAIIMMCS HAa JUETE C
OTrpaHUYCHUEM MOCTYIUUICHUS! HATPHUSL.

[lepen mpumeHeHweM mpenapat HeE0OXoIuMO pa3BoauTh. Ecmu pactBop,
KOTOPBIM HCIHONB3YETCs JJIsl Pa3BEICHUsI Ipernapara COJCPKUT HATPUM,
HEO0OXOJAMMO YUUTHIBATH 3TO MPHU NepecueTe o01Iero KoauyecTra HaTpus. s
MOJIydeHHUs] TOpOoOHON WHGOPMAIK O COICpPKAaHUU HATpUs B PacTBOpE,
MCIIOJIB3YEMOM JIJISl pa3BeJICHUs MIpenapara, cieayeT IPOKOHCYIbTUPOBATHCS

C BpauoM.
3. Ilpumenenue npenapara bucenroJ 480
Bcerna npumensiite npenapaT B IMOJHOM COOTBETCTBUM C PEKOMEHAAIUSMHU

Jieqaniero Bpava. [Ipu nmosiBiieHu COMHEHUN MMOCOBETYMTECH C JICUAIIUM BPAYOM.

Pexomenayemasi 103a
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Jlo3a, koTopyro Bam Ha3HayaT, 1 4acToTa BBEJEHHUS J103bl OyAYT 3aBUCETH OT:
* Tuna Bameit nngexnuu;
e Bamero Beca;

* Bamrero BO3pacTa.

B3pocabie:

* Ocmpoie unghexkuyuu

OO6b1YHO IPUMEHSIOT 110 2 ammyJsl (10 mut) kaxabie 12 yacos.

B ciiyyae oueHb TskenbiX HHPEKIMHA BO BCEX BO3PACTHBIX TPYyMIaxX Bpau MOXKET
MPUHSATH PElIeHUEe YBEIUYUTH 103y Ha 50 %.

* ITneemonus, 6b136AHHASL OPOHCHCENOO0OHBIM 2pudom Pneumocystis jirovecii
Jleuenue

N3 pacuera 100 mr cynshamerokcazona u 20 Mr TpUMETONPUMA HA KI' MacChl
TeJa B CyTKHU B 2 WK 0oJiee pa3esieHHbIX 103aX.

IIpocdhunaxmuxa

OOBIYHOE TO3UPOBAHNE B TEUCHUE BCETO BPEMEHHU MOABEPIKEHHOCTH PHUCKY.

* Tokconnazmos

EnmHoro MHEHUS OTHOCUTENBHO HanOO0JIee TPUEMIIEMOM TO3UPOBKHU JIJIS ICYCHUS
WM TPOPWIAKTUKA JTAHHOTO COCTOsSHUS HeT. Pemenue OyaeT mpuUHUMATh
Jeyanuid Bpad Ha OCHOBAHMM KIMHMYECKOW MpakTUkW. JJisi mpoQuiIakTHKU
MOTYT  TPUMEHATHCS  JO3UPOBKH, TOKa3aHHBIE I  NPOQUIAKTHKU

HHGBMOHHCTHOﬁ ITHCBMOHHNH.

IIpuMeHeHMe y AeTeH M MOAPOCTKOB
Ocmpule ungexyuu

Jlemu 6 eozpacme om 12 0o 18 nem

Pexum A03UPOBAHUA COOTBETCTBYET PCIKUMY NO3UPOBAHHA Y B3POCIIbIX.

Jlemu 6 6ozpacme om 3 00 12 nem

U3 pacuera 30 mr cynbhamerokcaszona u 6 M TPUMETOIIPUMA Ha KI' MacChl Tena
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COOTBETCTBYET SKCNEPTHOMY OTYETY
o1 10.01.2024 N= 162
(NOCNEOQCBATENBEHOCTL 0002)

B CYTKH, B 2 BBEJICHUS.
Cxema noszupoBanus npemnapara bucernron 480:
— JIE€TH B BO3pacTe oT 3 A0 5 neT: 2,5 M kaxple 12 yacos;
— JeTH B Bo3pacte oT 6 10 12 jet: 5 mut kaxaeie 12 gyacos.
B cnydae odenp Tsokenbix HHGEKIHI BO BCEX BO3PACTHBIX TPYIAX 1036 MOYKHO
yBenuuuTh Ha 50 %.
JleueHune cnenyeT NpoOBOAUTH B TEYEHNE KAK MUHUMYM IISITH THEW WA B TEYEHUE
JIBYX JTHEH TOCJIC NCYE3HOBEHUSI CHMIITOMOB 3a00JI€BaHNUS.
Jleuenue u npocghunaxmura nneemonuu, vizeannoi Pneumocystis jirovecii

Jemu 6 sozpacme om Q 0o 18 nem

PexuM 103upoBaHUsl COOTBETCTBYET PEXKUMY JO3ZUPOBAHHUS Y B3POCIIBIX.
Toxconnazmos

Jlemu 6 eo3pacme om 3 0o 18 nem

Pexum A03UPOBAaHUA COOTBETCTBYET PCIKUMY NO3UPOBAHHA Y B3POCIIbIX.

Ecau y Bac ecth npo0JiemsI ¢ moukamu, Bam Bpau Mmo:ker
* Hasnauuth 60J€€e HU3KYIO 103y Mpenapara.
* Hasnauuth aHanmu3 KpOBH, YTOOBI MPOBEPUTH, NEHUCTBYET U Tpernapar

JOJHKHBIM 00pa30oM.

IIyTh 1 (Wn) cnocod BBeAeHUA

BHyTpuBEHHO KanenbHO.

JlaHHBIN TIpenapaT MOXKET BBOJIUTHCS TOJIBKO MEIUIIMHCKUMHU CHIEIIUATUCTAMH.
NHCTpyKIuss 10O OPUTOTOBICHHUIO JIEKAPCTBEHHOrO  IIpemapara  Iepen

IMPUMCHCHUEM IIPCACTABJIICHA B OTpBIBHOﬁ YacCTH JIMCTKa-BKJIaJbIIIA.

IIpoxo/KUTEIBLHOCTH TEpanuu
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 10.01.2024 N= 162
(MOCNEOOBATENEHOCTE 0002)

[Tpu ocTphIX HHPEKIUAX JICUSHUE CIeAYET MPOBOIUTH B TCUCHHE KaK MHHUMYM
IATH JHEH WIM B TEYCHHE JABYX JHEH IIOCJI€ HCYC3HOBEHHS CHUMIITOMOB
3a00JIEBAHUSL.

[Tpu TeyeHun MHEBMOHUH, BEI3BAHHOM APOKIKEII0T00HBIM rprboM Pneumocystis

jirovecii xypc Jie4eHust He JOJDKEH NpeBbImaTh 14 qHel.

Ecan Bbl npumenusiun npenapara bucenros 480 0oJibiue, yem ciiea0Bajio
[Tocne mpumeHeHus: OOJbIIEH, YeM peKOMeHAyeMas J03bl IperapaTa MOTYT
MOSIBUTHCSI TOUIHOTA, pPBOTA, Juapesi, ToJIOBHAas 00Jib, TOJOBOKPYXKEHUE,
HapyIlIEHUE 3PEHUS.

bucenton 480 BBOIUTCA MEAULIMHCKUM MIEPCOHAIOM, TIO3TOMY MPEACTABISAETCS
MaJIOBEPOSITHBIM, UTOOBI MAIMEHT MOy OOJIBIIYIO 03y Ipernapara, ueM ObLIo
Ha3HAYECHO.

Ecin Bbl cuurtaere, 4yTo MNOJYyYMSIM CIMIIKOM OOJBIIYyIO J03Yy Mpernapara,
coo01IuTe 00 ITOM Bpady WM MEIUIIMHCKOU cecTpe. MeauImHCKuil mepcoHant

IIpUMCT aICKBATHEIC I[GﬁCTBH?I.

Ecau Bol 3206111 npuMeHnTh npenapat bucenro 480

bucenton 480 BBOOUTCA MEIUUMHCKUM MEPCOHAIOM, ITOATOMY MajOBEPOSITHO,
9yTOOBI MAIMEHT MPOITYCTUI Ha3HAYEHHYIO J103Y JIEKApCTBEHHOIO Mpernapara.
Ecnu Bel cumTaere, 4yTO HE MOJYyYWIM HA3HAYEHHYIO 103y JIEKAPCTBEHHOTO

npernapara, coo0muTe 00 TOM Bpady WM MEIUIIMHCKOU CECTpE.

[Ipyr BOBHMKHOBEHUU JONOJIHUTEIBHBIX BOIIPOCOB 10 MPUMEHEHUIO Pernapara,

oOpaTuTech K JevarieMy Bpady Wid MEIUIIMHCKOU cecTpe.

4. Bo3MokHbIEe HexkeJlaTeJIbHbIE peaKkuuu
[TogoOHO Bcem JIeKapCTBEHHBIM IpenaparaM, JaHHBIM Mpenapar MOXKET

BbI3bIBATH HCIKCJIATCIIbHBIC PCAKIIMHU, OAHAKO OHU BO3HHUKAIOT HC Y BCCX.
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COOTBETCTBYET 3KI

oT UL

(nocneno BATEN

Cepbe3Hble HexKelaTeJIbHbIe peaKIuu

HemenyieHHO mnpekpaTuTe NpPUMEHEHHE Ipenapara W o0paTurech 3a
MEIMUIMHCKOI TMOMOIIbI) NPH TOSIBJIEHUM CJIeAYIONIUX HeXKeJaTeJbHbIX
peakuuii:

YacTo — MOTyT BO3HUKATh HE Oojee ueM y 1 uenoseka u3 10:

*  BBIpaKEHHAas KPACHOTA U IIETYIICHUE KOKU, COMPOBOKIAOIIASICST KOKHBIM
3yJI0M, O0Opa3oBaHMEM KOPOYEK M TpEeHMH Ha KOxke (dKC(OoTuaTUBHBIN
JePMaTHUT);

*  KOXHas Chlllb C MOSIBJCHUEM MATEH W/ WM Y3€JIKOB (MakyJomamyJe3Hast
CBINb);

°* KOXHasi Cblllb B BHAE PO30OBbIX Y3€JIKOB HEMNPABUIBLHON (QOpPMBI,
BO3BBIIIAIOIINXCS HAJl TOBEPXHOCTHIO KOXKEH (KOpenoJo0Hasi KO>KHas ChIIIb).
Heuacto — MoryT Bo3HHMKaTh He Oosiee yem y 1 yenopeka u3 100:

*  BHE3alHble, HEMPOU3BOJbHBIE COKPAIIEHHUS MBIIII TeJla U KOHEUYHOCTEH,
HOCSIIINE MPUCTYNOO0Pa3HbIN XapakTep (CyI0pOTH);

*  nuapes (Kuakuid ctyn 3 u 6ojee pa3 B CyTKH, BOZMOXHA TPUMECH KPOBU U
ciu3M), 00Jb B J)KMBOTE MO THUITy CIa3MOB, MOBBIIICHUE TEMIIEpaTyphl Tela —
NpU3HAKW BOCHAJCHUS KHUIIEYHUKA BCIEJACTBUE IpHEMa aHTUOMOTHKA
(nceBqOMEMOpPAHO3HBIN KOJIHT);

*  3yJ, IIOKpPaCHEHHE KOXHU C TIOSBJICHHUEM IIy3bIp€d H  BOJIBIPEHN
(kxpanuBHULA).

OueHb peIko — MOTYT BO3HUKATh He Oosiee yem y 1 yenoseka uz 10000:

*  QJUIEPTHYECKHE PEAKIUH (PEAKLIMH TMIIEPYYBCTBUTEIBHOCTH);

*  orek quua (ryObl, BEKU, HIEKHU) U CIAU3UCTON pTa, MOXKET PaCpOCTPAHATHCS
Ha TOpTaHb, BBI3bIBAs 3aTPYJHEHHUE IbIXaHUS, OXPHUIUIOCTh IOJOCA U JAKOUIUI

KallleJIb, CBUCTALIUE XPUIIbI (AHTHOHEBPOTUYECKHM OTEK);
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COOTBETCTBYET 3KI

oT TU.00 2024 0.
(MOCNEOQCBATENEHOCTE 0002)

*  CBUCTSAIUME XPUIIbI, 3aTPYAHEHHUE JIbIXaHMSI, KPAIMBHULIA, ChIMb, 3y, OTEK
JU1a, 0OMOPOK — IMPU3HAKU OCTPOM ajjiepruueckoil peakiuu (aHapuIaKTOUIHbIS
peaKkiun);

*  JIUXOpaJiKa, KOXKHasg Chllb W 3yJ, O0Jb B CycTaBaX, YyBEJIMYCHHE
TuM(dOY3TI0B, OTEKH JTUIIA U Tesia (CBIBOPOTOUHAsI OOJIC3HB ),

*  ChIllb, Yallle¢ HAa KOXE€ HUXHUX KOHEUHOCTEW, B BUJIC SIPKO-KPACHBIX WJIH
(UONETOBBIX TSATEH, Y3€JIKOB, BUJIMMBIX PACHIUPEHUN MEJIKHX COCYJIOB KOXH,
o0pa3zoBaHKUe KPOBOIOATEKOB WJIM T'€MAaTOM, JINXOPAJIKa U «HEIOMOTaHUE, 00JIb
B CycCTaBax, 00Jib B >KMBOTE, MOSBJICHHE KPOBUM B MOYE WM CTyJe (Iyprypa
[ennein-I'enoxa);

°*  CBIIb HAa KOXXE B BHJE KPYTJIBIX KOJBIEBUAHBIX MATEH C (PHOJIETOBOMA
IEHTPAJIbHOM YacThI0O M PO30BBIM BEHUUKOM, C JIOKAJIM3alMEeH Ha TYJIOBUIIE U
KOHEYHOCTSIX, B TOM YKCJI€ Ha JIAJJOHSAX U CTOMNaX, Ha CIM3UCTOM IMOJOCTH pPTa
(MmynbTHdOpPMHAS 3pUTEMA);

*  JIMXOpaJiKa U «HEJOMOTAHHE», 3aTeM PACHpPOCTPAHCHHAs ChIMIb Ha KOXKE U
CIIM3UCTBIX OO0OJIOUKAaX B BHUJEC MATEH, My3bIpEd, MOKHYIIUX APO3HM, KOPOK
(37m0KauecTBEHHAs dKCCyIaTuBHas sputeMa (cuHapoMm CtuBeHca — J[OHCOHA)
WJIM C YYACTKAMH OTCIIOMKH KOXH (TOKCUYECKUH ANUIepMaIbHbI HEKPOJIU3);

. muxopazaka (>38°C), kKoxHasl ChIllb, yBeIMUeHHE TUM(DOY3JI0B, OTEK JIUIIA,
MopakeHWe TI€YEHU, TIOYEeK U JIPyTMX OpraHoB, TIOBBIIIEHHWE YPOBHS
703WHO(UIIOB, JIEWKOIIUTOB B aHAM3€ KPOBH — TMPHU3HAKH OTCPOUYCHHOMN
aJUIEprUYecKo peakiuy Ha Mpernapar, KOTOpbhle BO3HUKAIOT uepe3 2 u Ooliee
HeJleJb TI0CJIe Hauaja JiedeHUs (JeKapCTBEHHAsl peakius ¢ 303uHOGuUiIueld u
cuctemMHou cumnroMatukoit (DRESS-cunnpom).

Heu3BecTHO — WHCXOJs M3 HMEIOUIUMXCS JAHHBIX YacCTOTY BO3HUKHOBEHMS
ONpPEeEeIUTh HEBO3MOKHO:

e juxopajka (>38°C), Ko)KHasl ChIIb B BUJI€ KOJBIEBUAHBIX, O0JIC3HEHHBIX U

OTEYHBIX OJsIIeK WIM Talyd I[BeTa OT KpPacHOro 0 (PUOJIETOBOrO,
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COOTBETCTBYET SKCNEPTHOMY OTYETY
o1 10.01.2024 N= 162
(NOCNEOQCBATENBEHOCTL 0002)

pacnojararomlmxcs 4amie BCEro Ha KOXKC JIMIa, IICHM M BECPXHUX KOHEUYHOCTEH

(ocTphiit heOpUNTbHBIN HEUTPODUIIBHBIN JIepMaTo3 — CUHAPOM CBHUTA).

Jlpyrue HexeJiaTeJIbHbIE PeaAKIIUA

O4eHb 4aCcTO — MOTYT BO3HUKATH OoJiee yeM y 1 uenoBeka u3 10:

* OTCYTCTBHE alleTUuTa (AHOPEKCHUs).

YacTto — MoryT Bo3HUKaTh He Oosiee ueM y 1 yenoeka u3 10:

* T0JIOBHAs 0OJIb;

* TOIIHOTA, PBOTA;

* TOBBILIEHNE AKTUBHOCTU «II€YEHOYHBIX» ()EPMEHTOB (TpaHCAMHUHA3);

* CBINb, 3y,

* TOBBIIIEHUE KOHIIEHTPAIMU a30Ta B KPOBHU;

* MOBBIIIEHNE KOHIICHTPAIIUH MMOKa3aTess (yHKIUHU MOYeK (KpeaTHHUHA);

* TOBBILIEHUE YPOBHA KaJIUsI B KPOBU (TUIIEPKATIMEMUS);

* TOHM)KEHME YPOBHS HATPUS B KPOBU (TUIIOHATPUEMHS]).

HeuacTo (MoryT Bo3HUKaTh He Ooiiee yem y 1 gemoseka u3 100):

* rpubKoBbIe HHOEKIIUU (KaHIUI03);

* BOCHAJIMUTEILHOE 3a00JIeBaHNE MTEUCHHU (TETATHT);

* MOBBIIICHNE KOHIICHTPAIIUH KETYHOTO MUTMEHTa OUIHpyOHHa;

* HapyuieHue QyHKUIUU MOYeK (ToueyHasi HeI0OCTaTOYHOCTb ).

Penko (Moryt Bo3HUKATh He Oosiee yem y 1 gemoseka u3 1000):

*  HapylleHUS CO CTOPOHBI KPOBU — CHIDKEHHE COJEpKaHMsI O€JIbIX KIIETOK
KpOBU (JIEMKONEHUS), CHIXKEHHE COJEPKaHUs KJIETOK KPOBU — TPaHYJIOIUTOB
(rpaHyOIMTOIIEHNS ), TIOHM)KEHUE COJIEPKAHMSI TEMOTIIOONHA U SPUTPOILIUTOB B
KpOBH (aHEMHUSA);

* HapyLIEHUE CUHTE3a, CEKPELMU U OTTOKA KEIUH (XO0JIECTa3);

* TOHIKEHUE YPOBHSI caxapa B KPOBH (TUIIOTIUKEMHUS);

¢ raJunronuHaIluu, JCIIPECCUsd,
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 10.01.2024 N= 162
(NOCNEOQCBATENBEHOCTL 0002)

* [aTOJIOTUS HEPBHOM cHUCTEMBbI (Hedpomarusi), BKJIIOYas BOCHAJICHUE
nepudepuueckux HepBoB (nepudepuIecKrii HEBPUT) U OLIYIIIEHUE OHEMEHUS
(mapectesuio);

* BOCHAJICHHUE CIU3UCTON 000JIOUYKH MOJIOCTU PTa (CTOMATHUT);

* BOCTQJICHHUE CITU3UCTON 000IOYKHU S3BIKA (TJIOCCHUT);

* TOBBINIEHWE  COJEPKAHMSI  KPUCTAIUIMYECKUX  COJIEBBIX  OCTaTKOB
OMOJIOTMYECKH AKTUBHBIX KHCIIOT B MOYe (KPUCTALTypHs);

* BEHO3Has 00JIb U BOCIaJieHue BeH ((haeour).

OueHb peako (MOryT BO3HHKATh He 0oJjiee yeM y 1 yenoBeka u3z 10 000):

* pe3KOoe YMEHbBIIICHHE COAEP>KaHUs B KPOBHU IPaHYJIOIUTOB (arpaHyJIoIUTO3);

* TOSIBJICHWE B KPOBM  TIOBBIIEHHOTO  KOJIMYECTBA  METIeMOTJIo0MHa
(MeTreMorJIoOnHEeMHUS );

* CHW)XCHHE COJEPIKaHUsS B KPOBH BCEX BUJIOB KJIIETOK KPOBHU (MTAHIIUTOTICHUS );

* TIOBBIIIECHUE COACPKAHUS Y03UHO(PUIIOB B KPOBU (203MHOPUIHSA);

* HapyuIeHUE KOOpIAUHAIMHU ABUKEHUHN (aTakcus);

* BOCIMAaJICHHUE 000JI04KH TOJIOBHOTO Mo3ra (acenTraeckuit
MEHUHTUT/MEHUHI€aIbHasi CAMIITOMATHKA);

* BOCHAJUTENbHOE 3a00JeBaHME CEPJACYHON  MBIMIBI, OOYCIOBIEHHOE
MMMYHHOI peakuuen (aepruyeckuii MUOKapInT);

* J1€30pUEHTAlIUS;

* BOCHAJICHHE COCYAUCTON 000I0YKHU TI1a3a (YBEHT);

* TOJOBOKPYXEHUE;

* [IIyM B yIIax;

* Kaiienb, OJBIINIKA, CKOIUICHHE >XUIKOCTH B JIETOYHOW TKaHW (JIETOYHBIC
UHDUIBTPATHI);

* JKenTyxa Ha (hoHe HAPYIIECHUS OTTOKA JKEITYH (XO0JIeCTaTUYECKAs KEATyXa);

* OTMHUpaHUE TKaHEW MeuyeHU (HeKPO3 MeUYeHN);

* MOBBIIEHWE  YYBCTBUTEJIBHOCTH  KOXH K  COJIHEYHOMY  CBETY

(porocencubunmzanms);
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 10.01.2024 N= 162
(NOCNEOQCBATENBEHOCTL 0002)

* JKM3HEYTPO’XKAIOIIee MOBPEXKIACHUE MBI C pa3BUTUEM OO1Iel crnabocTu,
JTUXOPaJKW, HapyleHrneM (YHKIMHU MTOYeK U OKpalIMBaHUEM MOYHU B KPAaCHO-
KOPUYHEBBIN 1BET (pabaoMuom3);

* BOCHAJUTENIbHOE 3a00JIeBaHNE TTOYEK (MHTEPCTULIMAIBHBIN HEDPUT);

* yBEIMYEHHUE BbIIETICHUS MOUH (YCUIICHUE TUYype3a).

Heu3BectHo (uCXoasi W3 MMEIOMIMXCS JAHHBIX YacTOTy BO3HUKHOBEHUS

ONpEeJEIUTh HEBO3MOXKHO):

* BOCIAJEHHE CTEHKU COCYAOB FOJOBHOTO MO3ra (1epeOpanbHblil BACKYJIHT);

* BOCHAJICHHE CTEHKHU COCYJOB CETUATKH ria3a (peTUHAIbHBIN BaCKYJIUT);

* BOCHAJIMUTENbHbIE 3a00JIeBaHUSl COCYJOB (BacKyJIUT, HEKPOTHU3UPYIOIIUN
BaCKYJIUT, TPaHyJIEMaTO3 C IMOJIMAHTUUTOM, Y3EJIKOBBIN IIEPHAPTEPUUT);

* BOCHAJICHHUE COCYJOB JETKUX (JErOYHBIM BaCKYJINT);

* BOCHAJIMUTENBHBIN NPOLECC MOIKETYT0YHON Keye3bl (OCTPbI NAaHKPEATHUT);

* MOBPEXIEHUE KEIYHOIO MPOTOKA (CHHIAPOM «HCYE3AIOMIETO KEITUYHOTO
IPOTOKAY);

* 0OJIC3HEHHOCTh CYCTaBOB (apTpaITus);

* 00JIE3HEHHOCTb B MBIIIIaX (MUAJITHA).

Coobmute Bamemy Bpauy ecnu y Bac auarnoctupoBana BUY-undexnms, Tak
KaK HEKOTOPbIE HeXKeIaTeIbHBIE PEaKIIMH MOTYT BCTPEYAThCS Yallle U OTIIMYATHCS

10 KJIMHAYECKOW KapTHHE.

Coo01eHue 0 HeKeJIaATeJIbHBIX PeaKIMsIX

Ecom 'y Bac  Bo3HHKalOT  KakWe-TMOO  HEXKENaTelIbHBIE  PEAKIUH,
MPOKOHCYJIbTUPYUTECH C BpauOM WM MEIOULIMHCKOW cecTpou. JlaHHas
PEKOMEHJIAIMSI PACIIPOCTPAHSACTCS Ha JIOObIe BO3MOMKHBIE HEXEIaTeIbHbBIE
peaKkuuu, B TOM YHUCJIE HA HE MEPEUYUCIICHHbIE B JIMCTKE-BKIAAbIIE. Bbl Takxke

MOXKETE COOOIIUTh O HEXKENATeIbHBIX pPEaKIUAX HanpsaMyoo (CM. HUXKE).
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 10.01.2024 N= 162
(NOCNEOQCBATENBEHOCTL 0002)

CooOmrast 0 HeXenaTelabHBIX PeaKIusX, Bbl momoraere Mmoxy4uTh OOJbIe
CBEICHMIA 0 0€30MaCHOCTH Tpernapara.

Poccutickas @eoepayus.

denepanbHas ciiyx0a 1Mo HaJ3opy B cepe 3apaBOOXpaHCHUS

Anpec: 109012, Mocksa, CnaBsiHCKast ruiomap, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DiexTpoHHas moyTa: pharm@roszdravnadzor.gov.ru

Caiit B  MHPOPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON  cetn  «MHTepHEeT»:

https://roszdravnadzor.qov.ru/

5. Xpanenue npenapara bucenrou 480
XpaHuTe npenapar B HEJOCTYIHOM JUJIsl peOeHKa MecTe Tak, YTOObl peOEHOK He

MOT YBUACTD €TO.

He mnpumensiiite »TOT mpenapar IMOCi€ HMCTEUEHUS CpPOKa TOJHOCTH (Cpoka
XPaHEHHMs]), YKa3aHHOIO Ha aMIlyJie U KapTOHHOM MayKe.

JlaToit ucTeueHus cpoka roJHOCTH SIBJISICTCS MOCJICAHUN JCHb JaHHOTO MEcCsIIa.

XpaHuTe B OpUrHHAIbHOM yIakOBKe MpH TeMIiieparype He Boiie 25 °C.

He 3amopaxxuBats!

He BeiOpachiBaiiTe (HE BBUIMBANTE) Mpernapar B KaHAIM3AlMIO. YTOYHUTE Y
pabOTHHMKA anTeKu, KakK CcleayeT YTUIM3UpOBaTh (YHUUYTOXKATh) Mpemnapar,

KOTOpBIi O0JIbIIIE HE MOTpeOyeTcsl. DT MEPHI MO3BOJIAT 3aLUIUTUTD OKPY KAIOIILY IO

cpeny.

6. Coaep:xkuMoe yNaKOBKHU U NMPoYne cBeeHUs

IIpenapat bucenrou 480 cogep:xur:
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 10.01.2024 N= 162
(NOCNEOQCBATENBEHOCTL 0002)

JIeWiCTBYIOIIMM BEILECTBOM SIBJISIETCSI KO-TPUMOKCa3oia (cyibdamerokcazon +
TPUMETOIPHM).

Kaxnapiii Mn koHuentpara coxepxut 80 Mr cymnbdameTokcazona U 16 wmr
TPUMETOIIPUMA.

Kaxnmas ammyma 5 M konmentpara cogepxut: 400 mr cymbdameTokcasona u
80 mr TpuMeTonpuMa.

[IpourMu wuHTpeareHTaMH (BCIIOMOTATEJIbHBIMH BEIIECTBAMH)  SIBISIFOTCS:
MPONMMWJIECHIJIUKOJIb, 3TaHONA 96 %, HATpHsl TUAPOKCH], 3TAHOJIAMHUH, HATpHUs

rugpokcuaa pactsop 10 % no pH 9,5-10,5, Boaa 11 MHBEKIUA.

Buemnuii Bug bucenron 480 u conep:xumoe ynakoBKu

KoHueHTpaT A NpuroToBiIeHUs: pacTBopa it UHPY3Ui.

[Ipo3paynast GecrBeTHas UM CJIETKa KEeJITOBATOTO I[BETA JKUIKOCTb.

[To 5 ma B ammysbl U3 OECIBETHOTO THIPOJIMTUYECKOTO cTekia. Hax mectom
HACEUKM aMITyJibl HAaXOAMWTCS TO4yka Oenoro IBeTa, a TakkKe JIBOMHOE
KOJMPYIOIIEE KOJBLO KEITO-KpacHOro ngera. 11o 5 ammysr momemaroT B 1o IJ10H

i amiryJt w3 [IBX. J/IBa moggoHa B KapTOHHYIO MMAYKY C JIMCTKOM-BKJIA/IBILLIEM.

JlepxaTesib perncTPAMOHHOIO YI0CTOBEPEHUSA U MPOU3BOAUTEIIb
[Tonpira

®apmanestuuecknii 3aBoz1 « I IOJIBOAPMA» AO

ya. [enprmabceka 19, 83-200 Craporapa ['nanbcku

Tenedon: +48 58 5631600

Paxc: +48 58 5622353

AJipec 31eKTpoHHOM ouThl: phv(@polpharma.com
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IIpeacraBuTeib Aep:kaTessi pEruCTPAIMOHHOIO Y10CTOBEPEHUS

3a a000ii nHpopmanueil 0 npenapare, a TAKKe B CJIy4asiX BOSHUKHOBEHMS
NpeTeH3uii, cjeayerT o0pamiaTbCi K TMPEACTABUTENI0 JIep:KaTesid
PerucTpPaluOHHOrO Y0CTOBEPEHHS:

Poccus

AKIHOHEpHOE 00111eCcTBO «XuMuKo-hapMareBTUIECKUMA KOMOUWHAT
«AKPUXWH» (AO «AKPUXIH),

142450, MockoBckasi o6macth, T.0. boroponckwmii, r. Crapas KynaBHa, yi.
Kwupoga, 1. 29

Tenedon/dakc: +7 (495) 702-95-03

Anpec anektponHoi noutsl: info@akrikhin.ru
JIncTok-BKIAABII IepecMOTPEH

[TonpoOHBIE cBemeHuss O Tmpemnapare cojepkarcs Ha BebO-caiite Coro3a

http://eec.eaeunion.org/
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(JIUHUS OTPBHIBA WIIK OTPE3Q)

Caenywomue cBeJleHUs NMpeTHAZHAYEHbI HCKJIHYHUTEIbHO /151 MeIUIMHCKHUX

padoOTHUKOB

bucenton 480, KOHIEHTpaT mJisg NPUTOTOBJICHMUS pacTBopa i UHQY3U,

NpCaHAa3HAUYCH TOJIbKO IJIsI BHYTPUBCHHOI'O BBCACHUSA, U CTO CJICAYCT PA3BOAUTH

HCTIOCPCACTBCHHO IIEPCA IPUMCHCHHNCM.

[Tocne BBenenus npenapata bucenron 480 B pacTBop AJig UHDY3UI MOTYyUYEHHYIO
CMeCh HEOOXOMMO SHEPTHYHO BCTPSIXHYTH C IEJIhIO TTOJIHOTO CMEIITUBAHMS.
B cnyuae oOHapyskeHuUs ocajika WU MOSBICHUS] KPUCTAUIOB 10 CMEIIMBAHUS WA

BO BpeMsi HH(DY3HUH, CMECh CIEAYET YHUUTOXKUTH U MPUTOTOBUTH HOBYIO.

Pexomenayercs cieayromas cxema paspeneHus npenapara bucenron 480:
1 ammyna (5 mun) npenapara bucenron 480 B 125 mu pacTBopa At uHyY3Hil;
2 ammynsl (10 mut) mpenapata bucenton 480 B 250 M pacTBopa i UHQY3UiA;

3 ammyusl (15 mim) npenapata bucenTos 480 B 500 mu pactBopa 11t HHPY3UH.

JlomyckaeTcsi NpUMEHEHHE CIIETYIOUIMX PACTBOPOB JIsl MHDY3UM 11l pa3BeACHUS
npenapara bucenroi 480:

— 5% u 10 % pacTBOp IIIOKO3BL;

— 0,9 % pacTtBOp HaTpHUs XJIOPU/A;

— pactBop PuHrepa;

0,45 % pactBOp HaTpus xjopuaa c 2,5 % pacTBOPOM TITFOKO3BI.
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[IpuroTtoBnenusiii pactBop Ay uH(y3uii npenapara bucenron 480 He cnemyer
CMEIIMBaTh C JPYIMMH JIEKAPCTBEHHBIMU TpenapaTaMd WIH OTJIWYHBIMH OT

BBIILIECTIEPEUNCIICHHBIX PACTBOPOB JIsI HH(Y3UIA.

CDOK I'OAHOCTH Mpferiaparta Imocjac pa3sBCaACHUA

[Tocne pa3Benenus npemnapara AoKazaHa XUMHAYECKast U (PU3UIECKask CTaOUIHLHOCTD
B TeueHue 6 yacoB npu temneparype 25 °C. C MUKpOOHOIOTHYECKON TOYKU 3PEHUS
pa3BeleHHBIA TpernapaT HEOOXOAWMO HCMONb30BaTh HEMEIJIEHHO TOCHe
npurotoBieHus. Eciu pa3BeneHHbIN npenapaT He ObLI UCIIOJIB30BaH Cpa3y IMOcCIie
IIPUTOTOBJIEHUS,, OTBETCTBEHHOCTb 3a BpPEMS M YCIOBUS XPAHEHUS HECET

noTpeOUTEb.

Cnooco0 npuMeHEHUS

BryTpHBEHHO KanenbHO.
[Ipenapar npegHa3HayeH TOJIBKO JUIsl BHYyTPUBEHHOTO BBEICHUS.
PasBoauTts npemnapar cieyeT HEIOCPEACTBEHHO Mepe] IPUMEHEHUEM, COTTIACHO €

UHCTPYKIIUEH BBIIIIE.

[IpopomxutensHOCT MHPY3UU JOJKHA COCTABIATH MpuMepHO 60-90 MUHYT H
3aBUCHUT OT CTEIIEHU T'HIpAaTalluy NalMEHTA.

Ecnu manueHTy mpOTHBOMOKA3aHO BBEACHHE OONBIIOTO KOJMYECTBA KUIAKOCTH,
JIOTTyCKaeTCsl IpUMEHEeHHe 00Jiee BHICOKOW KOHIIEHTPAIMH KO-TPUMOKCa3oi1a — 5 M
B 75 mun 5% rmoko3bl. [IponokuTenbHOCT Takod WHGY3UM HE JI0JDKHA

npeBbIaTh 60 MUHYT.

Hewncnonb30BaHHBINA pacTBOP CIEAYET BBUIUTD.
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	Листок-вкладыш – информация для пациента
	Если Вы беременны или кормите грудью, думаете, что забеременели, или планируете беременность, перед началом применения препарата проконсультируйтесь с лечащим врачом.
	В I–II триместре беременности Бисептол 480 можно применять только после консультации с лечащим врачом, когда врач оценил, что ожидаемая польза от применения препарата превосходит возможный риск для плода.
	Применение препарата в III триместре беременности противопоказано.
	Если Вы кормите ребенка грудью, сообщите об этом Вашему лечащему врачу, и врач решит вопрос о прекращении грудного вскармливания.
	Управление транспортными средствами и работа с механизмами
	Путь и (или) способ введения
	Внутривенно капельно.
	Данный препарат может вводиться только медицинскими специалистами.
	Инструкция по приготовлению лекарственного препарата перед применением представлена в отрывной части листка-вкладыша.
	Продолжительность терапии
	При острых инфекциях лечение следует проводить в течение как минимум пяти дней или в течение двух дней после исчезновения симптомов заболевания.
	При лечении пневмонии, вызванной дрожжеподобным грибом Pneumocystis jirovecii курс лечения не должен превышать 14 дней.
	Если Вы применили препарата Бисептол 480 больше, чем следовало
	Если Вы забыли применить препарат Бисептол 480
	Сообщение о нежелательных реакциях
	Представитель держателя регистрационного удостоверения
	За любой информацией о препарате, а также в случаях возникновения претензий, следует обращаться к представителю держателя регистрационного удостоверения:
	Россия
	Акционерное общество «Химико-фармацевтический комбинат «АКРИХИН» (АО «АКРИХИН»),
	142450, Московская область, г.о. Богородский, г. Старая Купавна, ул. Кирова, д. 29
	Телефон/факс: +7 (495) 702-95-03
	Листок-вкладыш пересмотрен
	Подробные сведения о препарате содержатся на веб-сайте Союза http://eec.eaeunion.org/
	______________________________________________________________
	(линия отрыва или отреза)
	Следующие сведения предназначены исключительно для медицинских работников
	Бисептол 480, концентрат для приготовления раствора для инфузий, предназначен только для внутривенного введения, и его следует разводить непосредственно перед применением.
	После введения препарата Бисептол 480 в раствор для инфузий полученную смесь необходимо энергично встряхнуть с целью полного смешивания.
	В случае обнаружения осадка или появления кристаллов до смешивания или во время инфузии, смесь следует уничтожить и приготовить новую.
	Рекомендуется следующая схема разведения препарата Бисептол 480:
	1 ампула (5 мл) препарата Бисептол 480 в 125 мл раствора для инфузий;
	2 ампулы (10 мл) препарата Бисептол 480 в 250 мл раствора для инфузий;
	3 ампулы (15 мл) препарата Бисептол 480 в 500 мл раствора для инфузий.
	Допускается применение следующих растворов для инфузий для разведения препарата Бисептол 480:
	 5 % и 10 % раствор глюкозы;
	 0,9 % раствор натрия хлорида;
	 раствор Рингера;
	 0,45 % раствор натрия хлорида с 2,5 % раствором глюкозы.
	Приготовленный раствор для инфузий препарата Бисептол 480 не следует смешивать с другими лекарственными препаратами или отличными от вышеперечисленных растворов для инфузий.
	Срок годности препарата после разведения
	После разведения препарата доказана химическая и физическая стабильность в течение 6 часов при температуре 25  C. С микробиологической точки зрения разведенный препарат необходимо использовать немедленно после приготовления. Если разведенный препарат ...
	Способ применения
	Внутривенно капельно.
	Продолжительность инфузии должна составлять примерно 60–90 минут и зависит от степени гидратации пациента.
	Если пациенту противопоказано введение большого количества жидкости, допускается применение более высокой концентрации ко-тримоксазола – 5 мл в 75 мл 5 % глюкозы. Продолжительность такой инфузии не должна превышать 60 минут.
	Неиспользованный раствор следует вылить.

