COOTEBETCTEYET 3KI(
ot 29.09.2025 N2 24342

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
CYT'AMMAJIEKC BEJI®APM, 100 mr/mi1, pacTBOp JJ1si BHYyTPUBEHHOTO BBEJICHUS.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelcTByrolee BEUIECTBO: CYraMMaIeKC.

Kax b1t Mt pactBopa cogepskut 100 Mr cyrammaziekca (B BHIe CyraMMazeKca HaTpus).
Kaxnprit piakon oobsemom 2 M coaepsxkut 200 Mr cyrammazekca (B BUIE cyraMmmazieKca HaTpus ).

Kaxnpriii gprakon oobemom 5 Mt cogepxut 500 Mr cyramMmmasiekca (B BHJIE CyraMmmajieKca HaTpusi).

BcnoMoratenpHbie BElECTBa, HAJMYME KOTOPBIX HAJI0 YYHUTHIBATH B COCTaBE JIGKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 1)1 BHYTPUBEHHOT'O BBEICHHSI.

[Tpo3paunblii O€CLBETHBIN UITN CBETIIO-KENTHIN pacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHECHHUIO

[Tpenapar CYTAMMAJIEKC BEJI®APM noka3zaH K NPUMEHEHHUIO y B3pOCIBIX U JETeH B

BO3pacte ot 2 10 17 ner.

e VYcTpaHeHHE HEHPOMBIIIEYHOH OJ10Ka/Ibl, BHI3BAHHONW POKYPOHMSI OPOMUOM MIIM BEKYpPOHUS
OpOMHUJIOM Y B3POCIIBIX.

e VYcTpaHeHHE HEHpPOMBIIIEUHOM OJOKajbl, BBI3BAHHON POKYpOHHUS OpoMuaoMm, y AeTedl u
MOJPOCTKOB B BO3pacte oT 2 10 17 ner.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUsI

CyramMmagekc JOJDKEH BBOJIUTBHCS TOJBKO AHECTE3MOJIOTOM WIIM IOJ €ro pyKOBOACTBOM. Jlist

HAOJIOZICHUST 32 CTENEHBIO HEHPOMBIIIIEYHON OJOKaAbl U BOCCTAHOBICHHEM HEHPOMBITIICUHON

MIPOBOJIMMOCTH PEKOMEHAYETCS IPUMEHATh COOTBETCTBYIOINI METOJ MOHUTOPHUHTA.

Pexxum go3upoBaHus

PexomenayeMas 103a cyramMmmaiekca 3aBUCUT OT CTEIEHU HEWPOMBIIICYHOU OJIOKaIbl, KOTOPYIO
HEO0OXOUMO YCTPAaHUTh, U HE 3aBUCUT OT BUJA AaHECTE3UU.

CyramMmmajgexkc MPUMEHSIOT [Jig YCTpaHEHUs OJIOKaibl HEHPOMBIIIEYHOW MPOBOIUMOCTH
1



COOTBETCTEYET .
ot 29.09.2025 Nz 24

k@ﬁ 0 Th 0003)

o o o OB A
pasau4Hou FJ'Iy6I/IHI>I, BEI3BAHHOU POKYPOHUS 61: OMUIOM: EJTI/I'BQ Ol&'l‘/lﬂ-l_@g

Bspocnvie

Yempauenue netipomvlueynon  610Kaovl, 6bl36AHHOU POKYDOHUSL OPOMUOOM UNU  BEKYDOHUSL

OpOMUOOM, 8 CIAHOADIMHBIX KIUHUYECKUX CUMYAUUSIX

Cyrammazekc B 103€ 4 MI/KI peKOMEH/yeTCsl BBOAUTh, KOT/1a BOCCTAHOBJICHHUE HEHPOMBILIIEUHON
IPOBOAMMOCTH  JOCTUINIO YpPOBHS 1—2 TOCTTETAaHMYECKUX COKpalleHul (B pexuMe
nocrreranuueckoro cuera (I1TC)) mocne Onokansl, BBI3BAHHOH POKYpPOHHUS OpOMHIOM WU
BeKypoHus OpomugoM. CpeaHee BpeMs A0 IOJTHOTO BOCCTAHOBJIEHUS HEHPOMBILIEYHON
IPOBOJUMOCTH (BOCCTAaHOBJIEHHME COOTHOLICHMSI aMIUIMTYJl YETBEPTOrO U IEPBOIO OTBETOB B
pexxume yetsipexpaspsaHoit crumyssiiun (T4/T1) 1o 0,9) cocTaBnsier mpuOIU3UTENBHO 3 MUH (CM.
paszzmen 5.1).

Cyrammanekc B J103¢ 2 MI/KI PEKOMEHJYyeTCsl BBOAMTbH, KOTJIa CIOHTAHHOE BOCCTaHOBJICHHE
HEHPOMBIIIEYHOM NPOBOAUMOCTU MoOcjie OJOKajbl, BBI3BAHHOM POKYpPOHHMS OpOMHUAOM WU
BEKYpOHHUS OPOMUIOM, JOCTHIJIO HE MEHEE 2 OTBETOB B PEKUME YETHIPEXPA3PSIIHON CTUMYJISIIIUA
(TOF). Cpennee Bpemst 10 BoccTaHoBieHus: otHomieHus T4/T1 qo 0,9 cocraBiser 0koyio 2 MUH
(cm. pasmen 5.1).

[Tpu npuMeHeHnn peKOMEHJOBaHHBIX J103 CyraMMa/ieKca JUIsl BOCCTaHOBIICHUS] HEHPOMBIIIEYHON
MPOBOAMMOCTH B CTaHAAPTHBIX KIMHUYECKUX CHUTyalusXx Oojee ObICTpOE BOCCTAaHOBIIEHUE
ornomeHust T4/T1 gm0 0,9 mpoMCXOmUT B ciiydae, KOTja HEHpOMBIIIeYHas OJioKaja BBI3BaHA
POKYpPOHHMSI OPOMHJIOM, YEM 10 CPAaBHEHMIO C BEKYpOHHUs OpoMuIoM (cM. paszaen 5.1).

3KCI’I’Zp€HHO€ ycmparnerue HelzDOMblmeqHOl:i 6]10Kaabl, BbI36AHHOU POKVPDOHRUA 6DOML[00M

[Ipy BO3HMKHOBEHHMH HEOOXOAMMOCTH B HEMEAJEHHOM BOCCTAHOBJIEHMM HEHpPOMBIIIECUHOMN
IPOBOAMMOCTH TpuU OJIOKaje, BBI3BAHHOW pPOKYPOHHS OpOMHUIOM, pPEKOMEHIyemas [103a
cyrammMajiekca coctaBisieT 16 Mr/kr.

[Tpu BBenennu 16 MI/kr cyrammajekca yepe3 3 MHUH Iociie BBEACHUs OOIOCHOM 10361 1,2 MI/KT
POKYpOHUsI OpoMHJIa CpeiHee BpeMsi BoccTaHoBIeHHUs oTHOIIeHus T4/T1 o 0,9 cocTaBisier 0koJ0
1,5 mun (cm. pazmen 5.1).

JlaHHBIE O NPUMEHEHMM CYraMMAaJeKca IPHU SKCTPEHHOM BOCCTAHOBJIEHMM HEHWPOMBIIIEYHON
POBOJUMOCTH IpH 0JI0Ka/ie, BHI3BAHHOW BEKYPOHUS OPOMUIOM, OTCYTCTBYIOT.

Ilosmoproe 66eo¢eHe CVZCIMMCI@@CCCI

B nckiounTebHBIX CUTYAlUSIX IPU PEKypapu3aliy B OCIEONEePalMOHHOM eproie (CM. pa3ien
4.4), mocne BBEACHUS CyraMMaJiekca B 103€ 2 MI/KT Wi 4 MI/KT, peKOMEH TyeMas IOBTOpHas 103a
cyrammMaziekca coctasnsier 4 mr/kr. Ilocne BBeneHHs TMOBTOPHOM J03bI Ccyrammajekca
HE00XOIUMO OCYILECTBISATH MOHUTOPHUHT HEMPOMBIIIEYHOU TPOBOJAUMOCTH JJO MOMEHTA ITOJIHOTO

BOCCTAHOBJICHUSI HEHPOMBIIIICYHOU (DYHKITHH.



COOTBETCTBYET 2KCNEPTHI

ot 29.09.2025 N2 24

THoemopnoe ssedenue pokypoHus obpomuoal unu é&;%ﬂgﬂ]'%ﬁigw%lcje: %gglégérmﬂ

1y OTUETY

cyeammaoekca

[IpomexxyTkH BpeMeHH, Yepe3 KOTOPbIe MOKHO MOBTOPHO BBOJUTH MUOPEIIAKCAHTHI, IIPUBEICHbI
B pazzeine 4.4.

Oco0nlie T'PYHOIIbI TAIMEHTOB

Tayuenmuwr nodwcunozo eospacma

[Tocne BBeaeHus: cyraMmaziekca pu Haauuuu 2 orBeToB B pexume TOF ctumynsnuu Ha Gone
0J10Ka/bl, BBI3BAHHOW POKYPOHHSI OPOMHUIIOM, IIOJTHOE BPEMsI BOCCTAHOBIICHUSI HEHPOMBIIIEYHON
npoBogumocTH (otHomeHue T4/T1 mo 0,9) y B3pocasix manueHToB (18—64 roma) cocraBiser B
cpeaHeM 2,2 MUH, y TIOXKHJIBIX MAeHToB (65—74 rona) — 2,6 MUH U y MTAIMEHTOB CTAPUYECKOTO
Bo3pacra (75 sner um Oombiie) — 3,6 muH. HecMoTpss Ha TO, YTO BpeMsi BOCCTAHOBJICHHUSI
HEHPOMBIILIEYHOM TMPOBOAMMOCTH y TMOXKWIBIX IAIMEHTOB HECKOJBKO OoJbllIe, 03Bl
cyraMMajieKkca peKOMEHAYIOTCsI TAaKUe e, KaK U JIJIsl B3POCIIBIX NMAalMEHTOB OOBIYHOM BO3pAaCTHOM
rpynisl (cM. pasnen 4.4).

THayuenmei ¢ Hapywenuem hyHKyuu novex

VY nanuMeHToB C JIETKUM U YMEPEHHBIM HapylleHHeM (YHKIMHU MouYeK (KIMpeHC KpeaTHHHHA >30
u <80 Mi/MMH) cleayeT NPUMEHATb [03bl Ipernapara, PEeKOMEHJOBAaHHBIE MJISi B3POCIHbIX
NAUEHTOB 0e3 HapylleHus: QYHKIUU TTOYEeK.

[TpumeHeHne cyraMma/ieKkca y MalueHTOB C TSHKEIBIMU HapyIIeHUSIMH () YHKIIMH TIOYEK, BKITFOUast
NAallMeHTOB, HAaXOMIMXCAd Ha  reMmoauanuze  (KIupeHc  KpeatuHuHa <30 MuI/MUH)
OpoTHBONOKa3aHo (cM. paszen 4.3). B HacTosmiee Bpems HEIOCTaTOYHO J@HHBIX TI0
0€30MacHOCTH, KOTOpbIE MO3BOJIMIM Obl PEKOMEHJIOBaTh NMPUMEHEHHE CyraMmajeKca y ITou
TPYIIIBI TAIUeHToB (cM. pasnen S.1).

Tayuenmoi ¢ Hapywienuem QyHKyuu neveHu

VY ManueHToB ¢ JETKUM M YMEPEHHBIM HapylleHHueM (YHKIHMU MEeYeHH PEKOMEHIyeMble T03blI
npernapaTta OCTalOTCS TaKUMHU e, KaK U y B3pOCIBIX MAI[MEHTOB, MOCKOJBKY CYraMmajeKc
BBIBOJIUTCSl TJIABHBIM 00pa3oM Moukamu. [3-3a HEZOCTATOYHOCTH JAHHBIX IO MPHUMEHEHUIO
cyraMMajieKca y MalieHTOB C TSDKEIBIMU HapYIHICHUSMHU (DYHKIIMH MEYEHU U B CIIydasix, Korja
HapylmeHHe (YHKIMM T[€YEeHH COMPOBOXKAAETCS SIBICHUSMHM KOAryJoNaTHH, TPHUMEHSTh
CyraMMaJIeKC peKOMEHAYETCS ¢ 0CO00H OCTOPOKHOCTHIO (CM. pazfen 4.4).

THayuenmoi ¢ odrcupenuem

VY ManueHToB ¢ 0KUPEHUEM, BKIJIIOUYasi MAIlMEHTOB C MAaTOJIOTHYECKUM OKUPEHHUEM, PAcUeT J103blI
cyramMMajiekca JOJDKEH OCYILECTBIISATHCS UCX0As U3 (pakTuyeckoit Maccsl Tena. HyxHo ciieqoBaTh
PEKOMEHYEMBIM J103aM, IIPEI0KEHHBIM JIJIsl B3POCIIBIX MMALUEHTOB.

C€TH
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npernapara Jjsl yCTpaHeHHs HEeHPOMBIIIEYHON OJI0Ka Ibl, BEI3BAHHON POKYPOHUSI OPOMHUIIOM, TIPU
nosiBJIEHUHU 2 0TBETOB B peskuMe TOF ctumyrsiumu.

Jlemu om 2 nem u noopocmiu

Jlis ycTpaneHus: HeHpOMBILIEYHON OJI0Ka Ibl, BEI3BAaHHOIN pOKYpPOHHsS OPOMUIOM, B CTaHIapTHOM
KJIIMHUYECKOMU MPAKTUKE Y I€Tel U OJIPOCTKOB (2—17 1€eT) pekoMeHAYyEeTCsI BBOJUTH CYyraMMazIeKC
B 103€ 2 MI/KT (pu Hanmu4uu 2 oTBeTOB B peskume TOF ctumynsum).

Jlpyrue cuTyallMd BOCCTaHOBJIEHUS HEHPOMBIIIEYHOM IPOBOAMMOCTH, BCTpedaroluecs B
CTaHJApTHOM NpaKTHKe, HEe ObLIN U3yUEeHbl, IO3TOMY B 3THX CIy4asX IPUMEHATh CyraMMaJIeKC He
PEKOMEHAYETCS 10 MOTYUYEHUSI TOCIEYIOIINX JaHHBIX.

OKCTpEHHOE BOCCTAHOBJIEHHE HEHPOMBIIIEYHOMN TPOBOJUMOCTH IPU BBEJACHUM CyramMMmajeKca y
nereit oT 2 JeT U NOJPOCTKOB UCCIIEI0BAaHO HE ObII0, M MO3TOMY B 3TUX CUTYALUSIX IPUMEHEHHE
npernapara He peKOMEH]IyeTCsl 10 MOJIy4eHHsI TOCIeAYIOIUX JaHHbIX.

Jlns noBblieHus: TouHOCTH Jo3upoBaHus y nereil npenapatr CYI'AMMAJIEKC BEJI®APM B
nosupoke 100 mr/mit, MoxxHO pa3Bects 10 10 mr/mi (cm. paznen 4.2).

Ilemu 0o 2 nem

NMeercs orpaHM4eHHBINA ONBIT IPUMEHEHUS cyramMmMmaziekca y aerei B Bozpacte oT 30 nHew 110 2
JIET W HET OMbITa IPUMEHEHUs1 y HOBOPOXKJIEHHBIX (10 30 aHeil). B cBA3M ¢ 3TUM NpUMEHEHUE
cyrammajiekca y JaHHOM IpYIIIbI MallMEHTOB MPOTUBOIIOKA3aHO /10 MOTYYEHHSI TOTOTHUTEIbHBIX
KIIMHUYECKUX JaHHbIX.

Crooco0 rmpuMeHeHus

BnytpusenHo.

Cyrammaziekc mpuMeHseTCS BHYTPUBEHHO CTPYWHO B BUJIE OJHOKPATHOU OOJTIOCHON MHBEKIINH,
KOTOpasi BBOAUTCA B TeueHue 10 cexyHl B CHCTeMY JJisi BHYyTPUBEHHOTO BBeICHHUA (CM. pa3aeln
6.6).

[Ipenapar CYTAMMAJIEKC BEJI®APM wmoxer OBITh BBEIEH B OJIHY CHCTEMY s
BHYTPHUBEHHOTO BBEJCHUS BMecTe ¢ WH(PY3HOHHBIMH pacTBopaMu. WHCTpyKIMU 10
MIPUTOTOBJIEHUIO JIEKAPCTBEHHOI'O Mpenapara rnepe npuMeHEHUEM cM. B pazzene 6.6.

4.3. IlpoTuBONOKA3aHNUS

— ['unepuyBCTBUTENBHOCT K CYTaMMAaJIEKCy WX K TIOOOMY M3 BCIIOMOTATEIHHBIX BEIIECTB,
MepEUYUCIICHHBIX B pasjene 6.1.

- Hetu o 2 ner.

— Tspkensie HapymeHUs: QYHKIMH TOYeK (KIUpeHC KpeaTuHuHA <30 MIJI/MUH) W/WITH TIEYSHH.
4.4. OcoOble yka3aHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

Oco0ble yKazaHus
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COIPOBOKIAIOIIETOCS HEHPOMBIIIIEYHOH 0JI0KaI01, PEKOMEHyeTCsl HAOIIOCHHE 32 TTAIIHCHTAMHU
B IIOCJIEONEPALMOHHBINA NEPUOJ Ha MPEAMET pa3BUTHUs HEOJIAronpUATHBIX SIBICHUH, BKIIIOYas
MOBTOPHYIO HEHPOMBIIICYHYIO OJIOKATy.

Monumopune  OvixamenvHoOUu  QYHKYuU 680 6peMs  B0CCMAHOGNIEHUS  HeUpPOMbIUUEYHOL
npoBOOUMOCMU

[TpoBOIUTH MCKYCCTBEHHYIO BEHTHJIAIUIO JIETKUX HEOOXOJMMO 1O TOJIHOTO BOCCTAHOBJICHUS
aJIeKBaTHOT'O CaMOCTOSITENIbHOTO JIBIXaHUS MOCJIE yCTpaHeHHs] HeHpoMbliedHol Onokanbl. Eciu
JaXe MPOMU30IUIO II0JHOE BOCCTAHOBJIEHHE HEWPOMBIIIEYHOM MPOBOJAUMOCTH, JIpyrue
JIEKapCTBEHHBIE MpPENapaThbl, KOTOPbIE MPUMEHSUIMCH B MIEPU- U MTOCIEONEPALMOHHBIN EPUO/IbI,
MOTYT YTHETaTh [bIXaTeIbHYI0 (YHKIHIO, U TO3TOMY MOXET MOTpeOOBAaThCS MPOAJICHHAS
MCKYCCTBEHHAs! BEHTUJISILUA JIETKUX.

Eciu mocne skcrybanuu TOBTOPHO pa3BUBAETCs HeWpoOMbIleyHas OJ0Kajna, HEoOXOAUMO
BOBPEMsI 00€CTIEUUTh a/ICKBaTHYIO BEHTUIISILIUIO JIETKUX.

Brusanue na cemocmas

B wuccnenoBanusix Ha A00poBoNbLIaX O3Bl cyrammajzekca 4 mMr/kr u 16 MI/Kr BbI3bIBAJIU
MIPOJIOHTALIUIO CpeIHEMAaKCUMAaJIbHBIX 3HaYEHUU aKTUBUPOBAHHOIO YaCTUYHOIO
TPOMOOIIJIACTUHOBOTO BpeMeHH Ha 17 u 22 % COOTBETCTBEHHO, a 3HAYEHUsI IPOTPOMOMHOBOIO
Bpemenu (MHO — wmexayHapogHoe HOpMalM30BaHHOE OTHomieHue) — Ha 11 uw 22 %
COOTBETCTBEHHO. JlaHHAs OrpaHWYeHHas NPOJIOHTAllMsl AKTUBUPOBAHHOIO YacCTHYHOIO
TPOMOOIIACTUHOBOTO BpeMEeHM M MpoTpoMOuHOBoro BpemeHn (MHO) mmena kpaTkocpodHBbIHf
xapakrep (<30 muH).

Ananu3 xkauHuYeckor 6a3bl gaHHbIX (N=3519) mokasai, 4yTo KJIMHUYECKH 3HAYMMOTO BIIHSHUS
cyrammajiekca, MpuMeHsIeMOro B BHI€ MOHOTEPANUU WX B KOMOUWHAIIMU ¢ aHTHKOATyJIsSHTaMHU,
Ha YacTOTY MepH- WIN NOCIEOoNepallMOHHBIX KPOBOTEUCHUI HE HaOJII0JaJI0Ch.

B nccnenoBanuu ¢ yuactuem 1184 manueHToB, MOABEPIIINXCS XUPYPrU4€CKOMY BMEIIATEIbCTBY
U MOJIYYaBIIUX COMYTCTBYIOMIIYIO TEPAINIO aHTUKOATYJITHTaMHU, HA0II0AaJI0Ch HE3HAYUTENIbHOE U
TPAH3UTOPHOE MOBBIIIEHNE AKTUBUPOBAHHOI'O YAaCTHYHOTO TPOMOOIIACTMHOBOI'O BPEMEHHU H
npotpombuHoBoro Bpemenu (MHO), cBsizaHHOE C MPUMEHEHUEM CyraMMajeKca B JO3HPOBKE
4 Mr/KT, KOTOpPOE HE MPUBOJINJIO K MOBBIIIEHUIO PUCKa KPOBOTEUEHUS IO CPABHEHUIO C OOBIYHBIM
JICUEHUEM.

B skcniepumenTax in Vitro 6pu10 00HApYKEHO JOMOJIHUTEIBHOE YBEIHMYCHNUE aKTHBHPOBAHHOTO
YaCTUYHOTO TPOMOOIUIACTUHOBOTO BPEMEHHM U MPOTPOMOMHOBOTO BPEMEHH NPH MPUMEHEHUHU
cyramMmmajiekca C aHTaroHuctamu BuTamuHa K, HeQpakuMOHUPOBAHHBIM TEMAPUHOM,

HU3KOMOJIEKYJISIPHBIMM ~ Te€TlapuHaMH, pHUBapokcabaHoM u jaburatpaHoMm. IlpuHuMmas Bo
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YaCTUYHOTO TPOMOOIUIACTUHOBOTO BPEMEHHM M IMPOTPOMOMHOBOTO BPEMEHH, BBI3BAHHOTO
cyraMMajZiekcoM (B BHAE MOHOTEpalmMM WM B KOMOMHAMM C  BBIIICYKAa3aHHBIMHU
AQHTUKOATyJITHTaMU ), MaJIOBEPOSATHO, YTOOBI CYIraMMaJIEKC YBEJIMYUBAJ PUCK KPOBOTEUECHUH.
[TockonbKy pUCK BO3HMKHOBEHHUS KPOBOTEUEHHS HE M3y4yalICsl CUCTEMHO IIPU BBEJIEHHM Ooiiee
BBICOKMX, 4YeM 4 MI/KI /103, cyramMmajeKkca, MOoKa3aTeld KOaryJslHH CIEAyeT TIIATeIbHO
KOHTPOJINPOBaTh B COOTBETCTBHM CO CTAHJAPTHOW KIMHUYECKOW IIPAKTUKOW y ITALIUEHTOB C
JUArHOCTUPOBAaHHBIMU KOAryJONAaTHsAMHM W Yy IAalMEHTOB, NPUHUMAIOIINUX AHTUKOATyJISHTBI U
CyraMMajiekc B 03¢ 16 Mr/kr.

VY manueHTOB, MOJYYaBIIUNX CTAaHIAPTHYIO MOCTONEPANMOHHYIO MPO(PHIAKTHYIECKYIO TEpaIuio
AHTUKOAryJssHTaMu, (apMaKOJUHAMUYECKOE B3aUMOJCHCTBHE HE MMEIO KIMHUYECKOTO
3HaueHus. ClieyeT NposBISITH OCTOPOXKHOCTh IPU INPUMEHEHUU CYraMMaJeKca y MalUeHTOB,
IOJIyYaIOIUX TEPAlMI0 AHTUKOArYJSIHTAMHM WIN IIOJy4aBIIMX €€ paHee. 1IoBbIIEHHBIN pHUCK
Pa3BUTHS KPOBOTEUYECHUI MOKET HAOIIOIAThCS Y CICTYIONNX MAIlMEHTOB:

— C HaCJIEJCTBEHHBIM AeduunToM BuTaMuH K-3aBUCHMBIX ()aKTOPOB CBEPTHIBAHUS KPOBH;
— C KOaryJjonaTusMy B aHaMHE3€;

- ¢ npou3BoAHbIMU KymapuHa 1 MHO Bbiue 3,5;

- MPUHUMAIOIINX aHTUKOATYJISIHTHI U CyTraMMaieKce B 7i03e 16 MI/Kr.

Ecnu npuMeHeHne cyrammajiekca Be€ ke He00X0MMO, TO @HECTE3HOJIOT JJOJKEH OLIEHUTD OJIb3Y
IIPUMEHEHHUS CyTaMMaJIeKca U PUCK Pa3BUTHS KPOBOTEUEHMSI, IPUHUMAs BO BHUMAHNE Pa3JIU4HbIE
¢dakTopbl (KpOBOTEUYEHMsS] B aHAMHE3€, BUJ XUPYPrUYECKOrO BMeELIATENbCTBA). Takxke Yy
NAIMEHTOB, BXOASAIIUX B TPYIIY PUCKA Pa3BUTUS KPOBOTEUEHUHN, HEOOXOAMMO KOHTPOIUPOBATh
napaMeTpsl TEMOCTa3a U CBEPTHIBAEMOCTH KPOBH.

Bo3zobnosnenue netipomviueyHotl 610kaovl

B xnuHMYecKUX MCCleA0BaHUAX C yYacTHEM MAlMeHTOB, MOJyYaBIIUX POKYPOHHUS OpOMU WIH
BEKYpOHUs OpOMHU/I, TPH IPUMEHEHUN CyTraMMaJleKca B 103€, MOKa3aHHOM /Ui COOTBETCTBYIOLIEH
rIyOuHBI HeWpoMbledHor Omokaabl (N=2022), yacTtoTa BO30OHOBIEHUS HEPBHO-MBIIIICUHOM
0J10Ka/1bl, KOTOPAast OLEHUBAIACH C IIOMOIIbI0 MOHUTOPHHTA HEUPOMBIIIICUHOM TPOBOAMMOCTH UITH
KJIIMHUYECKUX NaHHbIX, cocTaBisia 0,20 %. IIpumenenue 03 HUXKE, YeM PEKOMEHJIOBAHHBIC,
MOKET MPUBECTH K YBEIMYEHHIO PHCKAa BO300OHOBIIEHUS HEMPOMBIIIEUHON OJI0Kaapl mocie
NEPBUYHOTO BO30OHOBJIEHUS HEWPOMBIIIEUHOW MPOBOJUMOCTH U MOITOMY HE PEKOMEHIYeTCs
(cM. pazzmen 4.2 u pazzaen 4.8).

IIpomedicymku epemenu, uepe3 KOMopvle MOICHO NOGMOPHO 8800UMb MUOPENAKCAHMbL NOCTIE
80CCMAHOBICHUS HEUPOMBLULEYHOU NPOBOOUMOCIU C NOMOWBIO CY2amMMadeKca

[ToBTOpHOE BBEIECHHE POKYpPOHHsI OpOMHIAa WM BEKYpOHUS OpoMHUAa IMOCIE MPUMEHEHUS
6
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cyramMajiexca (10 4 MI/KT) BO3MOKHO 4epe3 I :ny}omn%b}}cg&; : ELJ;I;)%QE}H&T: CTb 0003)
MuHUMAaJIbHBIT NPOMeKyTOK | MuopeJaKcaHT U 1032 I BBeIeHUsl
BpeMeHH
5 MuH 1,2 MI/KT poKypoHHs OpomMHIa
44 0,6 wr/kr pokyponuss Opommma wm 0,1 wMr/kr
BEKYpOHUs Opomuia

[Tpu BBeneHnH pokypoHusi OpoMuza B 1o3e 1,2 mr/kr B TeueHue 30 MHUH 1ociie BOCCTAaHOBJICHUS
HelpoMmbIleyHOM mpoBoguMocTH oA aeiictBueM mnpenapata CYT'AMMAJIEKC BEJI®APM
MOBTOPHOE BO3HUKHOBEHHE HEUPOMBIIIEUHON OJOKaabl MOKET BO3HUKATh C 3aJEP>KKOMN
OpUMEpPHO 10 4 MUH, U TPOJOHKUTEILHOCTh HEMPOMBIIIEUHON OJIOKaabl MOXKET COKPAaTUTHCS
npUOIU3UTENBHO 10 15 MUH.

OcHOBBIBasACh Ha (PAPMAKOKHHETHIECKON MOIEITH, IPOMEXYTOK BPEMEHH, Yepe3 KOTOPHI MOXKHO
NOBTOPHO BBOJUTH 0,6 MI/Kr pokypoHusi o6pomuaa win 0,1 MI/Kr BekypoHusi Opomuaa mocie
MPUMEHEHUS CyraMMajJieKca MaldeHTaM C JIETKUMHU WU CPEAHMMH HapyHIeHUSMH (QYyHKIUU
MOYeK, JOJHKeH cocTaBiATh 24 4. B cmyuae ecnu TpeOyercs Ooiiee KOPOTKHUN MPOMEKYTOK
BpPEMEHH JUIsI BO30OHOBIICHHUSI HEHPOMBIIIEYHON OJOKazbl, 1032 POKYPOHHs OpoMHIa IOJDKHA
COCTaBJIATh 1,2 MI/KT.

IlosmopHoe 68edeHue poKYypoOHUs OpoMUOA UNU BeKYPOHUA OpomMuda nocie HemeoleHHO20
yempaneHus neupomviueynolu o1oxkaovl (16 me/ke cyeammadexca)

B penkux ciydasx, Korma HEOOXOIMMO HEMEIJICHHOE YCTpaHEHHE HEHpPOMBIIMIEYHOTO OJIoKa,
PEKOMEHAYEMBI TMPOMEXYTOK BpEMEHH /IS IOBTOPHOTO BBEICHUS MHOPEIAKCAHTOB
cocrtaBmsieT 24 u.

Ecnu Bo3HMKaeT HE0OXOAMMOCTh B HEHPOMBIIIEYHON OJI0Kaae A0 UCTEUEHHs] 3TOr0 BPEMEHH,
JIOJKHBI TPUMEHSITHCSI HECTEPOUIHBIE MUOPEIIAaKCAHTHI.

Hauano neiicTBus nenoyisipu3yrOIIEr0 MHOpETaKCaHTa MOXXET OBITh 0ojiee MEIJICHHBIM, YeM
MpeJoiaraeTcs, BCJASACTBHE TOTO, YTO 3HAYUTENbHAS YacTh MOCTCHHANTUYECKUX HUKOTHHOBBIX
PELEenTOPOB MOXKET OBITH BCE €I11e 3aHATa MUOPEIAKCAHTOM.

Hapywenue ¢pynkyuu novex

Cyrammanekc He pEeKOMEHAyeTcs K MPUMEHEHHI0 Y TAIMeHTOB C TSDKEIBIM HapyIIeHHEM
NOYEYHO! (PYHKIIMH, B TOM YHCJIE Y MALMEHTOB, KOTOPBHIM HEOOXOANMO MTPOBEACHUE HaTN3a (CM.
pazgen 5.1).

Bzaumooeticmeus, 0o6ycnosiennvle OnumenvHbim Oeticmeuem poKypoHUus Opomuoa Uiy 6eKypoHUs.
opomuoa

B ciydae mpumeHeHus1 B MOCTONEPAIIMOHHOM TEPUOJE MPENapaToB, MOTEHIIUAIBLHO BIHMSIOIINX
Ha HEHPOMBINIEYHYIO OJIOKaay, CcileayeT oO0paTUTh o0co00oe BHUMAaHME Ha BO3MOXKHOE

BO300HOBJICHUE HEHPOMBIIICUHOMN OJIOKAIBI.
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MY OTYETY

BEKypOHHUs OpOMU/Ia Ha CITMCOK MPenapaToB, KOTOPHIE HOTEHIIMPYIOT HEHPOMBIIICYHYIO OJIOKaTy.
Ecnmu naOmionaercs BO30OHOBIIEHHE HEWPOMBIIIEYHONH OJOKaabl, MOTYT MNOTpeOOBaThCA
UCKYCCTBEHHAS BEHTHJISIHS JISTKUX M TOBTOPHOE BBEJICHUE CYyraMMaJIeKca.

Wudopmanuss 0 Jpyrux BO3MOXKHBIX THIAX B3aMMOJCHCTBHS (110 THITY CBSI3BIBAHHS HIIU
BBITECHEHUS) IIPE/ICTaBIICHA B pa3jene 4.5.

Tlosepxnocmuas anecmesus

Korna BoccTaHOBICHHE HEHPOMBIINICYHOH MPOBOJUMOCTH MPOBOJIWIOCH HAMEPEHHO B XOJE
aHecte3un (BO BpeMsl KIMHHYECKUX HCCICIOBAHMUN), U3pElKa OTMEUAINCh TPU3HAKU
MOBEPXHOCTHOW aHECTe3WW (IIBMIKCHHUS, Kalllelb, TPUMAChl, BTATHBAHUE OSHIOTPaxealbHON
TPpYOKH).

Ecnu yctpaneHne HeHpOMBINICYHON OJOKajbl IPOU3BOJUTCS BO BPEMs MPOBEICHUS aHECTE3HH,
MOYKET MOTPeOOBAThCS BBEACHUE IOTIOTHUTEIILHBIX J103 AHECTETUKOB M/HJIH OITHOUJIOB.
Buvipaoicennas opaduxapous

B peaxux cinydasx BepakeHHas OpaauKapaus Ha0I01alIach B TCYCHUE HECKOJIBKUX MUHYT TI0CIIE
BBC/ICHUS CyraMMaJieKca JUIsl yCTPaHEHHsI HEPBHO-MBIIICYHO!N OJIOKaIbI.

Onucanbl eMHUYHBIEC ClTydyan OpaaukapAuy ¢ OCTaHOBKOM cepana (cM. pazzaen 4.8). [lauuentam
CJIeZlyeT TIIATEIFHO KOHTPOJIUPOBATh COCTOSTHUE TEMOJMHAMUKH BO BPEMsI M TIOCJI€ YCTPAHEHUS
HEPBHO-MBIIIIEYHOW Ookazpl. JledeHne aHTHXONWHEPIHMYECKHMMH TIperapaTaMu, TaKHUMH Kak
aTPOIHH, CIIelyeT Ha3HAauaTh, €CJIM HaOII01aeTCsl KITMHUYECKH 3HauYuMast OpaguKapus.
Hapywenue ¢ynxyuu neuenu

Cyrammanekc He MeTa0OJIM3UpPYyeTcss B TEUEHH, MO3TOMY HCCIEIOBaHHMS Ha MaIMEeHTaX C
HapyIeHHOH (hyHKIMEH IMeYeHn He TMPOBOIMINCH. [Ipy mpruMeHeHn: mpenapara y MaieHToB ¢
TSDKEJIBIMU HapyIIEHUSIMH (DYHKIIMM TEYEHH CIIeAYyeT COON0aTh OCOOYI0 OCTOPOXKHOCTh. B
cllyyae eciid HapylleHue (YHKIMU MEYEHU CONPOBOXKIACTCS SIBICHUSAMHM KOAryjiomaTHH, CM.
NYHKT «BiusiHre Ha remocTasy.

IIpumenenue cyeammadeKkca 8 yCio8usx UHMeHCUBHOU mepanuu

[IpumeHeHne cyramMmajiekca y HalMEeHTOB, MOJYYaBIIUX POKYPOHHS OPOMUA MM BEKYpPOHUS
OpoMHU/I B YCIIOBHSX OTAETICHUS MHTCHCUBHON Tepanuu, He U3y4ayoch.

IIpumenenue cyeammaoexca OJisl YCMPAHEHUs. HEUPOMbBIUEYHOU OI0KAObI, BbI36AHHOU OpY2UMU
Muopenakcanmamu (He poKypoHus. OpoMUOOM ULU BEKYPOHUSL OPOMUOOM)

Cyrammazekc He JIOJDKeH NpPUMEHSTbCS sl yCTpaHeHUs OJOKaabl HEHpPOMBIIICYHOH
POBOJIUMOCTH, BBI3BAaHHOM TAKUMH HECTEPOUIHBIMUA MHOpPEIaKCAHTaMH, KaK CYKCaMETOHHH WIIn
COCMHEHUS OCH3MITN30XUHOIMHOBOTO PSA.

Cyrammazekc He JOJKEH IPUMEHSTHCS TSl YCTPaHSHUST HEHPOMBITIICYHON OJIOKA/Ibl, BRI3BAHHON
8
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OpomuIa, MOCKOJBKY JaHHbIe 00 3(QeKkTUBHOCTH M OE30MACHOCTH ISl TAaKOTO MPUMEHEHUS
OTCYTCTBYIOT. ECTh TOJIBKO OTpaHHYEHHBIC JAHHBIC IO YCTPAHCHUIO OJIOKABI HEUPOMBIIIICUHOM
MPOBOAMMOCTH, BbI3BAHHOW MaHKYPOHHS OPOMHUIOM, OJIHAKO X HEOCTaTOUYHOE KOJIMYECTBO HE
MO3BOJIIET PEKOMEH/I0BaTh CyraMMaJIeKC JIJIsl BOCCTAHOBIICHUS HEHPOMBIIIEYHON MTPOBOAUMOCTH
B CJTy4ae MPUMEHECHHS 3TOT0 MHOPEIIAaKCaHTa.

3ameonennoe 6occmanosnenue

[Ipu cocTosiHUMSIX, CBSI3aHHBIX C YAJMHEHHEM BPEMEHU LMPKYISAIHUU (CepAeYHO-COCYTUCThIC
3a0oyieBaHusl, MOXKWION Bo3pacT (cM. pasnen 4.2), oTéuHoe COCTOsSHUE (HampuMep, B CBS3U
TSOKEJBIM — HapymieHHeM (DYHKIMHM [€YeHH)) BpEMS BOCCTAHOBJICHUS HEHPOMBIIICYHOM
MIPOBOJAMMOCTH MOXET YBEITHUNBATHCS.

Peaxyuu eunepuyecmeumenvrocmu

Bpau nomkeH ObITh TOTOB K MOSBICHUIO BO3MOXHBIX PEAKIIMHA THIIEPUYBCTBUTEIILHOCTH U I0JKEH
co0JII01aTh HEOOXOIUMBIE MEPHI MIPEIOCTOPOKHOCTH (CM. pazzen 4.8).

BcnoMorarenbHbIE BElIECTBA

[Tpenmapatr CYTAMMAJIEKC BEJI®APM coaepsxut menee 1 mmons (23 mr) Hatpus Ha 1 mit, TO

€CTbh, 110 CYTH, HE COJICPKUT HATPHUS.
4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3auMoOAelHCcTBUSA

Wudopmarnius, npeacTtaBieHHas B JaHHOM pasJielie O CIOCOOHOCTHU CBSI3bIBAHMS CyraMMajieKkca C
JPYTUMH JIEKAPCTBEHHBIMM CpPEACTBAMM, IIOJIyY€Ha HA OCHOBAaHUM JIOKIMHUYECKUX U
KIIMHUYCCKUX HCCHC}IOB&HHﬁ, a TaKXe MOI[@J'II/IpOBaHI/ISI, C yLIeTOM @apMaKOHHHaMH‘ICCKI/IX
3bdexToB  OIOKATOPOB  HEHPOMBIIIEYHOW  MPOBOJUMOCTH U (HapMaKOKHHETHYECKOTO
B3aMMOJICHCTBHS MEXAy OJOoKaTOpaMu HEHPOMBIIIEYHON MPOBOJIUMOCTH M cyramMmazaekcom. He
OKUJAeTCsl KITMHUYECKH 3HaYMMOro (hapMaKoIMHAMUYECKOTO B3aUMOICUCTBUS CyraMMajieKca ¢
}IpyFI/IMI/I HeKapCTBeHHI)IMI/I Cpe)ICTBaMI/I, 3a HNCKIHOUYCHHUECM KIIMHUYCCKU 3HAYUMOTI'O
q)apMaKO)II/IHaMI/I‘—IeCKOFO BSaPIMO)IefICTBPISI C HeKapCTBeHHBIMH CpeJICTBaMI/II

— s Topemudera U Qy3uI0BON KUCIOTHI HE MCKIIOYAIOTCS B3aUMOJICHCTBUS IO THITY
BBITCCHCHU A (KHHHHHGCKH 3HAYNMOC BSaHMOHeﬁCTBHe 110 THUITY CBsI3BIBAHUS HC O)KI/IllaeTCSI);

— JUIS TOPMOHAJIBHBIX KOHTPALIENTUBOB HE UCKIIFOYAETCS BO3MOKHOCTh B3aUMOJICHCTBHUS 11O
TUITY CBA3bIBAHUA (KJ'II/IHI/I'-IGCKI/I 3HAYNUMOC B3aI/IMO)IeI\/'ICTBI/Ie 110 THUITY BBIT CCHCHUS HC O)KI/IJIaGTCSI).
BzaumMoneiicTBUsl, MOTEHUMAILHO BIHSIONIME Ha 3G(PEKTUBHOCTh CYraMMaJeKkca (CM. TaKkKe

paznen 4.4)
Topemughen

TopemudeH, KOTOpbIii UMEET OTHOCHUTEIBHO BBICOKYIO a(PUHHOCTH C CyraMMaJeKCOM W s
9
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CIIOCOOCH B HEKOTOPOW CTENEHW BBITECHATH BEKYPOHHSI OPOMHII WM POKYPOHHUS OpOMUI W3
KOMILIEKca ¢ cyrammajiekcoM. [Tloatomy BoccTanoBiieHue otHomeHus T4/T1 10 0,9 MoxeT ObITh
3aMeJUICHO Y MAaIlMeHTOB, KOTOPhIE MOJydald TOpeMU(eH B JeHb ONepalti.

Dy3udosas KUCI0mMa npu GHYMpPUEBEHHOM 66€0eHUU

Beenenne (y3umoBol KUCIOTH B MPEAONEPALIMOHHOM MEPHOAE MOXKET MPHUBECTH K HEKOTOPOM
sanepxke BoccrtaHoBieHus TOF (T4/T1) orHomenus mo 0,9. OmHako B MOCICONEPAHOHHOM
nepuofie HE TMPEANoiaracTcsl pa3BUTHS pPEKypapu3alMH, MOCKOJIbKY CKOPOCTh HHQY3UH
Gy3110BOI1 KUCTIOTHI COCTaBIsieT O0jee HECKOJIbKHX YacoB, a €€ KyMYJISIUs B KpoBU — Ooiee
2-3 nueil.

B3aumoielcTBUS, MOTEHITMAIBEHO BIUSOMNE Ha 3)HEKTHBHOCTD JIPYTUX MIPEIapaToB (CM. TaKKe

pazzgen 4.4)

FOpMOHClJZbele KOoHmpayenmiuebvl

BianmopeiictBre MexIy cyramMmmanekcoMm (4 MI/KT) W TPOTECTEPOHOM MOMKET TPUBECTH K
CHIDKEHHIO dKcro3unuu nporectepona (34 % or AUC (turomaap 1ol KpUuBOil «KOHIEHTPAIHS-
BpeMs»)), KOTOpO€ TIMOAOOHO CHM)KEHHUIO, HAOMI0JaeMOMYy IIpH IpUEeME CYTOYHOM J03bl
HEepOPAILHOTO KOHTpalenTuBa Ha 12 yacoB mo3xe OOBIYHOIO, YTO, B CBOIO OYEPE]b, MOXKET
MPUBECTU K CHIDKEHUIO 3 (HEKTUBHOCTH KOHTpALENIIUU. [{J151 5CTpOreHOB MOKHO TaK)K€ OXKHUAATh
cHmkeHue 3¢ dexra. [Toaromy BBeneHne OOIIOCHON 03Bl CyraMMajieKca paccMaTpUBaeTcs Kak
DKBUBAJIECHTHOE OJHOW TPONYUICHHOW CYTOYHOM J03€ NEPOPAIBHBIX TOPMOHAJIBHBIX
KOHTpAIIeITUBOB  (KOMOMHHUPOBAaHHBIX MM COJEpXallUX TOJbKO mporectepoH). Ecmu
NEepOpabHbI KOHTpPALENTUB ObUI MPUHAT B JIEHb NPUMEHEHUS CyraMMajeKca, HeoOXOAUMO
o0paTUTbCsl K pa3leay HWHCTPYKIMHM 110 TPUMEHEHUIO MEepOopalibHbIX KOHTPALIENITUBOB,
ONMCHIBAIOLIEMY JEHCTBUS NPU MPOIYCKE JO3BI.

B ciy4yae npumMeHeHus TOPMOHAJIBHBIX KOHTPALIENTHBOB, UMEIOIINX CIIOCO0 BBEACHNUS, OTINYHBIN
OT TMEpPOpalIbHOTO, TMAalMEHT JOJDKEH MCIOIb30BaTh JOMOJIHUTEIbHBIH HETOPMOHAIbHbIN
KOHTPALIETITUBHBIM METOJ B TEUEHHE IMOCIEAYIOMUX 7 NHEeH n oOpaTUThCs 3a MHpopmanuen Kk
MHCTPYKLMH 110 IPUMEHEHUIO JAaHHOTO KOHTPALIENITUBA.

Baushnue Ha Ha60DaTODHBIC MoKa3aTcJin

B uenom cyrammanekc He OKa3bIBaeT BJIMSHHUS Ha JabopaTopHble TecTbl. B03MOXXHBIM
UCKJTIOYEHHEM SIBIISIETCS TECT MO KOJWYECTBEHHOMY OIPENEICHHUI0 MPOrecCTepOHa B CHIBOPOTKE
KpOBH (TIpH KOHIIEHTPAIMK CyraMMaziekca B ria3me Kposu 100 Mkr/mun).

Bo3MoxHBIE TUIEI B3aUMOACHCTBUS

Bzaumooericmeus no muny CesA3bl6aHUA

BcnenctBue BBenenus cyrammazekca 3QpQpeKTHBHOCTh HEKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB
10
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B Taxkoii cutyarnuu Heo6X0AUMO MO0 MOBTOPHO BBECTH JTAHHBIN JICKAPCTBEHHBIN IIpenapar, JInoo
HA3HAYUTh TEPANEBTUUYECKU SKBUBAJICHTHBIM JIEKAPCTBEHHBIN Ipenapar (IpearouyTUTEIbHO
JPyroro XMMHMYECKOIo Kjacca) U/Wiu COOTBETCTBYOIEE He(hapMaKOIOIrHUeCKOe BO3/ICHCTBHE.
B3aumooeiicmsus 6cnedcmeue bimecHeHUus MUOPEeNIaKCanma u3 KOMIIEKCd C Cy2ammadeKcom
BcenenctBue BBelEHHS HEKOTOPBIX  JIEKAPCTBEHHBIX  IIPENApaToB  IOCIE  IPUMEHEHUs
cyraMMajieKca TEeOpETHYECKH POKYPOHUS OPOMU/I U BEKYPOHHUSI OPOMHUJ] MOTYT OBITh BHITECHEHBI
U3 KOMIUIEKCA C CYraMMaJIeKCOM, B pe3yJbTaTe 4ero MOXKeT HaOJIroJaThCsi BO30OHOBJIEHHE
HelipoMbleyHoit  Osokanel. IlogoOGHOro pona B3auMoneHcTBHA HAOMIONAIOTCS TOJBKO C
HEKOTOPBIMH TIperapataMu (Harmpumep, TopeMupeHoM, Qy3uI0BOH KUCIOTOH (cM. paszzen 4.5)).
B pesynprare mpuMeHEHHUs STHUX MpernapaToB BO3MOKHO BO300HOBJICHHE HEHPOMBIIIICUHON
6s0kazbl. B Takux ciyyasx He00X0IMMO BO30OHOBUTH NPUMEHEHNE HCKYCCTBEHHON BEHTUIISILIUU
nerkux. MH}y3noHHOE BBeJeHME MpenapaTa, MPUBEALIET0 K BEITECHEHUIO POKYPOHUsl Opomuia
WM BEKYPOHUS OpOMHMJIa U3 KOMILIEKCA C CyraMMaIeKCOM, JI0JKHO OBITh IIpeKpanieHo. B cioyyae
€CJIM MPEAINoaraeTcs pa3BUTHE B3aUMOAEHCTBHSI IO TUITY BBITECHEHUS M1OCIIE TaPEHTEPAIbHOTO
BBEJICHUS APYrOro JIEKAPCTBEHHOTO Ipernapara (KOTopoe ObIJIO CIENaHo B TeueHue 7,5 4 mocie
IPUMEHEHUs CyraMMasieKca), He0OXO0MMO IPOBOAUTE MOCTOSHHBIN KOHTPOJIb (MIPUOIU3UTEIBHO
B TeueHHe |5 MUH) 3a ypOBHEM HEHPOMBIIIEYHOW NPOBOJAMMOCTH Ha MpPEIMET BBIABICHUS
MPU3HAKOB BO30OHOBIIEHHUS OJIOKAIBI.
Knuanyecku 3HauuMoe (apMakoJAMHAMHUECKOE B3aMMOJEHCTBHE C JPYTUMH JIEKapCTBEHHBIMU
npernapaTaMy MOKHO OKUIATh:
- uis TopeMudeHa U Qy3ua0BOMl KUCIOTHl HE MCKIIIOYAIOTCS B3aUMOJIEHCTBUS IO THUITY
BBITECHEHHUS (KIMHUYECKH 3HAUMMOE B3aUMOJICHCTBHE IO THITY CBSI3bIBAHUS HE OXKUIAETCS);
- JUISl TOPMOHAJIbHBIX KOHTPAIIENTUBOB HE UCKIIFOYAETCSl BO3MOKHOCTh B3aUMOJICHCTBUS 11O
TUITY CBSI3bIBaHUS (KIIMHUYECKH 3HAYMMOE B3aUMO/IEUCTBHE 110 TUITY BHITECHEHUS HE OKUAETCS).
Bzaumooeiicmsus ¢ anmukoa2yisiHmamu
bonee mnonpoOHBIEe cBeneHHMS O BPEMEHHBIX YBEIUYEHUSX [apaMETpOB  KOAryJsIuH,
HaONI0JaeMBIX B KJIMHHYECKHX HCCIEIOBaHUIX, a Takke O IN VItro B3aumMoneicTBHH C
AQHTHKOAryJssHTaMU CM. B yHKTe «BiusHue Ha remocrasy paszaena 4.4

eTH
CrenuanbHbIX UCCIEA0BAHUMN Y JIETEH 110 U3yYEHUIO B3aMMOJICHCTBHS CyraMMaJieKca ¢ JpYruMu
JIEKapCTBEHHBIMU CpEACTBAMM HE MNpoBoauiock. llpu mnpuMeHeHum mnpenapara y paerei
HE00X0IMMO MPUHUMAThH BO BHUMAHUE JaHHBIE, TOJyYSHHbIE Y B3POCIBIX, a TAK)KE HH(POPMAIIHIO,
MIPEACTABICHHYIO B pazzene 4.4.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTb U JIAKTALMS
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(NOCNEQCBATENEHOCTE 0003)

bepemeHHOCTD

Knunnueckue wuccnenosanuss no npumenenuto npernapata CYI'AMMAJIIEKC BEJI®APM c
ydacTHeM OepeMEHHBIX JKEHIIUH HE TPOBOIUIINCH.

HccnenoBanust Ha KUBOTHBIX HE IOKA3aJIM IPSIMOIO WJIM OINOCPENOBAHHOIO IOBPEKIAIOLIETO
NeHCcTBUS HAa TeueHHe OEpeMEHHOCTH, pa3BUTHE 3MOPHUOHA/IIIONA, POAbI U IMOCTHATAIBHOE
pa3BUTHE.

[Mpumensate npenapat CYT'AMMA/IEKC BEJI®APM y OepeMEHHBIX >KCHIIUH CIEIyeT C
OCTOPOXKHOCTBIO.

Jlakranus

HewussectHo BbIEsETCS JI CyraMMaJIeKC ¢ MOJIOKOM Yy yesioBeka. MccnenoBaHus Ha dKUBOTHBIX
MOKa3aJIM, YTO CyraMMa/IeKC IPOHUKAET B IPYAHOE MOJIOKO.

BcacbiBaHue IMKIIOIEKCTPUHOB IPU IpUEME BHYTPb HU3KOE U HE OKa3bIBACT BIMSHUS Ha peOCHKa,
HaXOJALIerocs Ha IPyAHOM BCKapMJIMBaHMH, IOCIE BBEACHUs OOJIOCHOW J103bI cyrammajekca
KOpMSIILEH MaTepH.

[Mpumensarts npenapatr CYITAMMAJIEKC BEJI®APM y eHIuH B IEpUO]] KOPMIICHUS TPYABIO
CJIEyeT C OCTOPOKHOCTBIO.

DepTUabHOCTD

Nzyuenue Bnusinus npenapata CYITAMMA JIEKC BEJIOAPM na QepTunbHOCTh y YeI0BeKa HE
npoBoauioch. MccnenoBanus Ha )KUBOTHBIX HE TIOKAa3aJId HETaTUBHOTO BIUSTHUS.

4.7. BausiHue Ha CHOCOOHOCTHb YNPABJATH TPAHCIOPTHBIMHM CPeICTBAMM M PadoTaTh ¢
MeXaHHU3MaMH

Cnenyer u3beraTh BBINOJIHEHMS MOTEHIHAIBLHO ONACHBIX BHUJAOB JESTEIBHOCTH, TPEOYIOIIHX
BBICOKON CKOpPOCTH IICHXOMOTOPHBIX pEaKIuil, TAaKUX KaK BOXKJIEHUE TPAHCIIOPTHOTO CPEJCTBA
WIN YIIPaBICHUE MEXaHU3MaMHU.

OtcyrcTBytOT Kakue-nu0o nanHble o BausHuM npenapata CYT'AMMAJIEKC BEJI®APM Ha
CIIOCOOHOCTH K BOXKJIEHUIO TPAHCIIOPTHOTO CPEACTBA WU YIIPABIIEHUE MEXaHU3MaMH.

4.8. He:xennaTesbHbIC peaKIIUT

PesromMe HexenaTeabHbIX PeaKIIil

BesomacHocTh cyrammazekca ObUTa OlIEHEHA B MCCIEAOBAHUAX ¢ ydacTueM 3519 mamueHTtoB c
MOMOINBbI0 00beMMHEeHNs 0a3bl JAaHHBIX TO OE€30MaCHOCTH, TOJYYCHHBIX Ha OCHOBAaHUU
KJIMHUYECKHX uccienopanuii ¢as -111.

B moarpymnme o0beAMHEHHBIX IAIE00-KOHTPOIUPYEMBIX HCCIEIOBAHHUM, B XOJ€ KOTOPBIX
MAIMEHTHl TIONyYald aHECTe3WI0 W/WIK OJIOKaTOpbl HEPBHO-MBIIIEUHON mpoBoaumMoctu (1078
YYaCTHUKOB MUCCIIEIOBAHMS 110 BO3JICUCTBUIO CyraMMaziekca 1o CpaBHEHUIO ¢ 544 ydyacTHHUKaMH B

rpynne miane6o), HaOdoAanu Cleaylollue HeXelaTelbHble peakiuuu y >2 % manueHToB,
12
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mianedo:
o Hexenarensuas peakuus Cyrammapexce | Ilraneto
CucreMHO-0OpraHHbIN Ki1acc . N=1078 N=544
(IpenrmoYTUTEIIbHBIA TEPMIH ) % %
Hapymenuss co cTtopoHsl
JbIXaTeNbHOM CUCTEMBI
OpraHOB I'PYJHOHN KIIETKH 1/; Kamer > 2
CpeIoCTeHuUs
OclO)XHEHHE B JIBIXATEIBHBIX 4 0
MYTSX NOCIIE AaHECTE3UH
TpaBmbl, wHTOKCHKAMU u | OCI0KHEHUS aHECTE3UU 3 <1
OCIIO’KHEHUS TIPOLEAYD ApTepuanbHas THUIIOTCH3US, 3 5
BBI3BaHHAs MTPOLIEAYPOH
[TpoueypHbie OcOKHEHUST | 2 1

B KiIMHHUYECKMX HCCIEIOBAaHUSAX OCJOXKHEHHS, HaOMIOJaBIIMecs BO BpeMs aHECTE3UH WU
XUPYPrMUECKOM  Mpoleaypbl, U  ONHCAHHBIE  HUCCIENOBATEIEM C  HMCIOJb30BaHUEM
COOTBETCTBYIOIIMX TEPMHHOB, OBLIN CTPYIIUPOBAHBI B COOTBETCTBUU C NMPHUBEACHHBIMH HUXKE
KaTEropysIMU HEKEJIATEIIbHBIX SBJICHUM, U BKIIOYAJIU:

Ocnooichenusi anecme3uy co CMOpPOHbL OP2AHO8 ObIXAHUS

OcClOXHEHHsI CO CTOPOHBI OpraHOB JbIXaHUS, CBS3aHHBIE C aHECTE3UeH, BKIIOYAIU
COTIPOTUBIIEHUE JHJIOTpaxeaqbHON TpYyOKe, Kalliesib, HEOOJBIIYI0 JBUTATEIBHYIO PEAKIIUI0 Ha
BBEJICHHE HHIOTpPaXCaJIbHOU TPYOKH, PEAKIUI0 aKTHUBAIIMHM IIEHTPAJIbHON HEPBHOW CHCTEMBI
(ITHC) BO Bpemsi XHPYprHUYECKO# MpOILEAYphl, Kalledb BO BpPEeMs BBEICHUS aHECTE3UH WIIU
BBINIOJIHEHUS] XUPYPrUYECKOW MPOUEAYpPhl WM CIIOHTAHHOE AbIXaHUE IMAllMEeHTa, CBA3aHHOE C
AHECTEe3HEH.

Ocrnooichenusi npu npogeoeHuy anecme3u

[TosiBNeHHe ABUTATEIHHONW aKTUBHOCTH, KAlllisl, TPUMAac, BTATUBAHUE dHIOTPAXeadbHOU TPYOKH
BO BpeMs NPOBEACHUS AHECTE3WM WJIM BO BpPEMsI CaMOro ONEPATUBHOIO BMELIATEIBCTBA, YTO
OTpa)kaeT BOCCTAHOBJICHUE HEHPOMBITIIEUHON GyHKIMH (CM. pa3aen 4.4).

Ocnooicnenusi, 8bl36auHble NPOBEOEHUEM NPOYEOYD

OcnoxxHEeHMs, BBI3BAHHBIE MPOBEACHUEM NPOLIEAYpP, BKJIIOYAIOT Kallellb, TaXUKapIulo,
OpaauKapauio, TBUKECHHUE U YBEITMYCHHUE YaCTOThI CEP/ICYHBIX COKPAIICHUN.

Omnmcanue OTACIBHBIX HCXKCIIATCIbHBIX DeaKHI/Iﬁ

Bozobnosnenue netipomviweunou 610Kaovl
B kIMHUYECKUX UCCIIEIOBAHUSIX C YUYAaCTHEM MAaIllMEHTOB, MONYYaBIIUX POKYPOHUS OPOMUI WU
BEKYPOHUsI OpOMHU/I, IPH IPUMEHEHUN CyraMMaJieKca B 103€, MOKA3aHHOM I COOTBETCTBYIOMIEH

rIyOuHBI HelipombimedyHor Omokaapl (N=2022), yactoTa BO30OHOBICHUS HEPBHO-MBIIICYHOMN
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KJIIMHUYECKUX JaHHbIX, cocTaBisuia 0,20 % (cMm. pazaen 4.4).

Peaxyuu eunepuyecmeumenvrocmu

Peakuuu runepyyBCTBUTEIBLHOCTH, B TOM YHCIIE aHA(UIAKTHUYECKHE, HA0II0AaTTUCh Y HECKOJIBKUX
YeJlOBEeK, B TOM YHCJIE Yy 3I0POBBIX J00OpOBOJbLEB (CM. MYyHKT «CBeleHuss O 3I0pOBBIX
NOOpOBOJIBIIAX») TMOCTE MPUMEHEHHs CyraMMajiekca. B Xone KIMHHUYECKUX HCCIEIOBaHUN Y
NAIMEHTOB, MOABEPTaIOUINXCS XUPYPTUUECKOMY JICUCHHUIO, YKa3aHHBIE PEAKIUU BCTPEUAINCH
penKo, ¥ JaHHBIE O YacTOTE Pa3BUTHUS MOJOOHBIX peaklMil Mocie BhIXOJa Mpenapara Ha PhIHOK
OTCYTCTBYIOT.

Knuanyeckre mposiBICHUS PeaKknii THIEPIYBCTBUTEILHOCTH BapbUPOBAIH OT H30JMPOBAHHBIX
KOXKHBIX /IO CEphE3HBIX CHCTEMHBIX peakuuil (T.e. aHadwmiakcus, aHaQUIAKTHYECKUI IIOK) U
OTMEYAIIUCh Y MallMEHTOB, KOTOPHIE paHee HE MOJTyYaal CyraMMaIeKce.

CHUMINITOMBI, COMPOBOXKIAIONINE JaHHBIE PEaKIIUK, MOTYT BKIIIOUATh MOKPACHEHHE, KPAMBHHUILY,
HPUTEMATO3HYIO ChIIb, 3HAYMMOE CHIDKEHUE apTEPHATBHOTO ABJICHUS, TAXUKAPINIO, OTEK SI3bIKA
¥ TJIOTKH, OPOHXOCTIa3M U MIPUCTYIIBI, CBSI3aHHBIE C OOCTPYKTUBHON OOJIE3HBIO JIETKUX. TsOKeTbIe
PEaKIUU TUIIEPUYBCTBUTEIILHOCTH MOT'YT OBITh (paTalbHBIMH.

Csedenust 0 300po8bix 000pP0o6OILUAX

PangomusupoBaHHOE, ABOWHOE CIIETNOE HMCCIEOBAHUE MO0 M3YYEHHIO YacTOTHl BO3HUKHOBEHUS
PEaKIy THUIEPYYBCTBUTEILHOCTH OBIJIO TPOBENEHO C YYaCTHEM 3JI0POBBIX JTOOPOBOJIBIIEB,
MOJTy4aBIINX A0 3 MOBTOPHBIX A03 ianebo (N=76), cyrammazaekc B no3e 4 mr/kr (N=151) unu
cyrammaziekc B o3e 16 mr/kr (N=148). OTtueTsl no npeanonaraeMoi runepuyBCTBUTEIbHOCTH
paccMaTpUBaINCh KOMHCCHEW C TNPUMEHEHHEM CIIENoro Meroja. Yactora BO3HHKHOBEHHS
NPU3HAHHOW THIEPUYyBCTBUTENBHOCTH coctaBmia 1,3 %, 6,6 % u 9,5 % B rpymnmax miame6o,
cyraMMaziekca 4 MI/Kr M cyrammajzekca 16 MI/Kr cooTBeTcTBeHHO. OT4eThl 0 ciaydasx
aHa(uIaKCUM Tocjae MpUMEHEeHHs mianebo Wid cyramMmmazaekca 4 Mr/kr orcyrctBoBanu. OauH
Clly4ail mpu3HaHHOW aHa(IIakcHK HaOJI01ajICs [TOoCiie PUMEHEHUS IEPBOM J103bI CyraMMazieKca
16 mr/kr (vactora Bo3HUKHOBeHUS 0,7 %). Kakue-mubo qoka3aTenbcTBa YBEITWYCHHS YaCTOTHI
WIN TSHKECTH TUIEPUYYBCTBUTEIBHOCTH TOCIE MPUMEHEHHUsI TOBTOPHON JI03bI CyraMMmajiekca He
ObUTH OOHAPYKEHBI.

B mpenpiaymieM aHaTOTHYHOM HWCCIIEAOBAaHUM HAOIOJAIMCh TPU CIydash BO3HUKHOBEHHS
aHauUIaAKCHK TOCTEC MPUMEHEHHs] cyrammajekca 16 mr/kr (dacrtora Bo3HMKHOBeHHS 2,0 %).
Haubonee pacmpocTpaHeHHOH HeXelaTeNbHOW peakiuel B TpyIMIe 3J0pOBBIX J0OpPOBOJIBIIEB
obuta aucressus (10 %).

Buipasicennasn bpaouxapous

B nmocTpeructpallMOHHBIX HCCIEAOBAHUAX ObUIM  3aUKCHpPOBAHBI OTHENbHBIE CIy4au
14



COOTBETCTEYET IKCINEPTHC(
oT 29.09.2025 Nz 243

o - e
BBIPXCHHOW OpaJIMKap Iy ¢ OCTAHOBKOH cep/ila B Teqe'}gle He—&gm,ﬁmg_ ﬁm I'IOC-lJ_Te BBe’,Z[eHI/ISI

cyramMMajieKca IpH yCTpaHeHUH HEHPOMBIIICYHOH O0Kazb (cM. pa3aen 4.4).
Iayuenmul ¢ 6ponxone2ouHbIMU 3a001€6AHUAMU
B nocrpeructpaiinOHHOM KIMHUYECKOM UCCIIEI0BAaHUU C yJacTHEM MAIIMEHTOB ¢ 3a00J1€BaHUAMU
OpOHXOJIETOYHON CHCTEMBbI B aHAMHE3€, Y MalMeHTOB HaOJII0JJAJIOCh Pa3BUTHE OpPOHXOCHA3Ma.
Bo3MokHa NMPUUYMHHO-CIIEACTBEHHAS CBSI3b ATOTO SBICHHS C MPHEMOM cyrammanekca. Bpau
JOJDKEH OBITh OCBEIOMJIEH O BO3MOXXHOM pPa3BUTHM OpOHXOCHazMa Yy NalHMeHTOB C
OpOHXOJIErOYHBIMU 3200JIEBaHUSIMU B aHAMHE3E.
Tayuenmovi ¢ namono2uyeckum odxcuperuem
B KiIMHWYECKOM UCCIENOBAaHMM Y TMAIEHTOB C NAaTOJIOTUYECKUM OXXHPEHHEM MpoQuIib
HE)KENATeNbHBIX PEAaKIUid B HENOM OBLI CXOJEH C NpoQuieM Yy B3pOCIBIX ITallMEHTOB B
00beIMHEHHBIX HccienoBanusax ¢assl 1-111.

eTu
OrpaHuyeHHbIE JaHHBIE MMOKA3bIBAIOT, YTO Mpoduias 6e30macHOCTH cyrammanaekca (10 4 MI/Kr
BKJIFOUUTEINIBHO) y IETEH OBLI TaKOH )K€, KaK y B3POCIIbIX.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIbHBIX PCAKIHUAX

BaxxHo coo011aTh 0 I0103peBaeMbIX HEXKeNaTEIbHBIX PEaKIUIX MOCIe PErUCTPalliy Mpenapara ¢
[ENbI0  O0CCIICUCHUS] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeauImHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JTFOOBIX
MOJI03PEBAEMBIX HEXKENAaTeIbHBIX PEaKIUIX JIGKAPCTBEHHOTO MperapaTa yepe3 HallMOHaJIbHbIe
CHUCTEMBI COOOILEHUsI O HEXKeJIaTeNbHBIX PEaKIUsIX TocyAapcTB — uwieHoB EBpasuiickoro
HKOHOMHUYECKOTO COI03a.

Poccuiickas ®@eoepayus

®OenepanbHas ciryx0a 1Mo Ha30py B cdepe 31paBOOXpaHEHUs

109012, r. MockBa, CrnaBsiHCKasl miiomanp, 1. 4, ctp. 1

Temedon: 8-800-550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Caiit B cetn «MHTepHET: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

Jlo HacTosIIero BpeMeHH 10 JaHHBIM KIIMHUYECKUX HUCCIICIOBAaHUH OIMMCAHO OJHO COOOITICHHE O
cydaiiHOW mepeno3upoBke mperapata B jgo3e 40 mr/kr. Kakwue-nmmbo 3HaYMTENBHBIC
He)KeNlaTelbHbIE PEaKii OTCYTCTBOBAIIH.

CuMITOMBI

B uccnenoBannu 1mo 0€30MacCHOCTH CyraMMajieKe MPUMEHSJICS B qo03ax 10 96 mr/kr. He Obuto

BBISIBJICHO KaKUX-THMOO HEXeNaTeNbHbIX peakluui (Kak Cepbe3HbIX, TaK U HE CEPbE3HbIX),
15
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CBsA3aHHBIX C BBOOAUMBIMHU J03aMU.

Jleuenue

Bo3MOokHO ynaneHue cyrammajekca M3 KPOBOTOKA METOJIOM T€MOJHajin3a C NPUMEHEHHUEM
¢unbTpa ¢ BBICOKOW THAPABIMYECKONH IPOHHIIAEMOCTBIO, HO HE (uibTpa C HU3KOU
THIPABINYECKOW TPOHMIAEMOCThI0. Ha OCHOBaHMM KIMHMYECKHUX HCCIIEOBAHUI TOCIE
3—6-4acoBoro ceanca reMoiMan3a ¢ GUIBTPOM C BBHICOKOH T'MIIPABINYECKON MPOHUIIAEMOCTHIO

KOHIIEHTpAIUsl CyraMMaJieKca B IIa3Me yMEHbIIaeTcs mpuoau3uTeasHo Ha 70 %.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMuyecKne CBOHCTBA

®dapmakoTepaneBTUYECKas IPyIIa: Mpovre JIedeOHbIe CPEACTBA; aHTUIOTHI.
Koxg ATX: VO3AB35.

MexaHu3M ASHCTBUS

Cyrammanekc mpeactaBiseT co0oil MOIU(PHUIMPOBAHHBIA TaMMa-IIUKIOACKCTPUH, KOTOPBIN
SBIISIETCS COCTMHEHNEM, CEIIEKTUBHO CBSI3BIBAIOLINM MUOpenakcaHThl. OH pOpMHUPYET KOMIUIEKC
C MMOpEIAKCAaHTaMHM POKYPOHHsI OpOMHJIOM W BEKYpOHHUs OpOMHUIOM B IIa3Me€ KpPOBH, YTO
IIPUBOJUT K CHW)KCHHIO KOHLEHTPAllUM MHOPEJIAKCaHTa, CBSA3BIBAIOLLEIOCA C HUKOTMHOBBIMHU
peuenTopaMy B HEWPOMBIIIEYHOM CHHAICE. DTO MPUBOAUT K YCTPAHEHHUIO HEHPOMBIIIEYHON
0J10Ka/Ibl, BEI3BAHHOM POKYPOHHUS OpOMUIOM WIIM BEKYPOHUSI OPOMHIOM.

dapmakogngamuyeckue 3P HeKTol

Habmronanace derkas 3aBucUMOCTb 3¢ ¢dekTa oT J03bl CyramMmajiekca, KOTOPBIA BBOAMICS B
pa3IuyYHbIE TEpPUOJbl BPEMEHM W TpU pPA3IUYHOW TiyOMHe OJoka HEHpOMBIILIEYHON
npoBoaumocTu. Cyrammazekc BBoAWICS B fo3ax oT 0,5 10 16 MI/Kr kak mocie OJHOKPAaTHOTO
BBEJICHUS pOKypoHUs Opomuaa B no3ax 0,6, 0,9, 1,0 u 1,2 Mr/Kr uiam nocie BBeICHUSI BEKYPOHUS
Oopomuaa B no3e 0,1 MI/KT, Tak U mociie BBEACHHS MOAACP>KUBAIOIINX 103 ’THX MUOPEIAKCAHTOB.

Knuanueckas 3¢ dhekTHBHOCTE 1 0€30ITaCHOCTh

CyramMmajiekc MOKET MPUMEHSATHCS B pa3InYHbIE IEPUO/IbI BPEMEHU 10CJIE BBEIEHUS POKYPOHUS
OpoMua UM BEKYPOHHS OpoMHIa.

Boccmanoenenue netipomviuiedHoll npo8ooUMOCmu 6 Cryuae 2y00Kou HetlpoMbluedHOU 6710Ka0bl
B panpomMu3upoBaHHOM KIMHHUYECKOM HCCJIEIOBAaHUHU MAllMEHThl ObUIM pacrpeseneHbl Ha 2
rpynnsl (rpynmna BeKypoHuss OpoMuia M rpynmna pokypoHus Opomuna). Ilocne BBenenus
HOCJETHEH 1036l POKYPOHUS OpoMHU/Ia M BEKYpOHHUs Opomuia 10 1—2 MOCTTETaHNYECKUX OTBETOB,
4 Mr/kr cyrammaziekca uiar 70 MKI/KT HEOCTUTMUHA BBOJMIIUCH CIIy4ailHBIM 00pa3oM.

Bpems (MuH) OT BBeIEeHHs CyraMMaJIeKca WJIM HEOCTUTMHHA TPHU TIyOOKOW HEHPOMBIIIICUHON

osokane (1-2 TOCTTETaHWMYECKHUX OTBETOB) IOCIEC TPUMEHEHHS POKYpPOHUS OpoMuIa WU
16
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RO ]
BEKYPOHUS 6p0MI/I,Z[a 10 BOCCTAHOBJICHHUS OTHOIMEHUS T4/El1'mﬂ£,9j.' -

[Ipemapar TUTST co3nanus | Vcronb3yeMble CXeMbl Teparun
HEHUPOMBIIIIEYHOTO 6soka | Cyrammazekc (4 mr/kr) | Heocrurmun (70 MKI/Kr)
(MUOpenaKkcanr)
Pokyponus N (4uCiI0 NanyueHToB) 37 37
Opomu Mennana (MuH) 2,7 49,0
Juamazon 1,2-16,1 13,3-145,7
Bexyponus N (4uCI0 ManueHTOB) 47 36
Oopomu Mennana (MyH) 3,3 49,9
Juama3on 1,4-68,4 46,0-312,7

Boccmanosnenue netipomviuieyHot nposooumMocmu 8 ciyyae cpeonell HeupomvlutedHol 010Kadbl
B npyrom paHioMu3HpOBaHHOM KIIMHUYECKOM HCCIICAOBAHUH AIIMEHTHI ObLIH pacipe/esicHbl Ha
2 rpymmel (Tpymma BEKypOHHss OpoMuaa W Tpymmna pokypoHus Opomupaa). [locime BBemeHus
MOCIICAHECH 03Bl POKYPOHHSI OpOMHJIA WM BEKYpOHHS OpoMUaa NpH TOSBJICHWU OTBeTa 12
CIIy9aifHBIM 00pa30M BBOJWIIMCH 2 MI/KT cyrammajiekca uii 50 MKI/KT HEOCTHTMHUHA.

Bpemst (MuH) OT BBeIEHUS CyraMMajieKca MM HEOCTHTMHHA IPH IMOSBJICHUU OTBeTa T2 mocie

IMPUMCHCHUA POKYPOHUS 6pOMI/II[a HJIN BCKYPOHHUA 6pOMI/II[a J0 BOCCTAHOBJICHHA OTHOILICHUSA

T4/T1 10 0,9:

[Ipenapat TSt co3manus | Vcronb3yeMble CXeMBbl TePAITin
HEWPOMBILLIEYHOTO 6noka | Cyrammanekc (2 mr/kr) | Heocturmus (50 MKr/Kr)
(MUOpenaKcaHT)
Pokyponus N (4ucI0 MarueHToB) 48 48
Opomug Menuana (MuH) 14 17,6
JlnanasoH 0,954 3,7-106,9
Bexyponus N (4uca0 NarueHToB) 48 45
OopomMua Menunana (MuH) 2,1 18,9
Jnanazon 1,2-64,2 2,9-76,2

PeBepcusi HelipoMbliieqHOro 0J0Ka, MHAYLMPOBAHHOTO POKYPOHHS OpOMHIOM, IpPHU MOMOIIU
cyraMMajieKkca CpaBHHMBaJaCchb C peBEpCUEi HEWpOMBIIIEYHOro 0JI0Ka, HWHIYLHUPOBAaHHOTO
yuc-aTpaKkypueM, IpU IOMOIIM HEOCTUIMHHA. Jlyig 3TOro mocine mnosBiIeHUs oTBeTa 12
MPUMEHSIJICS CyraMMaJIeKC B J103€ 2 MI/KI WJIM HEOCTUTMUH B J103e 50 MKr/kr. CyramMmajnekc
obecrieunBasl  Oojiee OBICTPYIO PEBEPCHUIO HEUPOMBIIMICYHOTO OJI0Ka, WHAYIUPOBAHHOTO
POKYpOHHsSI OpOMHJIOM, IO CPAaBHEHUIO C HEOCTUIMHMHOM, HCHOJb3yeMBIM JMJIsi pPEBEPCUU
HEHPOMBIIIEYHOTO 0JIOKA, HHAYIIUPOBAHHOTO YU C-aTPaKypHEM.

Bpewms (MuH) OT BBelIeHUSI cyraMMajieKca WJIM HEOCTMIMHUHA MpPH MOSBIEHUU OTBeTa T2 mocie

NPUMEHEHHS POKYPOHHS OPOMUIA WK yuc-aTpaKypus 0 BoccTaHOBiIeHUs oTHomeHus T4/T1 1o

0,9:

IIpenapar s cos3manus | Mcnonbs3yeMble CXeMbl TEPAIUU
HEUPOMBIILIEYHOTO Onoka | Pokyponuss ~ Opomun  u | [uc-atpakypuii ¥ HCOCTUTMHUH
(MUOpenakcaHr) cyramMmajiekc (2 Mr/kr) (50 MKr/KT)
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N (4KCII0 MAIMEHTOB) 34 TS egl/BA TETTEALL TS UUUS]
Menuana (MuH) 1,9 7,2
Junamazon 0,7-6,4 4,2-28,2

st HemeOnenHoll pesepcuu

Bpemst 110 BOCCTaHOBJIEHHS TMOCIAE€ HMHIYLUUPOBAHHOTO  CYKIMHWIXOMHMHOM (1 Mr/kr)
HEHPOMBIIIIEYHOTO OJI0Ka OBLIO COMOCTAaBUMO C TAKOBBIM JJIsi cyrammajekca (16 mr/kr, depes
3 MUH TIOCJI€ BBEJICHHS MHOPEIAKCAHTa) IOCJIE€ WHAYIUPOBAHHOTO POKYPOHUS OpOMHIOM
(1,2 Mr/kr) HEHPOMBIIIEYHOTO OJI0KA.

Bpemst (MMH) OT BBeACHHS POKYPOHHsS OpoMHIa W CyramMmaJeKkca WiIH CYKUMHHIXOJIHMHA [0

BoccTanoBienus 1o orsera T1 10 %:

[Ipemapar mua  co3nanus | Mcnosib3yeMble CXeMbl TEpaiu

HEHWPOMBIILIEYHOTO 610ka | Pokyponust OopomMua u | Cykmuaunxonud (1 Mr/kr)
(MUOpeIaKkcaHT) cyrammagekc (16 Mr/kr)

N (4ucio nanueHToB) 95 95

Menuana (MuH) 4.2 7,1

JlnanasoH 3,5-7,7 3,7-10,5

B rpynnoBoM aHaimze ObUIO IOKa3aHO CIIEAYIOIIEEe BpPEeMsi BOCCTAHOBIIEHUS C IOMOLIbIO
cyrammajiekca (16 mMr/kr) mocie npuMeHeHus pokyporus opomuna (1,2 mMr/kr).
Bpems (MuH) OT BBeieHUs cyraMMaziekca yepe3 3 MUHYTHI 110CJIe€ BBEICHUS POKYPOHHUS OpomMuaa

110 BoccTaHoBiieHus otHowmenus T4/T1 7o 0,9, 0,8 wm 0,7:

T4/T1 10 0,9 T4/T1 10 0,8 T4/T1 10 0,7
N (ducno narueHToB) | 65 65 65
Menuana (MuH) 15 1,3 1,1
Jnanazon 0,5-14,3 0,5-6,2 0,5-3,3

llayuenmul ¢ napywenuem ynKyuu novex

B 1BYX OTKpBITBIX KIMHHYECKHUX HCCIIEAOBAHUSAX MPOBOJMIOCH CpaBHEHHE H(PPEKTUBHOCTH U
0€30IaCHOCTH TMPUMEHEHUs] CyraMMajJeKkca y MalMeHTOB C TsDKEIBIM HapylleHHeM (QYHKLIUU
noueKk WM 0e3 Hero, MOJABEpPrarolIuXcsi XUPYpPrUYeCcKOMY BMeNIaTenbCTBY. B onHoM u3
UCCJIEIOBAaHUM CyraMMmasieKC BBOAMJICS [UIsl yCTpaHEHHsI OJIOKaabl, BBI3BAHHOM pPOKYpOHHS
OpomuaoM, TMpU HamMuuu 1-2 mocTTeTaHuyeckux OTBeToB (4 mr/kr; N=68); B apyrom
UCCIIEOBAaHUM CYraMMaJEeKC BBOJWICA TIIpU THOSIBJIEHHHM BTOPOrO OTBETA B PEXKUME
yersipexpaspsaaHoil  crumyisiun  (T2) (2 mr/kr; N=30). BoccraHoBieHHne HEHPOMBINICUHON
MPOBOAMMOCTH ToOciie OJoKaabl OBLJI0O HE3HAUUTEIBHO JOJbIIE Y MAalMEeHTOB C TKEIBIM
HapyleHueM (YHKIMM MOYEK MO CPABHEHUIO C MalMeHTaMu 0e3 HapylleHus (QYHKIHUU MOYeK.
Cny4aeB OCTaTOYHOW HEHpPOMBIIIEYHON ONOKaabl MM €€ BO30OHOBIIEHUS Yy NAallMEHTOB C
TSOKENBIM HapylleHueM (YHKIIMH MOYeK B IaHHBIX UCCIIEOBAHUIX HE HAOII0AaNO0Ch.

Bruanue na unmepsan QTc
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B Tpex KIMHHYecKHX HccienoBaHusIXx (N=287) cwé%ﬁe@cﬁﬁpﬂ%ﬂh%;oT%ﬂ ;)re';igcl'lme

MY OTUETY

MOHOTEpANuy WIK B KOMOMHALIMU C POKYPOHHS OPOMHIOM HJIM BEKYpOHHS OpOMHUIOM, WM B
KOMOMHAIMKU ¢ TpornodojoM iU ceBO(IypaHOM, HE HAOIIOAAIOCh KIMHUYECKH 3HAYUMOTO
yBeaudueHuss QT/QTc wHTepBama. DTH JaHHBIE IMOATBEPIKIAIOTCS aHAIM30M O0OOIIEHHBIX
pe3ynbTaToB 2JekTpokapauorpadun DKI™ 1 HexenaTeapHbIX SBICHUHN B uccienoBanusax das Il u
1.

Tlayuenmvi ¢ namono2uyeckum oxcupenuem

B xonme kmuHuyeckoro uccienoBaHus 188 mainueHTOB, y KOTOPHIX ObUIO JAMAarHOCTUPOBAHO
TIaTOJIOTHYECKOE OKMpeHHe (MHAEKC Macchl Tema >40 kr/m?), OIeHHBAloCh BpeMs 10
BOCCTaHOBJICHHS TIOCJIE YMEPEHHOW WM TIIyOOKOW HEPBHO-MBIIICYHON OJIOKA/IbI, BHI3BAHHOW
POKYpOHHSI OpOMHIOM HIJIM BEKYpoHHUs OpommuiaoM. [lanmeHTsl momydanu 2 MI/KT Wid 4 Mr/Kr
cyramMMmaZiekca, B 3aBHUCHUMOCTHM OT YypOBHS OJOKaabl, B J03€, COOTBETCTBYIOIIEH OO
dakTuyeckoil macce Teia, MO0 HIEATBHON Macce Tella CIy4allHbIM 00pa3oM, C JIBOWHBIM
ocnerieaneM. OObEIMHEHHOE MO TIIyOMHE OJIOKAAbl M HEPBHO-MBIIICYHOTO OJIOKUPYIOIIETO
areHra, cpejiHee BpeMsi BoccTaHOBJIeHUs! oTHoueHus: oTBeToB TOF >0,9 y nanneHToB, KOTOpPbIM
BBOJMJIM CyraMMaJIeKCc Ucxo/is u3 (paktuueckoit maccel Tena (1,8 MUHYTHI), OBIJIO CTATUCTUYECKU
3Hauumo Menble (p <0,0001) mo cpaBHEHHIO ¢ MAUEHTaMH, KOTOPHIM BBOJMIIU CyraMMajIeKC
UCXO/JIs U3 UIealTbHOM Macchl Tena (3,3 MUHYTHI).

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

PapMaKOKMHETUYECKUE NTapaMeTPphl CyraMMaieKca PacCUMTBIBAIOTCS UCXOJA U3 CYMMHPOBaHUS
KOHIIEHTpaluil CBOOOHOr0 cyraMmmajieKca U CyraMMajJieKkca B COCTaBe KOMILJIEKCa CyraMMa/ieKc-
Muopenakcant. ®apmakoKMHETHYEeCKHe mapaMmeTphl, Takue kak kiupeHc (CL) u obwvem
pacnpenenenus (Vd), CUMTAIOTCS OJUHAKOBBIMM JUIs CyraMMaJieKca, HaxoJsLIerocsi BHE
KOMIUIEKCa, U CyraMMaJieKca, HaXOJIIErocsl B COCTaBE KOMIUIEKCA C MUOPEJIAKCAHTOM.

Pacnpenenenue

HaGmromaembiii Vg cyrammazekca B CTaOMJIIBHOM COCTOSSHUM Yy B3POCHBIX IAIMEHTOB C
HOpMaJIbHOW MouYe4yHoM ¢yHKIHel coctaBnsgeT ot 11 1 1o 14 1 (ocHOBBIBasiCh Ha CTaHIAPTHOM
(apMaKOKMHETHYECKOM aHanu3e Oe3 pasjeneHus Ha KoMmapTMeHThl). Hu cyrammaznekc, HU
KOMILJIEKC CyraMMaJIeKC—pOKYpPOHUsI OpOMHJI HE CBSI3BIBAIOTCS C OEIKaMH IUIa3Mbl KPOBH WU
SPUTPOLIUTAMH.

buorpancdopmarms

CyramMmanekc BBIBOJUTCS IIOYKaMHU B HEU3MEHEHHOM Bujae. Ha HacTosmuii MOMEHT B
JOKITMHUYECKUX U KIIMHUYECKUX UCCIIETOBAHMIX METAa0OIUTHI cyraMMajiekca He OOHapYKEeHBI.
OIUMUHALNS

YV B3pOCTBIX MAIMEHTOB ¢ HOPMAJILHON TTOYEYHON (PyHKITMEH, KOTOPBIM ITPOBOIUIIACH AaHECTE3US,
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nepuo nonyBeiBeAeHuUs (T1/2) cyrammaaekca CDCTaBHﬂéj;l %Hg%';Eﬁ‘gﬁwéi;ﬁrg Emlzm'elrli{: u3

miaa3mel — 88 mi/muH. bonee 90 % 10361 BeiBOAMUTCS B TeueHue 24 4; 96 % 1035l BBIBOJAMTCS C
MOUO#, M3 KOTOpbIXx 95 % cocraBiser Heu3MeHEHHBbIH cyrammazekc. Menee uem 0,02 %
CyraMMaJieKca BBIBOJUTCS YE€pe3 KHUIICYHUK M C BBIABIXa€MbIM BO3ayXoM. llpumenenue
CyraMMaJiekca y 3/JI0pOBBIX J10OPOBOJIBIEB MPUBOJMIO K MOBBIIIEHHOMY BBIBEJCHUIO MOYKAMU
POKYpOHHUS OpoMua B KOMILJIEKCE C CyTraMMaJIeKCOM.

JInHeHOoCTh (HEINMHEHHOCTS)

[Tpu 6010CHOM BBEJICHHH CyraMMazieKca B 7103ax oT 1 10 16 MI/Kr ero papMakOKHMHETHUKA HOCHUT
JIMHEHHBIN XapaKTep.

Oco0nIe T'pYIIIBI NAIIMCHTOB

HGL{MEHmbl C HapyuieHuem qbyHKl/;l/ll/l no4exK u nayuermysl noAHCUs1020 6o3pacma
PapMaKOKMHETHYECKUE ITapaMeTPhl Y NOKWIBIX MALMEHTOB C Pa3JIMYHON CTEIICHBIO HAPYILICHUS
q)YHKIII/II/I IMMOYCK, KOTOpad U3MCPAIACh C IMOMOIIBIO OIIPCACIICHUA KIMPCHCA KPpCaTUHHHA, ObLIN
OILICHEHBI P UCTOJIH30BaHUH MOMYISIIUOHHOTO (hapMaKOKMHETHUECKOTO aHaN3a.

Pe3synbrathl (apMakOKMHETHUYECKOTO HCCIEIOBAHMs, B KOTOPOM IPOBOAMIOCH CpaBHEHHUE
NAIMEeHTOB C TsDKENBIM HapylnieHHeM (DYHKIMH TOYeK M MAlMEeHTOB ¢ HOPMAaIbHOHN (yHKIHEH
IMMO4YCK, IMOKa3ajid, 4YTO KOHLCHTpALUHUH CyraMMaIcCKCa B ILIa3MC 6I)IJII/I CXOOHBIMHU B TCYCHUC
MIEPBOIO Yaca Mocje BBeICHU IIperapara u BIOCIEeICTBUN TOHMKAIUCH OBICTpee B KOHTPOJIbHOU
rpynne. OOmas TpOAOIKUTENFHOCTh JCHCTBHSI CyraMMajJieKca y MaIlMeHTOB C TSDKEIbIM
HapyieHneM (YHKIUHA TTOYeK ObljIa YBEJTMYEHA, YTO BBIPAXKAJIOCh B 17-KpaTHOM €€ yIJTMHEHUH.
Y ManuCHTOB C TSXKCJIBIM HAPYHICHUCM (pYHKIII/II/I IMOYCK HHU3KWEC KOHLOCHTpAIUHU CyraMMaJiCKCa
ONpeNENsUINCh B IJIa3Me B TE€UEHUE, 10 KpaitHeil mepe, 48 yacoB mociie BBEICHHs CyraMMaJieKca.
Pe3ynpTaThl BTOpPOro HCCIEIOBaHUSA, B KOTOPOM MPOBOJMIJIOCH CpPAaBHEHHE IMAlIMEHTOB C
YMEPEHHBIM WM TSDKENBIM HapylleHneM (QYHKIMM TOYeK C NalUeHTaMHd C HOPMaJbHOM
dyHKIMEH movek, mokasanu, 9to CL cyrammajekca mocterneHHo yMeHbIaeTcs U {12 TOCTENEHHO
YBEJIMYUBACTCS CO CHIDKEHHEM (QyHKIHH mouek. [Tokazarenu Obiiu B 2 paza u B 5 pa3 BbIIIE Y
MAlMEHTOB C YMEPEHHBIM U TSOKEIbIM HapylieHueM (QYHKIMH TO0YE€K COOTBETCTBEHHO.
Cyrammazekc He 0OHapyKUBAJICS TIOC)Ie 7 JTHEW Mocje BBEACHHUS 03bI MAIlUEHTaM C TSHKEIIBIM
HapylieHneM QyHKIUU TOYeK.

O060011eHHbIe JaHHBIE (hapMAKOKHHETHUECKHUX MapaMeTpPOB CyraMMmajiekca ¢ y4eTOM Bo3pacTa u

(I)YHKI_II/II/I MMOYCK IMPEACTABJICHBI HUXKC!

I[MapameTpbl NalueHTOB Cpennee 3HauYeHHe MPOTHO3HPYEMBIX
(papMaKkoKHMHeTHYEeCKHUX napamMeTpoB
(KB %*)

Hemorpapuyeckas | [loueunas ¢yukuusa (kmupenc | CL, Vq (1) tue (9)

rpynna KpeaTHHHHA MJI/MHUH) MJI/MUH

B3spocisie HopmanbHas | 100 | 88 (22 %) | 12 2 (21 %)
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40 ner, Hapymennas | Jlerkas 30 | 51'(22'0%) F43- = TN TETIR (97 Gy W=
75 kr Cpennsis

(ymepennas) 30 | 31 (23%) | 14 6 (23 %)

Tsoxémass 10 | 9(22%) | 14 19 (24 %)
IMoxuibie Hopwmansnas 80| 75(23%) | 12 2 (21 %)
75 ner, Hapymennas | Jlerkas 50 | 51 (24 %) | 13 3 (22 %)
75 kr Cpennss

(ymepennas) 30 | 31 (23 %) | 14 6 (23 %)

Taoxémas 10 | 9(22%) | 14 19 (23 %)
IMoxpocTku Hopwmanshas 95 | 77 (23%) | 9 2 (22 %)
15 ner, Hapymennas | Jlerkas 48 | 44 (23%) | 10 3 (22 %)
56 xr Cpennss

(ymepennas) 29 | 27 (22 %) | 10 5 (23 %)

Taxémas 10 | 8(21%) | 11 17 (23 %)
Hetn HopmanbHas 51|37 (22%) | 4 2 (20 %)
7 ner, Hapymennas | Jlerkas 26 | 19(22%) | 4 3 (22 %)
23 KT Cpennsis

(ymepennas) 15 | 11 (22 %) | 4 5 (22 %)

Tsoxénas 513(22%) |5 20 (25 %)

[Tpumeuanue: * KB-ko3dduument Bapuanuu.

Ilon

Paznuuns ¢papMakOKMHETUKH B 3aBUCMOCTH OT I10J1a HE HAOJII01aTUCh.

Macca mena

[MonynauroHHbI  (papMaKOKWMHETUYECKUM aHAIM3 Yy B3POCIBIX M TOXWIBIX TMAaIlUEHTOB HE
MPOJIEMOHCTPUPOBAJT ~ KIIMHUYECKH 3HAYUMOM  3aBHCUMOCTH  BBIBEACHHS WJIM oObeMma
pacripeiesieHHsi cyramMmMajiekca OT MacChl Tea.

Ooicupenue

B 0AHOM KIMHMYECKOM HCCIEAOBAHMM Y TMAIlMEHTOB C MATOJOTMYECKUM OKUPEHUEM,
CyraMMaJIeKC IPUMEHSJICS B J103€ 2 MI/KT U 4 MI/KT B COOTBETCTBUU ¢ (pakTuyeckoit (N=76) unu
uneanbHo (N=74) maccoit Tena. DKCMO3UIMS CyraMMajieKca IMOBBIIIAIACh J0303aBUCUMO U
JUHEHHO B COOTBETCTBHUHM C ()aKTUYECKOW WM MIealbHOM Maccoi Tena. KinHuyecku 3HaYuMBbIX
pa3nnuuii hapMaKOKMHETUYECKHX MapaMeTPOB Yy MAlMEHTOB C MATOJIOTHUYECKUM OXHPEHUEM U B

o01el MonyJIsIUA HE HaOTI0JaI0Ch.

6. PAPMAIIEBTHYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

XJI0poBOAOpOHAS KHCIOTa pacTBop | M

Hatpus runpokenn pactsop | M

Bona nns uabekumit

6.2. HecoBmMecTUMOCTDH

®dusndeckas HECOBMECTUMOCTh CyraMMazieKca Ha0Iro1anachk C BepanaMuiIoM, OHJaHCETPOHOM U

PaHUTUAVHOM.
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npernapaTami, 3a HCKJIFOUYCHHEM YIOMSHYTHIX B pazzene 6.6.
6.3. Cpok rognocTu (CpOK XpaHeHus1)

HeBckpoITHI (hiaakoH

2 rona.
[Tpu xpaHEeHUU B HE 3aLTUIIICHHOM OT CBETa MECTE COACPKIMOe (hIaKOHA CIEAYET HUCIOIh30BaATh
B TEUYCHUE 5 CYTOK.

ITpuroToBIeHHBII pacTBOD

[Tocne pa3BeaeHus cyrammajexca MH(QY3MOHHBIMM pacTBOpaMu (U3MYECKas U XUMHUYECKas
CTa0MJIBHOCTh Tpernapara coxpansercs B TeueHue 48 4 mpu Ttemmeparype (2-25) °C. Ilpwu
BCKPBITHUH (PJIAKOHA, COJCPXKAIIETO CYraMMaJIeKC, HEOOXOAMMO CTPOro COONIONATh IMpaBUIiIa
acenTuku. Beenenue npemnapara Heo0X0AMMO HauMHATh Oe3 mpomeieHus. Ecnu cyrammanekc
IPUMEHSETCS OTCPOUYEHO, TO COOJIO/IEHNE BPEMEHHM U YCIIOBMM XpaHEHHs 10 €ro MpUMEHEHUs
ABJIIETCSL OTBETCTBEHHOCTHIO Bpaya. Eciin pa3BeeHne ObU10 IPOU3BEAEHO B HEKOHTPOJIUPYEMBIX
Y HEBAJIMIUPOBAHHBIX aCENITUYECKUX YCIOBUSIX, TO BPEMsI XpaHEHUS Pa3BEACHHOIO pacTBopa He
JIOJDKHO TpeBbIath 24 4 npu temmeparype (2—-8) °C.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

[Tpu Temneparype He Boie 25 °C B OpUTMHATIBHON YIIaKOBKE (T1ayka KapTOHHAs) 7S 3aLUThI OT
ceera. He 3amopaxuBars.

VYcnoBus XpaHeHHs Iociie pa3BeIeHus JIEKapCTBEHHOTO Ipenapara cM. B paszzene 6.3.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

ITo 2 mu1, 5 M1 mpenapara Bo (IakoHbI U3 OECIBETHOTO CTEKJIA 1-0ro THAPOIUTUYECKOTO Kilacca,
YKYIOpPEeHHbIE TPOOKaMU OpOMOYTHIIKAyUYyKOBBIMU M 3aKaTaHHBIE KOJITAYKaMH aTFOMUHUEBBIMU
WX KOJITAaYKaMi KOMOMHUPOBAHHBIMU QJIFOMUHUEBBIMH € TUIACTMACCOBBIMHU KPBIIIKAMHU.

Ha ¢nakoH Haki1enBalOT CAMOKIEAIIYIOCS ITUKETKY.

5 (QuakoHOB MOMEIIAIOT B KOHTYPHYIO SYEWKOBYIO YNAKOBKY W3 IUIGHKH IOJMMEPHOM,
TepPMETHYHO YKPBITOW MHOTOCIOHHBIM KOMOMHHPOBAaHHBIM MaTE€pPHajIOM Ha OCHOBE Oymaru u
(doabpru aMOMUHNEBON MK 0€3 HEero, WM IICHKH MOJIMMEPHOM min 6e3 Hee.

2 KOHTYpHbIE SYEHKOBBIE YMAKOBKM BMECTE C JHMCTKOM-BKJIAJBIIIEM MOMEMIAIOT B Ma4yKy M3
kapToHa win 1o 10 ¢p1akoHOB BMeCTE C JINCTKOM-BKJIAbIIIEM ITIOMENIAIOT B MAYKy U3 KapTOHA, C
MEePEropoIKaMH UJTU JIO)KEMEHTaMHU.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  MCIOJbH30BAHHOIO
JIeKAPpCTBEHHOr0  Ipenapara MWJIH  OTX0JA0B, MOJYYeHHBIX IOCJe NpPUMEeHeHHUs

JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHuIMyJsiiMU ¢ NpenapaToM
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UHCTPYKIIMKM 110 MPHUTOTOBICHMIO JICKAPCTBREHHOTO ( l;llge-ngjp:'ﬂg EIﬁJ&E Hfld;p'ﬁvireﬁé:}{ﬂ;'eﬁ

COBMECTHUMOCTD

[TIpemapar CYTAMMAJIEKC BEJI®APM wMoxer OBbITh BBEICH B OJHY CHCTEMY IS

BHYTPUBEHHOTO BBEJICHUSI BMecTe cO cieaylomumu uHpy3uoHnHsiMu pactBopamu: 0,9 %
(9 mr/mi) pactBopom HaTpus xaopuaa; 5 % (50 mr/min) pactBopom riroko3sr; 0,45 % (4,5 mr/mi)
pactBopoM HaTpus xjopuaa ¢ 2,5 % (25 mr/mi) pacTBOpoM IUIFOKO3bI; pacTBOpoM PuHrepa ¢
MOJIOYHON KHUCIIOTO#; pactBopoMm Punrepa; 5 % (50 mr/mur) pactBopom riroko3sl B 0,9 %
(9 mr/mun) pactBOpe Harpus xinopuaa. MHy3noHHas cucTeMa JODKHA ObITh TIIATEILHO MPOMbITA
(mampumep, 0,9 % pactBopoM HaTpus XJOpuaa) MEXKIy MNpPUMEHEHHEM I[pernapara
CYIT'AMMAJIEKC BEJI®APM wu apyrux npenaparoB. Jljis npuMeHeHHs y JeTell mpemnapaT
CYI'AMMA/JIEKC BEJI®APM mosxuo pazsectu 0,9 % (9 mr/mir) pacTBOpOM HaTpHsl XJIOpUa
110 KoHIeHTparuu 10 Mr/mt.

Ecnu npenapatr CYTAMMA JIEKC BEJI®APM BBoauTcs uepe3 eAUHY0 HHGY3UOHHYIO JTMHHUIO
C JPYIHMMH JICKApCTBEHHBIMH IIperaparaMu, €€ HeoOXoauMo mpombiBath (Hampumep, 0,9 %
pactBopoM Hatpus xjiopuzaa) nocie BBeaenus npenapata CYIT'AMMAJIEKC BEJIOAPM.
Yrunuzauus

Bech ocraBmmiics JiekapCTBEHHBIN Mpenapar U OTXO/bI CIEAYET YHUUTOKUTh B YCTAHOBICHHOM

TOPSIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®enepanus

OO6111ecTBO € OrpaHUYEHHON 0TBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-M»)

124460, r. MockBa, BH. T€p.T. MyHUIUMNAIbHBIN OKpyr CuiauHO, T. 3€JIeHOTpaj, MPOCHEKT
I'enepana AnekceeBa, 1. 50

7.1. IIpeacTaBUTE/Nb AEPKATES] PETHCTPALMOHHOIO YI0CTOBEPEeHHUs

[IpereH3un noTpedUTENEed HAOPABIATE 110 aIPECY:

Poccuiickas @enepanus

O011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm-M» (OO0 «Bendapm-M»)

124460, r. MockBa, BH. Tep. . MyHUIMNAIbHBIA OKpyr CWIMHO, T. 3€J€HOrpaj, MPOCIEKT
I'enepana Anekceena, 1. 50

Ten.: 8-800-250-02-05; +7 (495) 780-00-70

DJeKTpoHHas MoYTa Mo Borpocam 6e3zonacHocTd U dddextuBHocTH JIIT: safety@velpharm-m.ru

DJeKTpOHHAs MOYTa MO BOIPOCaM KauecTBa roToBOM mpoaykuuu: quality@velpharm-m.ru

8. HOMEP PETUCTPAHIMOHHOI'O YAOCTOBEPEHUA
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(NOCNEQCBATENEHOCTE 0003)

9. JATA NMEPBUYHOI PETMCTPAIIMM (IMOATBEPKIEHMSI PETUCTPALINM,
MEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:
10. JATA HEPECMOTPA TEKCTA
O6mas xapakrepuctuka jgekapctBennoro npemnapara CYITAMMAJIEKC BEJI®APM nocrtymnHa

Ha HMH(OpMaALMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a B HMH(OPMAIOHHO-

KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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