ot 14.04 2026 N2 7632
(NOCNEACBATENBHOCTE 0003)

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cyrammazeke, 100 Mr/mi, pacTBOp IJisi BHYTPUBEHHOT'O BBEJCHHS

2. KAYECTBEHHBIM M KOJUYECTBEHHBIA COCTAB

JelicTByrolee BEIIECTBO: CyraMMaJIeKC.

Kax b1t i1 pactBopa conepxut 100 Mr cyrammajiekca (B BUJl€ HATpUEBOM COJIN).

Kaxnprit pirakon oosemom 2 it coaepxkut 200 Mr cyrammajiekca (B BUI€ HATPUEBOU COJIH ).
Kaxnerii pirakon oobemom 5 mut conepkut 500 Mr cyrammaziekca (B BUIAE HATPUEBOU COJIH).

BemiecTBa, HallMuMe KOTOPBIX HAJ0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOT'O Mperapara: HaTpui
(cMm. paznen 4.4).

ITonubrit INEPCUCHDb BCIIOMOI'aTCJIbHBIX BCHICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JIEKAPCTBEHHASA ®OPMA

PaCTBop IJIs1 BHYTPUBCHHOI'O BBCIACHUAL.

ITpo3paunblii pacTBOp OT OECLIBETHOIO 10 KOPUYHEBATO-)KEITOrO LIBETA.

4. K/IMHHUYECKHUE JAHHBIE

4.1. Iloxa3aHusl K NPMMEHEHHUIO

- VYcrpaHeHre HEMpOMBIIIEYHOW OJ0Kajbl, BBI3BAHHOW POKYPOHUS OpPOMMIOM WU
BEKYPOHUSI OPOMUIOM y B3POCIIbIX.

- VcrpaneHne HEWpOMBIIIEUHONW OJIOKaabl, BBI3BAHHOW POKYPOHHSI OpOMHUIIOM, Yy
JIeTe ¥ IOAPOCTKOB B BO3pacTe oT 2 1o 18 ser.

4.2. PexuM 103MpoOBaHMS U CIIOCOO MPUMEHEHUS

CyraMmaziekc JOJKE€H BBOJAUTHCS TOJIBKO aHECTE3HMOJIONOM HWJIM TOJI €ro PyKOBOACTBOM. s
HaOJTIOICHUS 32 CTEIEHbI0 HEUPOMBIIIIEUYHON OJIOKabl U BOCCTAHOBICHUEM HEHPOMBIIICYHON
MPOBOJIUMOCTH TIOCTie OJOKaabl PEKOMEHAYeTCSl IPUMEHSATh COOTBETCTBYIOIIMNA METO.
MOHUTOpHHTA (CM. pazaen 4.4).

Pexxum go3upoBaHus

Pexomenayemass no3a cyrammajiekca 3aBUCUT OT CTENEHHM HEHPOMBIIIEYHON OJI0Kaabl,
KOTOPYIO HEOOXOAUMO YCTPAHUTh.

PeKOMeHﬂyeMafl J03a HE 3aBUCHUT OT BUJa aHCCTC3HUU.

CyramMMaziekc TPUMEHSIIOT Il yCTpaHEHUs OJOKaJabl HEHPOMBIIIEYHOH MPOBOJAMMOCTH
pa3IMYHOM ITyOMHBI, BBI3BAHHON POKYPOHUS OPOMUJIOM HIJIM BEKYPOHUSI OPOMHUJIOM.

Yempanenue metipomviwieunoti 610Kkaobl, 6bl136aHHOU POKYPOHUSL OPOMUOOM UNU BEKYPOHUS
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OpPOMUOOM, 8 CMIAHOAPMHBIX KITUHUYECKUX CUM)AYUSLX

MY OTYETY

Cyrammanexkc B pgo3e 4,0 MI/KT pEeKOMEHIYyeTcsl BBOJHMTH, KOIJa BOCCTAHOBJICHHE
HEHPOMBIIICYHOW MPOBOJIUMOCTH JIOCTHUTJIO YPOBHSA 1—2 IMOCTTETAaHWUYECKUX COKpaIleHHi (B
pexume nocrreranndeckoro cuera (I1TC)) mocne 610kaapl, BBI3BAHHOW POKYPOHHSI OPOMHIOM
Wi BekypoHus opomugom. CpenHee Bpemsi 1O MOJHOTO BOCCTAaHOBJICHUS HEHPOMBIIICYHOM
IIPOBOJIUMOCTH (BOCCTAHOBJIEHUE COOTHOLIECHUS aMIUIUTYJl YETBEPTOrO U IEPBOIO OTBETOB B
pexume detbipexpazpsanor crumyssaiuu (T4/T1) go 0,9 cocraBnser nmpuOIM3UTENBHO 3 MUH (CM.
paznen 5.1.).

Cyrammajiekc B 103€ 2,0 MI/KI peKOMEHIYETCS BBOJAUTH, KOIJa CIOHTAHHOE BOCCTAHOBJICHHUE
HEWPOMBIIICYHON IMPOBOJIMMOCTH TOCJIE OJOKaabl, BHI3BAHHOW POKYPOHUS OpOMHUIIOM WU
BEKYPOHHUS OpPOMUIOM, JIOCTHUIJIO HE MEHEE 2 OTBETOB B PEXKHUME YETHIPEXPA3PSAHON CTUMYIISILIUU
(TOF). Cpennee BpeMsi 10 IIOJHOTO BOCCTAHOBJICHUSI HEHPOMBIIICYHOW MPOBOJUMOCTHU
(otnomenus T4/T1 no 0,9) coctapnsier okosio 2 MuH (cM. pazzaen 5.1.).

IIppy npuMeHEHMM  pPEKOMEHJOBAaHHBIX 03  CyramMMazeKkca Uil BOCCTAaHOBJICHUS
HEUPOMBIIIEYHOW HPOBOJAMMOCTH B CTaHJAPTHBIX KIMHUYECKUX CHUTyalMsX Ooisiee ObICTpoe
BoccraHoBiienne otHomeHust T4/T1 mo 0,9 mpoucxomuT B cilydae, KOTraa HEHUpOMBIIIICYHAS
6J10Ka/1a BbI3BaHA POKYPOHHUSI OPOMHUJIOM IO CPAaBHEHHUIO C BEKYPOHHSI OpOMHUJIOM (CM. paszen
5.1).

Oxcmpennoe ycmpaneHue HeupomMblueyHol O10Kaobl, 6bl36AHHOU POKYPOHUSL OPOMUOOM

HpI/I BO3HHUKHOBCHHUHU H€O6XOI[I/IMOCTI/I B HCMCIJICHHOM BOCCTAHOBJICHUU HeprOMBIHICqHOﬁ
MPOBOJAMMOCTH TIpH OJIOKaZe, BBI3BAaHHOH POKYpOHHUsI OpOMHIIOM, PEKOMEHIyeMas J03a
cyrammajiekca coctapisieT 16,0 mMr/kr.

[Ipu BBegenun 16,0 Mr/Kr cyramMmmajziekca 4yepe3 3 MUH IOCJe BBeIEHUs OOMIOCHOW A03bI 1,2
MI/KI POKYpPOHHSI OpoMHIa cpeaHee Bpemsi BoccTaHoBlieHWsi otHomieHuss T4/T; mo 0,9
cocrasisieT okoio 1,5 muH (cM. pasnen 5.1.).

I[aHHBIC O INPUMCHCHHHN CyraMMaacKcCa IpPHU SKCTPECHHOM BOCCTAHOBJICHUHU HCI‘/JIpOMBIHIG‘{HOfI
IpOBOAUMOCTHU IIPU 6J'IOKa,I[e, BBI3BaHHOU BCKYpPOHUA 6pOMI/II[OM, OTCYTCTBYIOT.

IlosmopHoe 6sedenue cyzammaoexca

B uCKIIIOUNTENBHBIX CUTyallUAX MPH PEKypapHU3alMK B MOCIEONEPAMOHHOM Mepuoe (CM. pasaen
4.4.), mocie BBeIEHHUs cyraMMajieKca B J103€ 2 MI/KI Win 4 MI/KT, peKOMeHayemas ITOBTOpHas
n03a cyrammajiekca cocrtapisieT 4 Mr/kr. Ilociie BBeneHHMs MOBTOPHOM 03Bl cyrammajekca
HEOOXOMMO OCYIIECTBIISATH MOHUTOPHHT HEHPOMBIIIEYHOW MPOBOAMMOCTH JI0 MOMEHTA ITOJIHOTO
BOCCTAHOBJICHUS! HEHPOMBIILIEUHON (DYHKIIHH.

Tlosmopnoe 66edeHue pokyporusi Opomuoa uiu BeKYpOHUs Opomuoa nocie B68e0eHUs.
cyeammaoekca

[IpoMexxyTku BpeMeHH, Yepe3 KOTOpble MOKHO TOBTOPHO BBOJWUTH MMOPEJIAKCAHTHI,
NIpUBEJIEHBI B pazaene 4.4.

Oco0bIe TPVIIIB TAUEHTOB

HauueHmbz C NOYeyHol HedOCmamo4HOCMbIO

VY nmanMeHToB ¢ JIETKUM M YMEPEHHBIM HapylleHueM (yHKIUM MoueK (KJIUPEHC KpeaTuHUHA >
30 u <80 muI/MUH) cieAyeT NMPUMEHSTh JO03bl Mpenapara, peKOMEHJIOBaHHbIE /I B3POCIBIX
MalMEeHTOB 0e3 HapyllIeHUs PYyHKIUU IMOYEK.

[IpumeHeHnue cyrammajekca y NAlUEHTOB C TSDKEIbIMU HapyLIeHUsSIMH (QYHKIUU I1OYEK,
BKJIIOYasl MAalMeHTOB, HAXOJSIIMXCS Ha reMoauanuie (KiIupeHc KpeaTWHuHa <30 MII/MUH)
2
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Y OTYETY

0e30MacHOCTH, KOTOPhIE MO3BOJMIM Obl PEKOMEHJIOBaTh NMPUMEHEHUE CyraMMmajeKkca y J3TOou
rpyNITbl HAaIUEHTOB (cM. pazaen 5.1.).

ﬂuua NnOJ2CUI020 803pacma

[locne BBeaeHMs cyramMmmajiekca pyu Hamuauu 2 otBeToB B pexkume TOF ctumynsiiuu Ha GoHe
OJIOKaJbl, BBI3BAHHOW  POKYPOHHS  OpOMHIOM, TIOJIHOE BpeMs  BOCCTaHOBIICHUS
HelpoMbiedHon mpoBoaumoctu (otHomenue T4/T1 mo 0,9) y B3pocnbeix namueHToB (18—64
rofia) COCTaBJsIET B CpeaHeM 2,2 MHUH, Y MOXWJIbIX NalueHToB (65—74 roga) — 2,6 MUH U y
OYCHb IMOXHUJIBIX ManueHToB (75 mer m Oospiie) — 3,6 muH. HecMOTpst Ha TO, 4TO Bpems
BOCCTAHOBJICHUSI HEHUPOMBIIICYHOW MPOBOJIMMOCTH Y TMOXHJIBIX IMAllUEHTOB HECKOJIBKO
Oouibllle, 03Bl CyraMMajJeKkca PeKOMEHIYIOTCS TaKHe e, KaK M i1 B3POCJbIX MAllMEHTOB
O0OBIYHOM BO3PACTHOM IpyIibl (cM. pa3aen 4.4.).

Hauuenmbl C oJKrcuperHuem

VY DauMeHTOB C 0XXHUPEHUEM, BKJIHOYAsl IMAIIMEHTOB C NATOJOTMYECKUM OKMPEHUEM (HMHIAEKC
Macchl Tena > 40 Kr/M?), pacdeT 103bl CyramMmajeKca JI0JKEH OCYLIECTBIATHCS MCXOS W3
¢dakTdeckoil mMaccel Tena. HyXHO ciemoBath peKOMEHAYEMBIM J03aM, MPEIIOKEHHBIM IS
B3pOCJIBIX ITALIUEHTOB.

Haquenmbl C NEeYeHOYHOU HedOCMAMOYHOCMbIO

VY NanMeHTOB C JISTKUM M YMEPCHHBIM HapyIlIeHUeM (DYHKIUH IMEYCHH PEKOMEHIYEMbIC JTO3bI
npenapara OCTarTCA TaKUMH KE, KaK W Y B3POCJBIX HNAUCHTOB, INOCKOJIBKY CyraMMaJiCKC
BBIBOJIUTCS TJIABHBIM 0Opa3oM moukamu. M3-3a HEZOCTATOYHOCTH JIAaHHBIX IO MPUMCHCHHIO
CyraMmMaJZicKkCa y MnmalfMuCHTOB C TAXKCJIBIMHA HAPYIICHUAMU (1)YHKL[I/II/I INCYCHU M B ClIydasaXx, Koraa
HapylieHue (YHKIUA TI€YCHH COIMPOBOXKIAACTCSA SIBICHUSMH KOAryJIONaTUH, TPUMCHSTh
CyraMMaJIeKC PeKOMEHIYETCS C 0CO00H OCTOPOKHOCTHIO (M. pazaen 4.4).

JlaHHBIE 110 TPUMEHEHUIO CyraMMaJieKca y JIeTeil orpaHudeHbl. FIMeroTcsi 1aHHbIe O BBEJICHUU
npemnapara Jyuisi yCTpaHEHUs HEHpOMBIIIEYHON OJI0Kaabl, BI3BAHHOW POKYPOHHUsSI OPOMHIAOM,
Npy nosiBJIeHuH 2 orBeToB B pexume TOF ctumynamnuu.

Jlemu om 2 nem u noopocmku

Pesepcus netipomuiueunon 610kadsl 6 CMaHOApPMHbIX KIUHUYECKUX CUMYAYUSX

Jlns  ycrpaHeHuss HeWpOMBIIIEUHON OJIOKaabl, BBI3BAaHHON pPOKYypOHHUs OpoMHIOM, B
CTaHJAPTHOM KJIMHUYECKOM NpaKkTHKE y JeTe U MOAPOCTKOB B Bo3pacte OT 2 10l8 et
pPEKOMEHyeTCs BBOJUTh CyraMMaIeKe B J103€ 2 MI/KT (Mpu HaIu4uu 2 oTBeToB B pexxume TOF
CTUMYJIAIUH) (cM. paznen 5.1.).

Jlpyrue cuTyaluu BOCCTAHOBJIEHUS HEWPOMBIIIEYHOW IPOBOJAMMOCTH, BCTPEUAIOIIHECST B
CTaHHapTHOﬁ IIPAaKTUKE, HC ObLIH HU3YYCHBI, TIOOTOMY B 3THUX ClIydadX MPHUMCEHATH CyraMMaJICKC HE
PEKOMEHAYETCS 10 MOTYUYEHHUS OCIEYIOINX JaHHbIX.

DKkcmpernHas pesepcust Heupombliuuey o O10Kaobl

DKCTPEHHOE BOCCTAHOBIICHUE HEUPOMBIIIEUHON MPOBOAMMOCTH MPHU BBEICHUM CyraMMajieKkca
y JeTeil OT 2 JIET W TOJAPOCTKOB HMCCIEAOBAHO HE OBLIO, W MO3TOMY B ITHUX CHTYyaIlHsIX
NPUMEHEHHE Mpenapara He PeKOMEHAYETCS A0 MOTYyUYEHHUSs MOCHEAYIOIMX TaHHbIX.

Jlsisi TOBBIIIEHUsSI TOYHOCTH JO3UMPOBaHUs y Jnerer mnpemnapar CyraMmaaekc B JO3UPOBKE
100 mr/mm, moxHO pazBectu a0 10 mr/mi (cMm. paznen 4.2.).

Jlemu 0o 2 nem
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MY OTYETY

2 JIET ¥ HET OIbITa IPUMEHEHHUSI Y HOBOPOXKIAEHHBIX (10 30 nHell). B cBs3u ¢ 3TUM npuMeHeHue
cyraMmajZexkca 'y JAaHHOW TIpynmnbl MAallMEeHTOB MIPOTUBOMNOKA3aHO N0  MOJy4YeHUs
JOIIOJTHUTENIbHBIX KIMHUYECKUX TaHHBIX.

Cnoco0 mpuMeHeHus

[Ipenapar CyrammaaeKkc NpUMEHsIeTCS BHYTPUBEHHO CTPYWHO B BUJI€ OJHOKPATHON OOJIFOCHOM
WHBEKIHH, KOTOpasi BBOAUTCS B TeueHHe 10 ¢ B cUCTeMy JIsl BHYTPUBEHHOI'O BBEJIEHMS (CM.
paznein 4.4).

[Ipenapat CyraMMaekc MOXKET ObITh BBEJCH B OJHY CHCTEMY JIJIsi BHYTPUBCHHOTO BBEICHUS
BMECTE CO CIeayrommuMu UHQPY3UOHHBIMU pacTBopamu: 0,9% (9 mr/mir) pacTBOpoM HATpHs
xnopuaa; 5% (50 mr/mi) pactBopom riaoko3sl; 0,45% (4,5 Mr/min) pacTBOpoM HaTpHs XJIOpUIa
¢ 2,5% (25 wmr/mi) pacTBOPOM TIIFOKO3bI; pacTBOpoM PuHTrepa ¢ MOJIOYHOW KHCIOTOW;
pactBopom Punrepa; 5% (50 mr/mi) pactBopoM 1imroko3bl B 0,9% (9 Mr/mun) pactBope HaTpus
xinopuna. Mudy3nonnas cucrema AoJDKHA OBITH THIATENbHO mpoMbiTa (Hampumep, 0,9%
pacTBOpPOM HATpusl XJIOpUIA) MEXIy HOpuMeHeHuem mnpenapara Cyrammanekc U APYrux
MpenapaTos.

Jns npumenenus y pnereil mpemnapar Cyrammanekc MoxkHo pasBectu 0,9% (9 wmr/mi)
pacTBOPOM HATpHsI XJIOPU/IA 10 KOHIeHTparuu 10 mr/mit.

4.3. IIpoTuBONOKA3aHUS

- TUIIEPUYYBCTBUTEIBHOCTh K CyraMMaJeKCcy WM K J000My H3 BCIOMOTaTelbHBIX
BEILIECTB, IEPEYUCICHHBIX B pa3aene 6.1;

- JIETU 10 2 JIET;

- TsDKENBIE HapylmieHuss (QyHKOUM modek (KimpeHc KpeatnHuHa < 30 MII/MHH) W/HiH
TIEYCHH.

4.4. OcoOble yka3aHusi ¥ Mepbl NPeIOCTOPOKHOCTH NMPHU NMPHUMEHEHUHU

B 00byHOII  aHECTEe3WOJOTMYECKOW  TPaKTUKE TMPH  HCHOJIBb30BAaHWM  HApKo3a,
COMPOBOXK/TAIOIIETOCS HEUPOMBIIIEYHOM OJ0KAZ0M, PEKOMEHyeTCsl HAOMI0IeHHE 3a MalleHTaMu
B TIOCJICOTIEPAIIMOHHBINA MEepUO ] Ha MPEAMET Pa3BUTHSI HEOIArONPUSITHBIX SBICHUM, BKIIOYAs
MMOBTOPHYIO HEHPOMBIIICYHYIO OJIOKaTy.

MOHUTOPHUHT __ IBIXaTE€IbHOMU d)VHKHI/II/I BO BpEMsS BOCCTAHOBJICHHUS HEWPOMBIIICUYHOMU
ITPOBOANMOCTHU

ITpoBOANTE MCKYCCTBEHHYIO BEHTUJIALMIO JIETKMX HEOOXOAMMO JO IMOJHOTO BOCCTAHOBJICHUS
aZIEKBaTHOTO CAMOCTOSITEJIbHOTO [IbIXaHMsSl TOCJIE YCTPAaHEHUsT HEHPOMBIIIEYHON OJI0Kabl.
Eciu naxe mpou3oLIIO MOJIHOE BOCCTAHOBIIEHUE HEHPOMBILICYHON IMPOBOAUMOCTH, APYIrUe
JICKApCTBEHHBIE ITpenapaTsl, KOTOPbIE IPUMEHSUIUCH B IEPU- U MTOCIICONEPALIMOHHBIN IEPUOIBL,
MOT'YT YTHETaThb JbIXaTeIbHYIO (YHKIMIO, U I[O3TOMY MOXET MOTpeOOBaThCs MPOJICHHAs
HCKYCCTBEHHAas BEHTUJIALYS JIETKUX.

Ecnu mocne BKCTY6aL[I/II/I IMOBTOPHO pPa3BUBACTCA HCﬁpOMLImeqHaH 6.]101(8_}18_, H€O6XOI[I/IMO
BOBpECMA o0ecneuuTh AJICKBATHYIO BCHTUJIAIUIO JICTKHUX.

Binungaue Ha remoctas

B wuccnenoBanusax Ha A00pOBOIBIAX 03B cyramMmazekca 4 Mr/Kr u 16 MI/Kr BBI3BIBAIIA
MPOJIOHTAIIUIO CpelHEMaKCUMaIbHBIX 3HAUEHUN AKTUBUPOBAHHOTO YJaCTUYHOT'O
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TpomOoractuHoBoro Bpemenu (AUYTB) ma 17_wm 22940 btk il 4" SrahcH ek

nporpoMOuHoBoro Bpemenu (MHO — mexayHapogHOe HOPMAIM30BAHHOE OTHOIICHUE) — Ha
11 u 22% coorBercTBeHHO. JlaHHas OrpaHWYE€HHAass IIPOJOHTAIMS AKTUBUPOBAHHOIO
4acTUYHOTOo TpomboruiactuaoBoro Bpemenn (AUTB) u mporpom6unoBoro Bpemenu (MHO)
nMeJia KpaTKoCpouHbIi xapakrep (< 30 Mun).

Ananu3 knuHuYeckor 0a3el JanHbIX (N=3519) nmokasai, 4To KIMHUYECKH 3HAYUMOTO BIIUSHUS
cyramMmajiekca, IpHUMEHSeMOro B BHJAE MOHOTEpalMud WIM B KOMOMHANUU C
AHTUKOAryJIsiHTaMd, Ha 4YacTOTy IIepH- WM [OCJIECONEPALUOHHBIX KPOBOTECUEHUI HeE
HaO0JIrO1aI0Ch.

B wuccnemoBanum ¢  ywyactuem 1184  manMeHTOB, MOJABEPIIIUXCA  XUPYPTUUYECKOMY
BMEUIATENLCTBY M IMOJYYaBIIUX COIYTCTBYIOIIYIO TEpamUI0 aHTHKOATYJSIHTaMHU, HaOJI0Aanoch
HE3HAYUTEILHOE U TPaH3UTOPHOE  TIOBBIICHWE  AKTUBUPOBAHHOTO  YaCTHUYHOTO
TpoMmbOoriacTuHoBOro BpemeHu (AUTB) u nporpomOGunoBoro Bpemenn (MHO), cBsizanHOE C
MIPUMEHCHUEM CyraMMmajiekca B JTO3UPOBKE 4 MI/KT, KOTOPOE HE MPUBOJMIO K MOBBIIICHHUIO
pHCKa KPOBOTEUEHHUS 110 CPABHEHUIO C OOBIYHBIM JICUECHUEM.

B skcnepuMenTax in vitro 661710 00HApYKEHO JOMOIHUTEIBHOE YBEINUEHNE aKTUBUPOBAHHOTO
YaCTUYHOTo TpomoOormiactTuHoBoro BpemeHu (AUTB) u npoTpoMOMHOBOro BpeMEHH IpU
IIPUMEHEHUU CyramMMmajekca ¢ aHTaroHucramMu ButamuHa K, HeppakumoHHpPOBaHHBIM
renapuHoM, HU3KOMOJIEKYJSIDHBIMM —TelapuHaMu, pHUBAapoKcabaHOM M jJaburarpaHoM.
I[IpyHuMass BO BHUMaHHME KpPAaTKOBPEMEHHBIM XapaKTep OrPAaHWYEHHOIO YBEIWYCHUS
aKTUBHPOBAHHOI'O0 YaCTUYHOro TpomoOoruiacTuHoBoro Bpemenu (AUYTB) u nporpomMOuUHOBOTO
BPEMEHH, BBI3BAHHOTO CyramMmazekcoM (B BHAE MOHOTEpAlluM WJIM B KOMOHWHAIUUA C
BBIIICYKAa3aHHBIMU aHTUKOATyJISIHTAMU), MaJIOBEPOATHO, YTOOBI CyraMMaJeKC YyBEIUYUBAI
PHUCK KPOBOTECUECHUM.

[TockonabKy pHUCK BO3HUKHOBEHHUSI KPOBOTEUCHHS HE M3ydalicsl CUCTEMHO NP BBEIEHUU Oosiee
BBICOKHX, YeM 4 MI/KT 103, CyramMMaJeKca, MOKa3aTeli KOarylisalud CIeAyeT TIIATeIhHO
KOHTPOJIMPOBATh B COOTBETCTBUU CO CTAHAAPTHON KIMHUYECKON MPAKTUKOH Yy MAIMEeHTOB C
JTMAarHOCTUPOBAHHBIMHU KOATyJIOMATUSIMU M Y MAIUEHTOB, MPUHUMAIOIINX aHTHKOATYJISIHTHI U
cyraMMmajiekc B 03€ 16 MI/KT.

VY nmanueHToB, MOJIyYaBIINX CTAaHJIAPTHYIO MTOCTOINEPAMOHHYIO TPOPUIAKTUUECKYIO TEpanio
AHTUKOAryJIsiHTaMH, (apMaKOAMHAMHUUYECKOE B3aUMOJIEUCTBUE HE UMEJO KIMHUYECKOIo
3HaueHus. Crieyer NposBIsATh OCTOPOKHOCTh MPHU MPUMEHEHUN CyraMMajieKca y MalyueHTOB,
MOJIy4YaroIIUX TEPAINUI0 aHTUKOAryJIHTAMU WIIMA IOJIy4aBIIUX €€ paHee. IIOBBIIEHHBIM PUCK
Pa3BUTHUSL KPOBOTEUEHUI MOXET HAOIIO1aThCsl Yy CIAEAYIOMMNX MAllUEHTOB:

- C HacleACTBEHHBIM AeduuuToM BUTaMUH K-3aBHCHMBIX (DaKTOpOB CBEpTBHIBAaHUS KPOBHU;
- CKOaryJjoIlaTUsMH B aHAMHE3E;

- cnupousBogHbIMU KyMapuHa 1 MHO Baiie 3,5;

- IPUHUMAIOUIMX aHTUKOATYJISIHTHI U CyraMMaieKc B 103€ 16 MI/Kr.

Ecnu npuMeneHne cyraMMaziekca Be€ ke HeoOX0JIMMO, TO aHECTE3HOJIOT JIOJKEH OLEHHUTD MOJIb3Y
IIPUMEHEHHUsI CYyraMMaIeKca U PUCK Pa3BUTHsI KPOBOTECUEHUS, IPUHUMAsi BO BHUMAHHE pa3INUHbIC
(akTOopbl (KPOBOTEUEHHUs] B aHAMHE3€, BUJI XUPYPrHYECKOro BMeIIaTelnbCTBA). Takke y
MAallMeHTOB, BXOJSIIUX B TPYyIIy pUCKA pPa3BUTUS KPOBOTEUEHUN, HE0OXOIUMO
KOHTPOJIUPOBATH IIAPAMETPBI TEMOCTa3a U CBEPThIBAEMOCTH KPOBH.

JIro6pie ocTaTKu coliepkUMOro ¢JakoHOB HMH(PY3MOHHBIX JIMHUX TIOCIE MPUMEHEHUS
cyramMmazieka JOJDKHBI OBbITh YHUUYTOKEHBI B COOTBETCBHH C MPUHATHIMH B JJAHHOM PETHOHE
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TpeOOBaHUSIMH.

Bo300HOBIIEHHE HEWPOMBIIIICYHOU OJIOKAIBI

B kImHMYECKMX HCCIIEIOBaHUSX C YYaCTHEM IallMEHTOB, IMOJYyYaBIIMX POKYPOHHUS OpOMUL
WA BEKYpOHUs OpoMHUJ, TpU TNPUMEHEHHUH CyramMmajgekca B J03€, [OKa3aHHOW JUIs
COOTBETCTBYIOIICH TIyOMHBI HEWpoMmbIieuHo Omokanabl (N=2022), yactora BO300OHOBJICHUS
HEPBHO-MBIIIIEYHON OJIOKAbI, KOTOPask OIEHUBAIACH C TTIOMOIIHI0 MOHUTOPUHTA HEUPOMBITIICUHOM
MPOBOJUMOCTH WIM KJIMHUYECKUX JaHHBIX, cocTaBiisiia 0,20%. [IpumeHeHue no3 HUXE, YEM
PEKOMEH/IOBAaHHbBIC, MOXKET MPUBECTH K YBEIUUYCHHUIO PUCKA BO3OOHOBJICHUSI HEHPOMBIIIICYHOMH
0J10KaJbl TIOCTIE TIEPBUYHOIO BO30OHOBIICHUSI HEHPOMBIIIIEYHON MPOBOJIMMOCTH U IMO3TOMY HE
pexomeHnayetcs (cm. pazaen 4.2 u pazuen 4.8).

TIpoMeXYTKH BpEMEHH, Yepe3 KOTOPhIE MOKHO HOBTOPHO BBOJAUTH MHUOPEIAKCAHTHI MOCJE
BOCCTAHOBJICHUSI HEUPOMBIIIIEYHON NPOBOJAMMOCTH C IIOMOIILIO CyraMMaJeKca

[ToBTOpHOE BBEJCHME POKYPOHHUS OpOMHJIa WM BEKYpOHHUsI OpOMHa TOCIE NPUMEHCHHS
cyrammajiekca (10 4 MI/Kr) BO3MOXKHO Yepe3 CICAYIONINE MPOMEKYTKH BPEMEHU:

MUHAMAIIBHBIA [TPOMEXKYTOK BPEMEHH MuopenakcaHT U 103a IS BBEICHUS

S MUH 1,2 MI/KT poKypoHUs OpomMuaa

4 g 0,6 mr/KT poKypoHus 6pomuaa mwim 0,1 Mr/kr
BEKYypOHUs OpoMuaa

[Ipu BBemenuu pokyponuss Opomuaa B 1o3e 1,2 wmr/kr B TtedeHue 30 MuH mocie
BOCCTAHOBJICHUSI HEMPOMBIIIIEUHON MPOBOAUMOCTU MO JAcHcTBHEM mnpernapara CyraMmanexc
MIOBTOPHOE€ BO3HUKHOBEHHE HEUPOMBIIIEUHOM OJIOKaAbl MOXKET BO3HHMKATh C 3aJCPIKKOMU
MPUMEPHO 10 4 MUH, U TPOJOJDKUTEIIFHOCTh HEUPOMBIIIIEUYHON OJIOKAJIbI MOXET COKPATUTHCS
npuOIU3UTENbHO 10 15 MuH.

OcHoBbIBasich Ha (apMaKOKHHETHYECKOW MOJIETTH, TPOMEKYTOK BPEMEHHU, Yepe3 KOTOPHIH MOMKHO
MOBTOpHO BBOAUTH 0,6 MI/Kr pokypoHus 6pomuna unu 0,1 Mr/kr BeKypoHus OpoMuaa mocie
MPUMEHEHUsI CyraMMajieKca MalueHTaM C JISTKUMH WA CPEIHUMU HapyIICHUSIMU (YHKIIUA
MOoYeK, JAOJDKEH cOCTaBisATh 24 4. B cmywae ecnu Tpebyercs Ooliee KOPOTKHH MPOMEKYTOK
BPEMEHU JIJIs BO30OHOBJICHUSI HEUPOMBIIIIEUHOM OJIOKaIbI, 7032 POKYPOHUS OpomMuIa JOHKHA
COCTaBJIATH 1,2 MI/KT.

TloBTOpPHOE BBEJECHUE DOKYDPOHHUS OPOMHUIA WU BEKYDPOHHUS OPOMHUIA IIOCJIE HEMEIJIECHHOIrO
YCTpaHEeHUs1 HeHpoMbliieuHon Oaokanbl (16 MI/Kr cyramMmmaziekca)

B penkux cimydasx, Korjga HeoOXOIUMO HEMEJICHHOE YCTpaHESHHE HEHPOMBIIIEYHOTO OJIOKa,
PEKOMEHIYEMBIN MPOMEKYTOK BPEMEHHU ISl TOBTOPHOTO BBEACHUS MHOPEIAKCAaHTOB COCTaBISET
24 4.

Ecnu Bo3HUKaeT HeO6XOI[I/IMOCTB B HeﬁpOMLIMCQHOﬁ 6J'IOKaI[e A0 UCTCUCHUS 3TOIO BPCMCHU,
AOJDKHBI MPUMECHATHCA HECTCPOUAHBIC MUOPCIIAKCAHTBI.

Havano neiicTBus NEMOISPU3YIOMIETO MHUOPEIAKCAaHTa MOXKET OBITh 00Jiee MEIJICHHBIM, YeM
MpeAnojgaraeTcs BCIEACTBUE TOr0, YTO 3HAUYUTENbHAs 4YacTh MOCTCHHANTHYECKUX
HUKOTUHOBBIX PELENTOPOB, MOKET ObITh, BCE €I11€ 3aHsITa MUOPEJIAKCAHTOM.

Hapyuienue d)VHKHI/II/I MOYCK

CyraMMaJIeKC HEC PEKOMCHAYCTCA K HNPHUMCHCHHIO Y IMAIIUECHTOB C TAXKCEIBIM HAapyIICHUEM
MMOYEYHOMN (I)yHKI_II/II/I, B TOM YHCJIC Y MTAaIUCHTOB, KOTOPbBIM HCO6XO,[[I/IMO MMPOBCACHUC OHUAIN3a (CM.
6
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paznen 5.1.).

BzaumosaeiicTBus, OGVCHOBHGHHBIC JUTUTSIbHBIM ACHCTBHEM POKYPOHHS 6DOMI/II[3_ W1 BCKYPOHHUA

Opomuia
B cnydae nmpuMeHeHHs B MOCTONEPAIIMOHHOM TIEPUO/IC MPEeNapaToB, MOTCHIIUAIBHO BIUSIOIINX

Ha HEHpOMBIICUHYI0 OJIoKamy, cleayer oOpatuth oco00e BHHUMAaHHE Ha BO3MOXKHOE
BO300OHOBIICHIE HEUPOMBIIICYHON OJIOKAHI.

Takoke cienyer oOpaTUTh BHUMaHUE B MHCTPYKIIUH TTO IPUMEHEHUIO POKYPOHHUST OpoMUIa MU
BEKYpOHHsI OpOMHJIa Ha CIIUCOK IPErapaTroB, KOTOPbIE MOTEHIMPYIOT HEHPOMBIIICUYHYIO OJI0KaTy.
Ecnu nHaGmromaercs BO30OHOBJIEHHE HEWPOMBIIIEUHOM OJIOKaJbl, MOTYT MOTpeOOBaThCs
HMCKYCCTBEHHAasl BEHTUJIALUSA JIETKUX U IIOBTOPHOE BBEJIEHUE CyraMMaeKca.

Nudopmaruss 0 JIpyrux BO3MOXKHBIX THIIAX B3aMMOJCUCTBUS (IO THUIY CBSI3BIBAHUS WIIU
BBITECHEHHSI) MpeCTaBjIeHa B paszjeie 4.5.

IloBepxHOCTHAS aHECTE3USA

Kornma BocCTaHOBIEHHME HEUPOMBIIIEYHOW MPOBOAMMOCTH IMPOBOJMIIOCH HAMEPEHHO B XOJE
aHecte3nu (BO BpeMsl KIMHUYECKUX HCCIEIOBaHUM), H3pelIKa OTMEYaIUCh MNPU3HAKU
MMOBEPXHOCTHOW aHECTE3WH (JBHKEHUS, Kallleldb, I'PUMAChl, BTSITHBAHHE SHAOTpaxealibHOU
TpyOKN).

Ecom  ycrpaneHne HEWpPOMBINIEYHOW OJIOKaABbl TPOU3BOIUTCS BO BpEeMs MPOBEICHUS
aHECTE3UH, MOXET IOTpeOOBaThCA BBEJIEHHE JONOJHUTENBHBIX 03 AHECTETHMKOB W/UIN
OIIMOUJOB.

BripaxeHnas 6Da,Z[I/IKaDI[I/I$I

B penkux ciydasx BelpakeHHas Opajukapaus HaOJ0Janach B TEUEHUE HECKOJIbKUX MUHYT I10OCIIE
BBEJCHUS cyraMMaJieKca JJIsl yCTpaHEeHHs] HEPBHO-MBIIIIEYHOU OJI0KabI.

Onucanbl €IUHUYHBIE CiIydau OpaguKapaIuud C OCTaHOBKOW cepaua (cm. pasnen 4.8.).
[TaruenTaM cregyeT THIATEIBHO KOHTPOJIUPOBATH COCTOSIHME TEMOJIWHAMUKHA BO BpeMsl U
MOCIIe  YCTpAaHEHHWS HEPBHO-MBINIEYHOW Oyiokanel. JledeHWe aHTHXOJIWHEPTHYCCKUMU
npemnapaTaMy, TaKUMHU KakK aTpOIHH, CIeAyeT Ha3HadaTh, €CIM HaOJII0JaeTCs KIMHUYECKHU
3HaUMMas OpaauKapaus.

Hapyuienue (bVHKHI/II/I NC4YCHU

CyraMmaziekc He MeTabOJM3UpyeTcsi B TEYEHH, MOITOMY HCCIEIOBaHMUS Ha TMallUeHTaX C
HapylIeHHOHN (GYHKIIUEH MeYeHu He MPOBOIMINCE. [Ipy mpuMeHeHnn nmpemnapara y malueHTOB
C TSDKEJIBIMHM HapyHICHUsIMU (YHKIIUU TEYEHH CIeayeT cOoOI01aTh 0COOYI0 OCTOPOKHOCTh. B
clIydae eciH HapylieHHe (YHKIIMU MEYEHU COIMPOBOXKIAETCS SBICHUSIMHU KOAryJlomaTHUH, CM.
nojapasznen «BiusiHue Ha TeMOCTasy.

IIpuMeHEHHEe cyraMMaaekca B YCIOBHMSIX MHTCHCUBHON Tepaluu

[IpumeHeHue cyrammajiekca y NMalueHTOB, MOIyYaBIINX POKYPOHHUS OpOMHJ MJIM BEKYPOHMS
OpOMHU/JI B YCIIOBUSAX OTACIICHUS] MHTEHCUBHOMN Tepanuu, He U3y4asoch.

IIpuMeHeHrne cyraMMajJiekca JUId VYCTPAaHEHWUS HEHUPOMBINIEYHOW OJIOKAJbI, BBLI3BAHHOU
IPYTAMHUA MHOpeIaKkcanTaMu (He POKYPOHUI OPOMUIOM WUIU BEKYPOHUS OPOMUIOM)

Cyrammajzekc He J[OJDKEH TPUMEHSTHCS [UJIs YCTpaHEHUs OJIOKaJabl HEeWpOMBIIIEYHOMN
IIPOBOJUMOCTH, BBI3BAHHOM TaKUMH HECTEPOUHBIMU MHOPEIAKCAaHTaMM, KaK CYKCAMETOHHMU WU
CcoeIMHEeHUs OCH3UIN30XUHOIMHOBOIO psija.

CyraMMaL[eKc HC JOOJDKCH MNPUMCHATHCA JId YCTpPaHCHUA HeﬁpOMBImeqHOfI 6J'IOK3I[LI,
7
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WJIM BEKYpOHUS OpOMU/JIa, IOCKOJIbKY JaHHbBIE 00 3(hPEeKTUBHOCTH U 6€30IaCHOCTH JIJIsl TAKOTO
IIPUMEHEHUsI OTCYTCTBYIOT. ECTh TOJBKO OrpaHHYEHHbIE JTaHHBIE O YCTPAHEHHUIO OJIOKa/bl
HEUPOMBIIIEYHOW TPOBOJAMMOCTH, BBI3BAHHOM MMAaHKypOHHS OpOMHIOM, OIHAKO UX
HEIOCTATOYHOE KOJIMYECTBO HE MO3BOJSAET PEKOMEHI0BAaTh CyraMMaJeKC JJIsl BOCCTAaHOBJICHUS
HEHPOMBILIEYHOU POBOAUMOCTH B CIIy4ae IIPUMEHEHHUS 3TOr0 MUOPEIAKCAHTA.

3aMeJIEHHOE BOCCTAHOBJICHHE

IIpu cocTosiHUSX, CBS3aHHBIX C YJIMHEHUEM BPEMEHU LUPKYJALUU (CEPAEHYHO-COCYAUCTHIE
3a00JeBaHMs, MOXKUIIONH Bo3pacT (cM. paszzaen 4.2. mid NalMeHTOB MOXKHIIOIO BO3pacTa)),
OTEYHOE COCTOSIHME (HANpHUMEpP, B CBA3U TSOKEIBIM HapylIeHHEM (YHKIUU TEYECHH) BpeMsi
BOCCTAHOBJICHUS! HEHPOMBIIIEUHON TPOBOAMMOCTH MOXKET YBEJIMUUBATHCS.

PeaKI_II/II/I TUIICPYYBCTBUTCIIbHOCTHU

Bpau gomkeH ObITh TOTOB K MOSBJICHHIO BO3MOYKHBIX PEAKIUN THIIEPUyBCTBUTEIBHOCTH U JIOJDKCH
co0TI0/1aTh HEOOXOIMMBIE MEPHI MPEIOCTOPOKHOCTH (CM. pazel 4.8.).

BcnomMorarensHbIe BEISCTBA

[Ipenapar Cyrammaznekc coaepxut MeHee 1 Mmoiib (23 mr) HaTpus Ha 1 mil, TO €CTh MO CYTH
HE COACPXXMUT HaTpus. JlaHHBIN JeKapCTBEHHBIM mpemnapar coAepX uT 10 9,7 Mr HaTpus
(OCHOBHOW KOMIIOHEHT MHUIIEBOI/CTOJIOBOM COJM) B KAXAOM MIL. DTO 3KBUBaJIeHTHO 0,5 % oT
PEKOMEHAYEMOr0 JIJIsl B3pOCIIOro YeJ0BEeKa MaKCUMAaJIbHOTO €XEJHEBHOI'O MOCTYIJICHUS COJIU
C NULIEH.

4.5. B3aumogeiicTBue ¢ JPYrHMH JIEKAPDCTBEHHbBIMH IpenaparamMu M JApyrue BHIbI
B3aMMOJAEeHCTBUSA

Nuadopmanus, npeacraBieHHas B TaHHOM pa3fielie O CIIOCOOHOCTH CBSI3BIBAHHSI CyraMMajieKca
C JPYrMMHU JIEKAapCTBEHHBIMU CpPEACTBAMH, IOJy4YE€HAa HA OCHOBAHUM JOKJIMHUYECKUX U
KIMHAYECKHUX HCCIEAOBAaHUMN, a TaK)Ke MOJCIHUPOBAHHS, C Y4eTOM (hpapMaKOIUHAMUUYECKUX
3pdexkToB OIOKATOPOB HEHPOMBIIMICYHOW TPOBOAUMOCTA U  (HapMaKOKHHETUYECKOTO
B3aUMOJCHCTBUSA MEXKIY OJOKaTopaMu HEHPOMBIIIEYHOW MPOBOAUMOCTH M CYTraMMaJIeKCOM.
He oxumaercss KIMHUYECKH 3HAUYMMOro  (apMakOJIMHAMHUYECKOTO  B3aMMOJICHCTBUS
CyramMmajJiekca € JPYyTMMHU JIEKapCTBEHHBIMM CPEACTBAMHU, 34 MCKIIOYEHUEM KIMHUYECKHU
3HAYUMOT0 (PapMaKOIMHAMUYECKOTO B3aUMOICHCTBHUS C JIEKAPCTBEHHBIMU CPEJCTBAMU:

- JIIsL TOpeMI/I(bCHa u (1)y3I/II[OBOI\/’I KHCJIOTBI HC HCKIIHOYAarOTCA BSaHMOHeﬁCTBHH o TUIly
BBITCCHCHMU (KJ'II/IHI/I‘-IGCKI/I 3HAYUMOC BSaHMOJIefICTBHe I1O TUITY CBA3bIBAHUA HC O)KI/IJIaCTCSI);

- Ul TOPMOHAIIBHBIX KOHTPALICTITUBOB HE HMCKIIIOYAETCS BO3MOKHOCTH B3aUMOJICHCTBHUS IO
TUTY CBsI3bIBaHUS (KIIMHUYECKW 3HAYMMOE B3aWMMOJCHCTBHE TIO THITy BBITCCHCHUS HE
0XKHJAETCsI).

B3auMonelicTBYsI, TOTEHIHAILHO BIUsIOMKE Ha 3()PEKTUBHOCTh cyraMmajekca (CM. Takke
paznen 4.4)
Topemudghen

TopemudeH, KOTOPBI UMEET OTHOCUTEIHHO BBICOKYIO ap(UHHOCTH C CyraMMaJeKCcoM U JIJIst
KOTOPOro BO3MOXHO BO3HHKHOBCHUE OTHOCHTCIIBHO BBICOKOI IIJTa3MEHHOM KOHLICHTpAaIuuu,
CIOCOOEH B HEKOTOPOU CTENEHH BBITECHATH BEKYPOHHS OpPOMHJ WM POKYPOHUSI OpoMHUI W3
KOMILIEKca ¢ cyrammaaekcoMm. [loatomy BoccranoBienue orHomeHus T4/T1 1o 0,9 moxeTt ObITh
3aMeJIJICHO Y TIAIIMEHTOB, KOTOPBIE MOTyYalid TOpeMUu(]eH B JICHb ONepaluu.
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Dy3udosas Kucioma npu 6HYMpUBEHHOM 668€0eHUlU

MY OTYETY

Brenenue ¢y3u10Boi KHUCIOTHI B MPEIONEPALIMOHHOM MEPUOE MOXKET IPUBECTH K HEKOTOPOI
3anepkke BocctaHoBiieHUs: TOF (T4/T1) orHomenus g0 0,9. OgHako B MocieoneparioOHHOM
MepUoJic HE MPEANOoIaracTCs pPa3BUTUS PEKypapHU3alUd, IMOCKOIBKY CKOPOCTh HWHQY3UHU
(y3u10BOM KHCIOTHI COCTaBIISIET 00JIee HECKOJIBKHUX YaCcOB, a €€ KyMYJISIIIUs B KpOBH — OoJiee
2— 3 nHew.

BzanMoielicTBHA, MOTSHIIUAILHO BIMSIONINE Ha Bd)(beKTI/IBHOCTI) JAPYIrux 1mperaparoB (CM. TaxoKC

paznen 4.4.)

FOpMOHaJZbele KoHmpauennmiuebl

BzauMogelicTBue MexIy CyramMMaaekcoMm (4 MI/Kr) U MPOreCTEePOHOM MOXKET IMPHUBECTU K
CHIDKEHUIO osKkcno3unuu mporectepoHa (34% AUC), kortopoe TMOJ0OHO CHHXEHHUIO,
HaOJIIoJaeMOMy IpU NpPUEME CYTOYHOM J03bl IIEpOpaIbHOrO KOHTpalenTuBa Ha 12 yacos
MO3Ke OOBIYHOrO, 4YTO, B CBOIO OYEpEeIb, MOXKET IMPUBECTH K CHIKCHHUIO 3(PPEeKTUBHOCTU
KOHTpanenuuu. J[Isi 3CTpOreHOB MOXXHO TaKXke OXWJaTh CHIkKeHue s¢¢exra. Iloatomy
BBeJleHHE OOJIOCHOM J03bl CyraMmaJeKca pacCMaTpUBaeTCsl KaK JKBHUBAJIECHTHOE OJIHOU
MPOMYIIEHHONW  CYTOYHOM  J103€  MEpOpajbHBIX  TOPMOHAJIBHBIX  KOHTPALIENITUBOB
(KOMOMHUpPOBAHHBIX WU  COJEpXKAIIUX TOJBKO TporectepoH). Eciau mnepopanbHbIit
KOHTpAICNITUB ObLI MPUHSAT B JICHH NMPUMEHCHHS CyraMMazeKca, HeOOXOIMMO OOpaTUThCS K
uHpoOpMaIMY, TMPEIOCTABISIEMOl € MEepOpalbHBIMU KOHTpALENTUBAMHU, OIHMCHIBAIOIIEE
JEUCTBUS IIPU NMPOIYCKE O3BI.

B cnyuae npuMeHeHUs TOPMOHAIBHBIX KOHTPAIENTUBOB, UMEIOLIUX CIIOCOO BBEACHMSI, OTIMYHBIN
OT TIEPOPATHHOTO, TMAIUEHT JIOJDKEH HCIOJIb30BaTh JIOMOJHUTEIbLHBIN HETOPMOHAJIBHBIN
KOHTpPALCITUBHBIN METOJl B T€UCHUE MOCIEeAYIOMUX 7 NHEH U oOpaTtuThes 3a MHGOpMaLUeH,
MPEAOCTABISIEMON C TaHHBIM KOHTPAICIITHBOM.

Binusuue Ha JIa6ODaTODHI>I€ IIOKa3aTcin

B nenom cyrammaznekc He OKa3blBaeT BIMSHUS Ha JIaDOpaTopHble TeCTbl. B03MOXHBIM
HCKJIFOYEHUEM SIBJISIETCS] TECT MO KOJIMYECTBEHHOMY OITPEJEIIEHUIO IIPOT€CTEPOHA B CHIBOPOTKE
KpPOBU MpPH KOHIEHTpAIlMU cyrammajekca B mazme kpoBu 100 mkr/min (MakcuMalibHas
MJIa3MEeHHast KOHIIEHTpals [10CI€ UHBEKIIMOHHOTO OOJIFOCHOTO BBEJCHUS J103bI 8 MI/KT).

B uccnenoBanusx Ha A00pOBOJBIAX JI03bI cyramMmazekca 4 MI/Kr U 16 MI/KT BBI3BIBAIA
MPOJIOHTalluI0 cpenHeMakcuMmalibHbix 3HaueHud AYUYTB nHa 17% u 22% cooTBETCTBEHHO, a
nporpom6uHoBoro Bpemenn (MHO) —Ha 11% u 22% coOTBETCTBEHHO.

JlanHas orpanudeHHast npojioHranus AUTB u nmporpom6unoBoro Bpemenu (MHO) umena
KOPOTKYIO MPOAOKUTENBHOCTh (X 30 MuH). B skcnepumenTtax in vitro 6pu10 OOHapy’>KEeHO
(hapmakonrHaMuueckoe BzaumojeicTeue (ypennuenue AYTB u npoTpoMOMHOBOroO BpeMeHH)
pU TPUMEHEHHM CcyraMmajekca C aHTaroHucroM BuTtamuHa K, HedpakimoHHpOBaHHBIM
renapuHoOM, HHU3KOMOJIEKYJSIPHBIMU TelapuHaMH, PUBApOKCcaObaHOM U JaburaTpaHoMm (CM.
paznen 4.4).

Bo3MOXHBIE THIIBI B3aUMOACHCTBUS

Bzaumooeticmeus no muny Cex3bl6AHUA

BcenencrBue  BBenmeHuss cyrammaznekca  3¢G(EKTHBHOCTh  HEKOTOPBIX  JIEKAPCTBEHHBIX
MpenapaToB MOKET CHU3UTHCS U3-3a CHIKEHUS UX (CBOOOJHOI) MJIa3MEHHON KOHILIEHTpAalUU (CM.
pazznen 4.5., moapaznen «l 'opMoHanbHBIE KOHTpPALEITUBBL). B Takoil cuTyanuu HEOOXOAUMO
100 MOBTOPHO BBECTU JAHHBIN JIEKAPCTBEHHBIN Mpemnapar, Ju00 Ha3HAUYUTh TEepPareBTUUYECKU
SKBUBAJICHTHBIN JIEKapCTBEHHBIN Mpernapar (MpearnoyTUTEIbHO IPYyroro XMMHUYECKOro Kiacca)
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N |
W/WIA COOTBETCTBYIOIEE HE(DapMaKOJIOTHIECKOE B()S,Z[eI/ICTBge'

Bszaumooeiicmeus 6cnedcmesue gvimecHenuss MUOpeNaKcanma u3 KOMNIEKca ¢ cyeammaoeKcom
BceneactBue BBeAeHHsI HEKOTOPBIX JIEKAPCTBEHHBIX IIPENApPATOB MOCIE MPUMEHEHHUS CyraMMajieKca
TEOPETUYECKH POKYPOHHS OpOMHJ W BEKYpOHHs OpOMHUJ MOTYT OBITh BBITECHEHBI U3
KOMIIJIEKCA C CYramMMaJIeKCOM, B pe3yJibTaTeé 4Yero MOeT HaOJoJgaThcsi BO30OHOBIICHHE
HelipomblieyHor Oiokanel. [lomoOHOrO poja B3aMMOACHCTBHS HAOMIOJAIOTCS TOJBKO C
HEKOTOPBIMHU MpenapaTtamMu (Hampumep, TopeMudeHoMm, (y3ug0BONH KHUCIOTOM (CM. pasneln
4.5.)). B pesympraTe TIPUMEHEHHS OTHX IMpenapaToB BO3MOXHO  BO300HOBJICHUE
HelipombIlieyHoil Onokaapl. B Takux cioyyasx HeoOXOJUMO BO30OHOBUTH IMPUMEHEHHE
MCKYCCTBEHHOM BEHTWISIMM JierkuX. MHQY3HMOHHOE BBeIEHHME Npemnapara, MPHUBEIUIEIO K
BBITECHEHHUIO POKYPOHHUS OpOMHJIa WM BEKypOHHUs OpoMHIa M3 KOMILIEKCA C CyraMMaJeKCcoM,
JOJDKHO OBITH TpeKpaleHo. B cirydae eciu npesronaraercsi pa3BUTHE B3aMMOICHCTBUS 110 THITY
BBITECHEHHUSI 10CJI€ TAPEHTEPATBLHOIO BBEICHUS APYTOro JEKapCTBEHHOTO Ipernapara (KoTtopoe
OBUTO CleNIlaHO B TEYeHHUE 7,5 U mocje NPUMEHEHHs cyrammajiekca), HeoOXOIUMO MPOBOIHTH
MTOCTOSIHHBIM KOHTPOJb (IPHOJU3UTENIbHO B TeYeHHE 15 MUH) 3a YypOBHEM HEHPOMBIIICYHOMN
MIPOBOJMMOCTH Ha IIPEIMET BBISIBIICHHS IIPU3HAKOB BO3OOHOBIIECHUSI OJIOKAIbI.

Knuandgecku 3HaA4YMMOC (bapMaKOI[I/IHaMI/ILIeCKOG BBaHMOﬂeﬁCTBHC C Apyrumu
JICKAaPCTBCHHBIMU IIPCIIapaTaMH MOYKHO OKHUAATh:

- JJIA TOpCMI/ICbCHa u q)y3I/II[OBOI71 KHCJIOTBI HC HCKIIOYarOTCiA B3aHMOHeﬁCTBHH o TUuIly
BBITCCHCHMU L (KJ]I/IHI/I‘-IGCKI/I 3HAYUMOC B3aI/IMOI[CI‘/JICTBI/Ie I1O TUITY CBA3bIBAaHUA HC oncpmaeTc;{);

- U TOPMOHAJIBHBIX KOHTPALCIITHUBOB HEC MCKIOYACTCA BO3MOKHOCTD B3aHMOHeﬁCTBHH 10 TUuIy
CBsA3bIBAHUA (KJII/IHI/ILIGCKI/I 3HAYHUMOC BSaHMOﬂeﬁCTBHG 10 THUITY BBITCCHCHHSA HC O)KI/I,Z[aeTCSI).

Bzaumooeticmeus c aHmuxKoacyiAHmamu

Bonee mompoOHBIE CcBeAeHUS O BPEMEHHBIX YBEIMUYCHHSIX I[MapaMETPOB KOAryJISIUH,
HaOIIOaeMbIX B KIIMHHYECKHX HCCICAOBAHMAX, a TAaKXKE O In Vitro B3aUMOJEHUCTBHH C
AHTUKOAryJIsIHTaMU CM. B nlogpaseie «BiausHue Ha remocTas» pasnena 4.4.

@apMab;eemuquKaﬂ Hecoemecmumocnb

[Ipenapar Cyrammajzekc He JOJKEH CMELIMBAThCs C IPYTMMHM MpenapaTaMu U pacTBOpaMHU 3a
HCKJIIOYEHUEM TeX, KOTOopble yKa3zaHbl B pasjaene 4.2. Eciau npenapar Cyrammazekc BBOJAUTCS
yepe3 €AUHYI0 HUH(PY3UOHHYIO JIMHUIO C JPYTUMM JIEKAPCTBEHHBIMHU IpenapaTaMH, e€e
HE0O0X0IMMO NpoMbIBaTh (Hampumep, 0,9 % pacTBopoM HaTpusl XJOpHAa) MOCIE BBEICHUS
npenapara Cyrammajiexc.

du3ndeckass HECOBMECTUMOCTD cyramMmmaJickca Ha6J'II-OILaJ'IaCB C B€pallaMHJIOM, OHIAAHCECTPOHOM
U paHUTUIWUHOM.

QCTI/I

CrienuasibHBIX HMCCJEAOBAHUM y JETeW MO HU3YYCHHIO B3aUMOJCUCTBHUS CyraMmajiekca C
JIPYTHUMHU JIEKApCTBEHHBIMU CpEJICTBAaMM HE mIpoBoauiock. [Ipu npumeHeHuum npenapara y
nere HeoOXoIMMO NPHUHHMMATh BO BHHMMAHME JlaHHBIE, IOJYYEHHbIE y B3pPOCIBIX, a TaKXke
uH(popMalnIo, IpeJACTaBICHHYIO B pa3zzeine 4.4.

4.6. DepTUIBHOCTb, 0EPEMEHHOCTh M JIAKTALMA

bepemMeHHOCTH

Knunuyeckue uccienoBanus mo npuMeHeHuio npenapara CyraMMazieKe ¢ ydyacTueM OepeMeHHBIX
JKEHIIUH HE IIPOBOJUIIUCE.
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COOTBETCTBYET :

(HOCTENOBATENREHCCT B (003)
HccnenoBanus Ha )KMBOTHBIX HE IOKa3alau IMPAMOLO WIIN ogocp&ro'—Bla {010 OBPEKAAFOMIETO

NEHCTBUSl HAa TEYCHUE OCPEeMEHHOCTH, pa3BUTHE AMOPHOHA/IIIONA, POJABI M IMOCTHATAJIbHOE
pa3BUTHE.

[TpumensTe npenapar Cyrammajekc y 6epeMeHHBIX KEHITUH CIeTYET C OCTOPOKHOCTBIO.

JlakTanus

HeusBecTtHO BBIACISACTCI U CyraMmmaJIcKC € MOJIOKOM Yy 4YCJIOBCKA. Wccnenopanus Ha
JKUBOTHBIX IMOKAa3aJikd, 4TO CyraMMaaCKC IMMPOHHUKAECT B I'PyAHOC MOJIOKO.

BcacbiBanue HUKII0IEKCTPUHOB IIPU NpUEME BHYTPb HU3KOE U HE OKa3bIBaeT BIMSIHUS Ha peOEHKa,
HaxOJSIIEerocs Ha IrpyJHOM BCKapMJIMBaHUH, MOCJIE BBEIECHUS OOJIIOCHON J03bl cyraMMajieKca
KopMsIe matepu. Heo6Xxoaumo NpuHATh pelieHue o MPeKpaieHuy rpyIHOr0 BCKapMITUBaHUS
WIM TOPUMEHEHHUS/OTMEHBbl CyraMMmajekca Ha OCHOBAaHMM OLEHKHM II0Jb3bl T'PYJHOIO
BCKapMJIMBaHUS JIs1 peOCHKA U MOJIb3bl IPUMEHEHUS I MaTepH.

[Ipumensates npenapar CyramMmazekc y >KEHIIUH B MEPHUOJ] KOPMIIEHUS TPYIbIO CIEAYET C
OCTOPOXHOCTBIO.

DepTUILHOCTD

N3zyuenne Brnusaus npenapata Cyrammanekc Ha (EepTHIBHOCTh y  YeJOBeKa HeE
npoBoaAwIOoCk. McciienoBaHus Ha )KUBOTHBIX HE MOKA3aJId HETaTUBHOTO BIIMSHUS.

4.7. Bansinue Ha CMOCOOHOCTH YHIPABJIATH TPAHCHHOPTHBIMHU CPEACTBAMUA U paﬁoTaTb C
MeEXaHUu3MaMHu

CJICIIyeT n30erath BBITOJIHEHUS IIOTCHIHUAJIbHO OIIaCHBbIX BHJO0B ACATCIBHOCTH, Tp€6YIOHII/IX
BBICOKOH CKOPOCTHU IICUXOMOTOPHBIX peaKHI/Iﬁ, TaKUX KaK BOXKXKACHHUC TPAHCIIOPTHOI'O CpCACTBA
WK YIIPaBJICHUC MCXAHHU3MAaMU.

OTCYTCTBYI-OT Kakue-1noo AaHHBIC O BJIMAHHWHU IIpCIiapara CyraMMaL[eKc Ha CIIOCOOHOCTHL K
BOXACHUIO TPAHCIIOPTHOI'O CPCACTBA UJIN YIIPABJICHUEC MCXaHU3MaMHU.

4.8. HexegareJbHble peaklUuH

Pesrome mpoduis 6e30macHOCTH

Bbe3zomacHocTh cyrammajiekca Obliia OIlEHEHA B MCCIIEIOBAaHUSIX ¢ ydacTueM 3519 marueHToB ¢
MOMOIIbI0 O0BEIUHEHUsT ©0a3bl JaHHBIX MO O€30MacHOCTH, MOJYYEHHBIX Ha OCHOBAaHUU
KIMHUYeCcKuX uccnenosanuit ¢as I-111.

B moarpynne o0beIMHEHHBIX I1J1a11e00-KOHTPOIUPYEMBIX HCCIIEAOBAaHHUM, B XOJ€ KOTOPBIX
MAalMEHTHI MOJIyYald aHECTEe3UIO M/MIN OJIOKaTOPhl HEPBHO-MBIIIEUHOM npoBoauMocTty (1078
YYaCTHHKOB MCCIICOBAHUS 10 BO3JCHCTBUIO CyraMMaieKca 1o CpaBHEHUIO ¢ 544 ydacTHUKaMU
B rpymnme miane0o), HaOmoAald CIeAyoIUe HeXelaTelbHbIe peakunn y >2% MalueHToB,
MOJIyYaBIIMX CYraMMaJeKC, 4TO, MO KpalHeW Mepe, B JBa pa3za BHIIIC 1O CPAaBHCHHIO C
IPYIION 1mianedo:

CucTeMHO-OpraHHbIi HesxkenarenbHasi peakunus Cyrammanekc Inauedo

Kaace N=1078 N=544

% %
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o o o B o

O CAEQCEBATERERGOC

Ly e

|
TpaBMBI, OCJIO)KHEHUE B NIbIXaTEJIbHBIX 4 0

A4
MHTOKCUKAIIN 1 [TyTSIX ITOCJIE aHEeCTE3UN
OCJIOKHEHUS MIPOLIEAYP
OCJI0KHEHUST aHECTE3UU 3 <1
ApTrepualnibHasi THIIOTEH3U], 3 2

BbI3BaHHAs MPOLIETYPOH

[IponienypHbie OCIOKHEHUS 2 1
Hapyuienus coKarmenn 5 2
CTOPOHBI JIbIXaTEJIbLHOMN
CHCTEMBI, OpraHoB

PYAHOU KIIETKU U

CPCOAOCTCHUA

B kimmHHBM4YecKkux HUCCICOOBAaHUAX OCJIOXKHCHUA, Ha6JIIOI[aBIHI/I€C$I BO BpPEMdA aAHCCTC3UU HIIA
XprerquKOﬁ npoucaypasl, u OIIMCAaHHBIC HCCICO0BATCIIEM C HCIIOJIB30BAHUECM
COOTBCTCTBYIOIIIUX TCPMHHOB, ObLIH CIrpyniurupoBaHbl B COOTBETCTBHUHU C ITPUBCACHHBIMH HUIKC
KaTCropusaMu HCXKCJIATCIbHbBIX ﬂBHeHHﬁ, 1 BKJIFOYaJIN:

OCIIO)XKHEHHSI aHECTE3UH CO CTOPOHBI OpPIraHOB JAbIXaHMI

OClOXXHEHHUsI CO CTOPOHbI OpPraHOB JbIXaHUS, CBA3aHHBICE C AaHECTE3UEH, BKIIOYAIH
CONIPOTHUBIICHUE YHAOTPAXCATHPHON TPyOKe, Kalleiab, HEOOIBIIYIO JTBUTATEIBHYIO PEaKIIHIO Ha
BBEJICHHE JHJOTPAaXEaIbHONH TPYOKH, PEaKIHI0 aKTHUBAIUM ILIEHTPAIbHOW HEPBHOI CHCTEMBI
(IHC) Bo Bpemsi XHMpypruyeckoil Nmpoueayphl, Kallelb BO BpeMsl BBEJICHHUS aHECTE3UU WU
BBINTOJIHEHUSI XUPYPTrUUYE€CKONU MPOLEAYphl UM CIIOHTAHHOE JIbIXaHHE IMallMeHTa, CBSI3aHHOE C
aHecTe3uneH.

OclOXHEHHS OpU_IPOBEIACHUN aHECTE3UU

[losiBnenue JBUTATENBFHOM aKTUBHOCTH, KallUls, TPUMac, BTITHBAaHHE OHAOTpaxeallbHOU
TpyOKM BO BpeMs TIPOBEICHUS aHECTe3MHW WM BO BpeMs CaMOro OMNEpPaTUBHOIO
BMEIIATENICTBA, YTO OTPAKaeT BOCCTAHOBJIICHUE HEUPOMBIIIIEUHON PyHKIHMHU (cM. pa3aen 4.4).

OclIOXHEHHMS, BhI3BAHHBIC MPOBEACHUEM MPOLEAYD

OC.TIO)KHCHI/IH, BBI3BBAHHBIC TIPOBCACHUCM IIpOUCAYP, BKIOYAOT KallCilb, TaXWUKapAUIO,
6pa)11/11<ap,u1/1}o, ABHUKCHHUC U YBCIIMYCHUEC YaCTOThI CECPACIHBIX COKpameHHﬁ.

Onucanue OTACIBHBIX HCXKCJIATCIBbHBIX DeaKHI/Iﬁ

Boszobnosnenue metipomviuieunou O10xadvl

B xIMHUYECKUX HCCIIENOBAHUAX C y4acTHEM IMAllMEHTOB, MOJYYaBIIMX POKYPOHUS OpOMUI
WA BEKypoOHUS OpoMuUi, Tpu TNPUMEHEHHMH CyramMmajekca B J03€, T[OKa3aHHOW Juis
COOTBETCTBYIOIIECH TITyOWHBI HeWpombImeuHo Onokamsl (N=2022), yacToTa BO30OHOBJIECHHUS
HEPBHO-MBIIIIEYHON OJIOKabl, KOTOpPask OLEHUBATACH C TTIOMOIIHI0 MOHUTOPUHTA HEUPOMBITIIEUHOM
MMPOBOIMMOCTH WJIM KIIMHUYECKUX JaHHBIX, cocTtaBiisuia 0,20% (cMm. paznen 4.4).

Peakuuu cunepuyysecmeumebHocnmu

PeaKHI/II/I TUNICPYYBCTBUTCIBHOCTH, B TOM YHCJIC aHa(l)I/IJ'IaKTI/IIIeCKI/Ie, Ha6.]'IIOJIaJ'II/ICB Y HECKOJIBKHUX
YCJIOBCK, B TOM YHUCIIC Y 3O0POBLIX }:[OGpOBOJ'ILI_ICB (CM. nmoapasacit ((CBGI[CHI/ISI O 3J0POBBIX
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TIOOPOBOJIBIIAX») TMOCJE TIPUMEHEHHsI cyramMaziekea, B xéﬂe: ﬁnﬁ&;&xﬁg%@&nggannn

MY OTYETY

MAIMEHTOB, MOJBEPralOIINXCsl XUPYPIUUECKOMY JIEYEHNIO, YKa3aHHbIE PEaKIMU BCTPEUaINCh
pPEeIKOo, U JaHHBIE O YaCTOTE Pa3BUTHS MOJOOHBIX PeaklMil ITOCie BbIXO/a IIpernapaTa Ha pbIHOK
OTCYTCTBYIOT.

Knyuauueckne  OposiBI€HHST ~ pPEakKUMMd  TUIEPUYYBCTBUTEIBHOCTH  BapbUpPOBAIM  OT
M30JIMPOBAHHBIX KOXHBIX JI0 CEpPhE3HBIX CHUCTEMHBIX peaknuil (T.e. aHaduIaKCHs,
aHa(pUIIAKTUYECKUM II0OK) M OTMEYAINCh Yy MalUEeHTOB, KOTOpbIE paHee He IMOoJydaau
cyraMMasexc.

CuMNTOMBI, CONPOBOXKIAIOUIME NAaHHBIE PEaKUHWM, MOIYyT BKJIIOYATh IIOKPaCHEHUE,
KpallMBHUIlY, JSpUTEMATO3HYIO Cblllb, 3HAYMMOE CHWKEHUE AapTEpUaJIbHOIO  JaBJICHMA,
TaXUKApAHI0, OTEK fA3bIKA U TJIOTKH, OPOHXOCIIa3M U MPHUCTYIIbI, CBA3aHHbBIE C OOCTPYKTUBHOMN
00JIe3HBIO JIETKUX. TspKeNble peakliii THIIePYyBCTBUTEILHOCTH MOTYT OBITh (haTaJbHBIMU.

Ceeoderusi 0 300p08bIX 00OPOBOILYAX

PannomusupoBaHHoe, IBOMHOE CJICTIOE MCCIIEOBAHUE MO0 U3YUYCHUIO YaCTOThl BOZHUKHOBEHMUS
peaKlunu THUINEPUYYBCTBUTEIHHOCTH OBUIO MPOBEACHO C YYacTHEM 3J0POBBIX JTOOPOBOJIBIIEB,
MOJTy4YaBIIMX 110 3 MOBTOPHBIX 1103 uianebo (N=76), cyrammanekc B no3e 4 mr/kr (N=151) ninu
cyrammajiekc B 1o3e 16 mr/kr (N=148). Otuersl o npeamnonaracMoi runepayBCTBUTEIBHOCTH
paccMaTpUBaIuCh KOMHUCCHEH C NPUMEHEHUEM CJIeoro Meroja. Yactora BO3HUKHOBEHUS
MPU3HAHHON TUMNEpUYyBCTBUTEIbHOCTH cocTtaBmwia 1,3%, 6,6% u 9,5% B rpynmnax miane6o,
cyramMmmMmajieckca 4 MI/KT U cyramMmajiekca 16 MI/Kr cOOTBEeTCTBEHHO. OTUeThl O CiIydasix
aHa(UIIaKCUHU TOCIIe IPUMEHEeHUs T1anedo uiu cyramMmmazekca 4 Mr/kr orcyrcTBoBanu. Oaua
COydail TpuU3HAHHOW aHa(WIAKCHU HaOIIOJaICs TIOCIe NPUMCHEHHS TIEPBOM  JIO3BI
cyrammazaekca 16 wmr/kr (wactrota Bo3HuKHOBeHHs 0,7%). Kakue-nubo noxazarenbcTBa
YBEIUYCHUSI YaCTOThl WIH TSKECTH TUNEPUYYBCTBUTEIHHOCTH MOCJIE NMPUMEHEHUS TOBTOPHOM
J103bI cyraMMaziekca He ObLITH OOHApYKEeHBI.

B mpenpiaymieM aHajdorMYHOM HCCIEAOBAaHMM HAOJIOAAIUCh TPU Ciydas BO3HUKHOBEHMS
aHa(uIIakcuu 1ocjae NpUMEHeHHs cyraMmmaziekca 16 Mr/kr (dacrora Bo3HUKHOBeHUs 2,0%).

Haubonee pacnpocTpaHeHHONW HeXKeNaTelbHON peakuued B IrpymIile 3I0pOBBIX JOOPOBOJBIEB
obu1a qucres3us (10%).

Buipaosicennasn 6paouxapous

B moctperucTpallmOHHBIX HCCIEIOBAaHMUSAX ObUIM 3a(UKCHPOBAHBI OTJEIbHBIC CIly4yau
BBIPOKEHHOM OpajuKapIuu C OCTaHOBKOM cepilla B TEUYEHUE HECKOJbKUX MHHYT IOCIe
BBEJICHUS cCyraMMaJieKca IIpy YCTPaHEHUH HeHpOMBIILIeuHOH Os10Kaab! (cM. pasnen 4.4).

Hauuenmbz C 6p0Hx0Jl€2014HblMM 3a001e8aHUAMU

B nmoctperucTpaiiioHHOM KJIMHUYECKOM HCCIIE0BAaHMM C yYacTHEM MAIMEeHTOB C 3a00JeBaHUSIMHU
OpOHXO0JIETOYHOM CHCTEMBI B aHAMHE3€, Y NAllUEHTOB HAOJII0AAIIOCh pa3BUTHE OpOHXOCHa3Ma.
Bo3MokHa IPUUMHHO-CIIEACTBEHHAs CBA3b JTOrO SIBJICHUSI C IIPUEMOM cyrammanaekca. Bpau
JIOJOKEH OBITh OCBEJIOMJIEH O BO3MOXXHOM pa3BUTHM OpoHXocma3ma y TMalueHTOB C
OpOHXO0JIETOYHBIMH 3200JIEBAaHUSIMU B aHAMHE3E.

HauueHMbl C namojlocuvyecKum OoHcuperuem

B kiIMHUYECKOM HCCIEOBAaHUM Yy MAaIllMEHTOB C MAaTOJIOTMYECKUM OXUPEHUEM NpoQuib
HEXXeJIaTeIbHbIX peakluid B LEJIOM ObLI CXOJEeH C MNpo@uieM y B3pOCIbIX MallMEHTOB B
00bEeIMHEHHBIX HccaeqoBaHusIX (a3bl 1-3.

Hetn
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OrpaHuydeHHbIE JaHHBIE TOKA3bIBAIOT, YTO MPODHIIL 6esoné&%éﬂﬁ&}?§ﬁ&%lﬁt§:&g 2 Vi/er

BKJIFOYUTEIHHO) Y AeTeH ObLI TaKO ke, KaK Y B3POCIBIX.

COO6I.HCHI/I€ O MMOJO03PEBACMbBIX HECXKCIATCIBbHBIX PCAKIINAX

BaxHo coo0miarh 0 M0A03peBacMbIX HEXKENATEIbHBIX PEAKIUAX MOCIE PErHCTpAIMU Tperapara ¢
LEIbl0 00eCleyeHuss HENPEePhIBHOTO MOHUTOPUHIAa COOTHOIICHHUS «IIOJb3a — PHCK»
JIEKapCTBEHHOTO mpenapara. MeIuIMHCKUM pabOTHHKAM PEKOMEHIYETCS COOOIIaTh O JIFOOBIX
[10/I03PEBAEMBIX HEXEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mpenapara 4epe3 HallnOHAIbHbBIC
CHUCTEMBI COOOIICHHUS O HEKEJIATEIbHBIX PEaKIHUAX TOCYJapCTB — UICHOB EBpa3suiicKoro
9KOHOMHYECKOTO CO03a.

Poccuiickas ®enepanus

denepanbHas ciry»0a 1o Haa3opy B cdepe 3apaBooxpanenus Poccuiickoit denepanuu
Anpec: 109012, MockBa, CiaBstHcKast 1j101anb, 1. 4, ctp. 1

Tenedon: +7 (800) 550 99 03, +7 (499) 578-02-20, +7 (499) 578-06-70

DnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIICKOMMYHHUKAITUOHHON ceTn «uTepHeT»:
www.roszdravnadzor.gov.ru

Pecny6nuka Kasaxcran:

PI'TI na IIXB «HaunoHanbHBIA HEHTP SKCHEPTHU3BI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
n3nenuity Komurera MeauIMHCKOTO | (GapMaleBTHYSCKOr0 KOHTPOJss MHHHCTEpCTBA
3apaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiton baiikonsip, yi. A. Umanosa, 13 (BL] «Hypcaynet 2»)
Tenedon: +7 (7172) 235 - 135

OnexrpoHHas noura: farm@dari.kz

CaiiT B M”HpOpMaIIMOHHO-TEJIEKOMMYHUKaIIMOHHON ceTH «IHTepHeT»: www.ndda.kz
Pecniy6nuka benapyce:

Pecniy6nukanckoe YautapHoe Ilpeanpustue «lleHTp »dKcnepTU3 ¢ HUCHBITAaHUH B
3ApaBOOXpaHeHUn» MUHHCTEpPCTBA 3/ipaBooxpaneHus Pecryonuku benapych

Anpec: 220037, r. Munck, mnep. ToBapumeckuii, 2a PecnyOnukaHckas KIMHUKO-
dapmakosioruueckas jadoparopus

Otnen dapmakonanzopa: tenedon/daxc: +375 (17) 242 00 29
DnekTpoHHas noura: repl@rceth.by

CaiiT B M”HpOpMaIIMOHHO-TEIEKOMMYHHUKaIIMOHHON ceTH «IHTepHeT»: www.rceth.by
4.9. IlepenosupoBka

Jlo HacTosiero BpeMeHH Mo JaHHBIM KIMHUYECKUX UCCIICIOBAHUMN OMMCAHO OJTHO COOOIIEHUE
0 ciIy4aifHOW Tiepemo3upoBke mpernapara B go3e 40 wmr/kr. Kakue-nmmbOo 3HaYUTEIBHBIC
mo6ouHbIe 3()HEKTH OTCYTCTBOBAIIH.

CHUMIITOMBI

B uccnegoBanum mo 6€30MacHOCTH CyraMMaJIeKC MPUMEHSUICS B 103aX /10 96 mr/kr. He O6nu10
BBISIBJICHO KaKUX-THO0 MOOOYHBIX A(hHeKTOB (Kak CEPhE3HBIX, TaK U HE CEPhE3HBIX ), CBA3aHHBIX
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C BBOAMMBIMHU JO3aMMH.

MY OTYETY

Jleuenue

Bo3MoXHO ynaneHue cyrammajiekca M3 KpOBOTOKAa METOAOM IeMOJMalin3a C MPUMEHEHUEM
(¢ubTpa C BBICOKOW THAPABIMYECKON MPOHUIIAEMOCTBhIO, HO HE (QUIbTpa € HHU3KOHU
TUAPABINYECKON MPOHUIIAEMOCThI0. Ha OCHOBaHMM KJIMHUYECKUX MCCIEAOBAaHUUM mocie 3—6-
4acoBOr0 ceaHca remoauanvs3a ¢ QUIBTPOM C BBICOKOW THAPABINYECKONH MPOHUIIAEMOCTHIO
KOHIICHTpAIMsI CyraMMaJieKca B IIa3Me YMEHbIaeTcs mpuoan3uTeabHo Ha 70%.

5. ®APMAKOJIOTUYECKHUE CBOMUCTBA
5.1. dapmakogMHaAMH4YeCKHe CBOMCTBA

dapMakoTepareBTUYECKas TPYIIa: MPoUre JICYeOHbIE CPEICTBA; AaHTUIOTHI.
Kon ATX: VO3AB35.

MexaHu3M JIEUCTBUS

Cyrammaziekc MpeacTaBiisieT coOoi MOIU(PUUUPOBAHHBIA raMMa-IIUKIOAEKCTPUH, KOTOPBIH
SBIISIETCS COEAUHEHHMEM, CEJICKTUBHO CBS3BIBAIOIIMM MHOpenakcaHTel. OH  (dopmupyer
KOMIUIEKC C MHOpEJaKCaHTaMU POKYPOHHMS OpPOMMIOM M BEKYpOHHUsS OpOMHIOM B IIjIazme
KPOBH, YTO IPUBOJUT K CHH)KCHHMIO KOHLEHTPAIlMH MHOPEIIAKCAHTA, CBA3BIBAIOLIETOCS C
HUKOTHHOBBIMU PELENTOPAMU B HEUPOMBIIIEYHOM CHHAIICE. DTO MPUBOJUT K YCTPAHEHHIO
HEUPOMBIIICYHON OJIOKaJIbI, BRBI3BAHHOW POKYPOHUS OPOMHIOM HIJIA BEKYPOHHS OPOMHUJIOM.

dapmakoauamuyeckrue 3OhEKTHI

Habnronanace 4derkasi 3aBUCUMOCTh 3P (eKTa OT J03bI CyraMMaJIeKca, KOTOPBIA BBOAMWJICS B
pa3iMuHble IEepUOAbl BPEMEHHM U IIpU pa3IMyHON TJIyOMHe OJioKka HEeHpOMBIIIEUHON
npoBoauMocTH. CyramMmaeke BBOAMICS B 1o3ax oT 0,5 7o 16 Mr/kr kak mociie 0JJTHOKpPaTHOTO
BBEJICHUsI POKypoHuss Opomunaa B go3ax 0,6, 0,9, 1,0 u 1,2 mMr/kr unm mociie BBEICHUS
BeKypoHHs Opommma B mo3e 0,1 MI/KT, Tak W TMMOCJEe BBEICHHUS IMOISPKUBAIOIINX 103 ITUX
MHOpPEIaKCaHTOB.

Kimmuanueckas 23 dheKTHBHOCTE M O€3011aCHOCTD

CyraMMazekc MOKET NPUMEHATHCS B Pa3IUYHbIE NIEPUOABI BPEMEHM 1OCJE BBEACHUS POKYPOHUS
OpomuJa Uik BEKypOHUsI OpoMua.

Boccmanosnenue Hetipombluieunot npogooumocmu 8 ciayuae 2nyO00KOU HeupoMblULeyHOU
O10Ka0bl

B panaoMH3MpoBaHHOM KJIMHHUYECKOM HCCIEJOBAaHWU MAaIlMEHTHl ObUIM paclpeneseHbl Ha 2
rpynnel (rpymnmna BeKypoHUsi OpoMuaa M rpymnmna pokypoHus Opomuna). Ilocime BBeneHus
nocjenHel 036l pOKYypoHHUsi OpomMHza M BeKypoHHs Opomuaa a0 1-2 moCTTeTaHMYECKUX
OTBETOB, 4 MT/KT cyramMmmajiekca uiu 70 MKI/KI HEOCTUTMUHA BBOJIMJIMCH CIIy9allHBIM 00pa3oM.

Bpems (mun) om esedenus cyeammaoexkca unu HeoCmueMuHa npu 21y00Kou HeupoMbiUeyHOU
onokaode (1-2 nocmmemanuueckux 0Omeemos) nocie NpuMeHeHus poKYpOHUs Opomuoa uiu
8eKypoHus bpomuda 0o eoccmarognerusi omuouteruss T4/T; 0o 0,9:

HpenapaT JIIA C03Z[aHI/I$[I/ICHOJ'IE>3yeMI>Ie CXEMbI TCpaliuu
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 14.04 2026 N= 7632
HENPOMBIIIEYHOTO 0J10Ka N (o }:{_i EA0 E"';'TEJ.TLEH O ,I:: 1::' 0003)
Cyr aMMaJICKC (4 MF/ KT') CICOCTUTMHWH (/U MKI/KT)
(MUOpENaKcaHT)
Poxyponwust 6poMug
IN (JuciI0 marmeHToR) 37 37
Menuana (MuH) 2,7 49,0
BapbsupoBanue 1,2-16,1 13,3 —145,7
Bexyponust 6pomua N (quciio
[MaleHTOB) A7 36
3,3 49,9
Mennana (Mun) 1,4 - 68,4 46,0~ 312,7
BaprupoBanue

Boccmanoenenue Hevipomviuieynot nposoouUMoOcmu 8 ciydae CpeoHel HeupoMblULeUHOU
O10KaAO0bL!

B nmpyrom paHaoMu3HpOBaHHOM KIMHHUYECKOM HCCICIOBAHWU MAIMEHTHl OBUIM paclpeeleHb
Ha 2 rpynnsl (rpynna BeKypoHus Opomuja U Ipymma pokypoHus 6pomuna). Ilocie BBeneHus
MOoCJeHEH J103bI POKYPOHHSI OpOMHIa WM BEKYypOHHUsI OpomMuIa IpH MOSIBICHUU OTBeTa T2
Clly4aliHbIM 00pa30M BBOJMJIUCH 2 MI/KI cyramMmmajiekca uiau 50 MKI/KI HEOCTUIMHUHA.

Bpemsa (mun) om 66edenus cyeammaoekca uiu HeocmueMuna npu nossieHuu omeema 1> nocne
NpUMEHeHUsi POKYPOHUSL OpOMUOA UIU BeKYPOHUSL OpOMUOA 00 B0CCMAHOBIEHUSL OMHOUEHUS

T4/T1 00 0,9.‘

Ilpemapar  mus co3nanusilIcronb3yemMple CXeMbI Teparuu
HEWPOMBIIIIEYHOT'O 6J10Ka|
(MHOpEIaKCaHT) Cyrammanekc (2 MI/kr) Heocturmun (50 MKr/kr)

Poxyponus opomun N (uucio

MMaIeHTOB) 48 48
Menuana (MHH) 1.4 17,6
BapbsupoBanue 0,954 3,7 —106,9
Bexypounust 6pomua N (qucio

MMaIeHTOB) 48 45
Menuana (MHH) 0.1 18,9
BapeupoBaHue 1,2 64,2 2,9 —76,2

PeBepcusi HeilpomblieyHOro 0J10Ka, UHAYIIMPOBAHHOTO POKYPOHHS OpOMUIOM, MIPH MOMOIIU
cyramMmasiekca CpaBHUBAJIACh C peBEpPCUEH HEMPOMBIIIEYHOro 0JI0Ka, MHIYIIMPOBAHHOTO IUC-
aTpaKypueM, IpU MOMOIIM HEOCTUTMUHA. [[JIs1 3TOro nmocie nosBiIeHus oTBeTa T2 mpuMeHscs
CyramMmasieKc B J103€ 2 MI/KI' WJIM HEOCTUTMHUH B j103e 50 MKr/kr. Cyrammajekc o0ecreunBal
Oosiee OBICTPYIO pEBEPCUI0 HEHWPOMBIIIEYHOrO OJI0Ka, HMHIYLIUPOBAHHOIO POKYPOHUS
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ot 14.04 2026 N= 7632

6pOMI/I,I[OM, 10 CPaBHCHUIO C HCOCTUTMHUHOM, I/ICHOJ[BSVCMLI(ll/—Il l&&ﬂ@%ﬁ%ﬁm%&@%ﬂg;b

COOTBETCTBYET SKCNEPTHOMY OTUYETY

0J10Ka, UHAYIMPOBAHHOTO IIUC-aTPaKypHEM.

Bpemsa (mun) om 66edenus cyeammaoexkca unu HeocmueMuna npu noseienuu omseema 12 nocie

NpUMeHeHUs. POKYPOHUSL OPOMUOA ULU YUuc-amparkypus 00 eoccmanoseienuss omuouenus T4/T; 0o
0,9:

[Ipemnapar TUTSt coznanuslicrnonb3lyeMble CXeMbl Teparnuu

HEHPOMBIIIICYHOT'O OJ10Ka|

(MHOpEIIaKCaHT) Poxyponust OpomMuI vlluc-arpakypuii ¥ HEOCTUIMUH|
CyraMMaiekc (2 MI/Kr) (50 MKT/KT)

IN (41 Ci10 ITallueHTOB) 34 39

Menuana (MUH) 1,9 7,2

BapbupoBanue 0,7—-6,4 4,2 — 28,2

s nemeonenHoul pesepcuu:

Bpemsi 10 BOCCTaHOBJIEHHS TIOCIE HWHIYLUMPOBAHHOIO CYKIUHUIXOIMHOM (1  wmr/kr)
HEUPOMBIIIEYHOr0 OJIoKa OBLJIO COMNOCTAaBUMO C TaKOBBIM Uil cyrammajnekca (16 wr/kr,
yepe3 3 MHMH TIOCJI€ BBEACHUS MHOPEIAKCaHTA) I[I0CJI€ WHAYLUPOBAHHOIO POKYPOHUS
opomuaoMm (1,2 MI/Kr) HEHPOMBIIIIEYHOT'O OJI0KA.

Bpemsa (mun) om e66edenusi poKypoHusi Opomuda u cy2ammalexkca uiu CYKYUHUIXOIUHA OO0
soccmanoenenus 0o omeema 11 10%:

IIpenapaT 11 co3manus lcrionb3yeMble CXeMbI Tepariu
HEHPOMBIIIEYHOTO OJI0Ka
(MHOpEIaKCaHT) Poxyponust GpomMus u CyxuuHuinxonut (1 mr/kr)

cyrammaziekc (16 mr/kr)

IN (41CI10 TTallieHTOB) 55 55
MenuaHa (MUH) 4,2 7,1
BapbupoBanue 3,5-7,7 3,7—10,5

B rpynnoBoM aHasm3e OBUIO MOKA3aHO CIEAYIOIIEE BPEMsS BOCCTAHOBJICHHS C ITOMOIIBIO
cyrammazekca (16 mMr/kr) nocie npuMeHeHus: pokyponust opomusa (1,2 Mr/kr).

Bpemsa (mun) om esedenuss cyeammaodexca uepe3 3 MUHYMbL NOCILE B8€OEHUSI POKYPOHUS
bpomuda 0o eoccmanosnenus omuowerus T4/T1 0o 0,9, 0,8 unu 0,7:

T4/T1 10 0,9 T4/T1 10 0,8 T4/T1 10 0,7
IN (4ucio marueHToB) (65 65 65
Mennana (MUH) 1,5 1,3 1,1
BapbupoBanue 0,5-14,3 0,5-6,2 0,5-3,3

Hapywenue ¢ynxkyuu nouex

B AByX OTKpBITHIX KIMHUYECKUX HCCIEIOBAHUAX MPOBOJMIOCH CpaBHEHUE dP(HEKTUBHOCTH U
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COOTBETCTBY

OCHENOBATE HOC TR 0003
0€30IMacHOCTH TIPUMEHEHHSI CyraMMaJIeKca y TalHeHTOB é”mme-!m%/r'n'apvm neM (DYHROHN

MOYeK WM 0e3 Hero, IMOJBEPraloluxcs XUPYpruyecKoMy BMeENIaTelIbCTBY. B omHoM u3
HCCIEOBAaHUM CyraMmaZeKkc BBOJMWJICSA Ui YCTPAHEHMs OJIOKajbl, BbI3BAaHHON POKYPOHMS
OpoMHIIOM, TpH HaIWYUU |—2 MOCTTEeTaHMYECKUX OTBETOB (4 MI/Kr; n=68); B Apyrom
HCCIEOBAHUM CYyraMMaJeKC BBOJWJICA IIPU IMOSABJIEHUU BTOPOTO OTBETa B pPEXHUME
yeTeipexpaspsannoi crumyisinuu (T2) (2 mr/kr; n=30). BoccraHoBiieHre HEHPOMBIIICYHON
MIPOBOJAMMOCTH MOCJe OJ0KaAbl ObUIO HE3HAYMUTENIBHO JOJIbIIE Y MALUEHTOB C TSKEIBIM
HapylIeHueM (PYyHKIHMH MTOYEK MO CPAaBHEHUIO C MAIMEHTaMH 0e3 HapylmIeHUs! (PYyHKIUH MOYEK.
Ciny4yaeB OCTaTOYHON HEUpPOMBIIIEYHOW OJIoKaabl WIM €€ BO30OHOBJIEHMS Y MAl[MEHTOB C
TSDKENBIM HapylIeHUEeM (DYHKIIUU IMOYEK B TAHHBIX UCCIEAOBAHUIX HE HAOIIO1AIOCH.

Brnusanue na unmepsan QTc

B Tpex knuHMueckux wucciegoBaHusx (n=287) cyrammaaekca, NPUMEHSIEMOrO B PEXKUME
MOHOTEpANUU WM B KOMOWHAIIMUA C POKYPOHUSI OPOMUJIOM WUIJIM BEKYPOHHSI OPOMHUIOM, WU B
KOMOMHAIMu ¢ npornodoiaom wim ceBodurypaHoM, HE HAOIIOAAIOCHh KIMHUYECKH 3HAYHMMOTO
yBennueHuss QT/QTc wHTepBana. DTH JaHHBIC MOATBEPXKIAAIOTCS AHATU30M OOOOIEHHBIX
pe3ysbTaToB aekTpokapauorpamMsl (OKI') u HexxenaTeabHbIX ABIECHUM B UCCIENOBAHUAX (a3
I u III.

Hat;uenmbz C namoocuvdecKum oasncuperHuem

B xone kinmHHMuYeckoro uccienoBaHus 188 manueHTOB, Y KOTOPBIX OBUIO JTHArHOCTUPOBAHO
HaTOJIOTHYECKOE OXKHpeHHe (MHAEKC Macchl Tena > 40 kr/m?), OIeHUBanIoOCh BpeMs J10
BOCCTAHOBJIEHMS I10CJI€ YMEPEHHON WIM INIyOOKOIl HEpBHO-MBIILIEUHON OJIOKabl, BHI3BAHHOU
POKYpOHHSI OpOMHUIOM WIJIM BeKypoHHsi OpomuioMm. [lanmenTs! noyvyanu 2 MI/Kr win 4 mr/kr
CyraMmaZiekca, B 3aBUCHUMOCTH OT YpOBHs OJIOKaJbl, B [103€, COOTBETCTBYIOLIEH JHOO
(hakTHyeCcKOl Macce Tena, MO0 MAeaTbHOM Macce Tejla CIydyaHbIM 0O0pa3oM, C JIBOMHBIM
ocierienneM. O0beMHEHHOE N0 TIyOnHe OJI0KaJbl U HEPBHO-MBILIEYHOTO OJIOKUPYIOLIETO
areHTa, CpeiHee BPEMsl BOCCTAHOBJIEHUS OTHOILIEHUS OTBETOB YETBIPEXPA3PSIAHON CTUMYIISILIUU
(TOF) > 0,9 y narueHToB, KOTOPbIM BBOJWIM CYyraMMaJIeKC UCXOAs U3 (paKTHUUeCKOM Macchl
tena (1,8 MuHYTBI), ObUIO cTaTUcTHuYecKH 3HauuMo MeHblne (p <0,0001) mo cpaBHEHHIO C
NalMeHTaMH, KOTOPBIM BBOAWIM CYraMMaJeKCc HCXOAs M3 HaealbHoW Maccel Tena (3,3
MUHYTHI).

HauueHmbl C MAANCENbIMU CUCTNEMHBIMU 3a00/1e6AHUIMU

B wuccnenoBanum c¢ ywacruem 331 mammenta 3 u 4 kiacca mo KiacCU(UKAIUM OIEHKH
(busndeckoro craryca mamueHTa AMEpPUKaHCKOTo o0IiecTBa aHecTe3noaoroB (ASA) uzyuanu
YacTOTy pPa3BUTOW apUTMHUM, CBA3AHHBIX C MPUEMOM IIpenapara (CHHycoBas Opagukapaus,
CHHYCOBasl TAXUKapIUs, APYTHUE CepIeUHbIE apUTMHU ), TTOCJIE BBEACHHS CyraMMajieKca.

VY nanueHToB, MOJy4yalonux cyramMmmaaekc (2 mr/kr, 4 Mr/kr, 16 MI/kr), gyactora pa3BUTHS
apuTMHH, CBS3aHHON C MpUEMOM IipemapaTra, Oblla B IEJIOM CXOJHOW C TakKOBOW mpu
NIPUMEHEHUU HEOCTUITMHHaA (MakcuMmanbHasi Jo3a oT 50 MKI/Kr 10 5 Mr) B KOMOMHalMH C
TIMKoNupposiaToM (MakcuMmanbHas ao3a oT 10 Mkr/kr no 1 mr). IIpoduns HexemnaTeabHBIX
peakuii y manueHToB 3 u 4 kiacca mo oreHke ASA OBUT B IIEJIOM CXOJHBIM C TaKOBBIM Yy
B3pOCIBIX TIAIMEHTOB CcOrjacHo JAaHHbIM uccienoBanuii [-1II  ¢aswr; cremoBaTenbHO,
KOppeKIIUs He TpelyeTcs.

CTH

B wnccnenoBanum ¢ ywactueMm 288 mamuMeHTOB B Bo3pacte OoT 2 no < 17 ner uszydanu
6e30macHOCTh U 3(P(HEKTUBHOCTh MPUMEHEHHUSI CyraMMaJIeKca B CPaBHEHHUU C HEOCTUTMHUHOM
JUJISl pEBEPCUN HEUPOMBIIIIEUHOU OJI0Ka/bl, BBI3BAHHON POKYPOHUSI OPOMUJIOM WIIM BEKYPOHUS
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COOTBETCTBYET =
ot 14.04 .2

) | T x]
opomuaoM. BoccTaHoBIIEHHE OT yMEPEHHOM OJIOKAJIBL 0 BA-(I:CTaIJO'B;IIEH'I/ISI TOlF CoTHomesr 5

0,9 B rpynmne nmpuMeHEHHs cyramMmajzeKkca B J03¢ 2 MI/Kr ObLJIO 3HAYUTEIbHO OBICTpee B
CpPaBHEHUH C TPYIIION NPUMEHEHHUsS HEOCTUIMHHA (FreoMeTpUuecKoe cpenHee cocraBuio 1,6
MHH ISl cyramMmajiekca 2 MI/Kr u 7,5 MUH JJI1 HEOCTUTMHHA, OTHOIICHUE T'€OMETPUUYSCKUX
cpenuux 0.22, JI1 95% (0,16, 0,32) (p <0,0001)). BoccranoBieHue oT ri1y00Koii O6JI0Kaabl IpU
MPUMEHCHUU Cyrammajiekca B j103e 4 Mr/kr coctaBmio 2.0 MuH (reOMeTpUUECKOe CpeHee),
YTO CXOJHO C pe3yJibTaTaMM, MOJYYEHHBIMHU Y B3pPOCIBIX HAlUEHTOB. IOTHU A(PGDEKTh
Ha0JIF0aIuCch BO BCEX MCCIIEyEMbIX BO3pAaCTHBIX Koroprax (ot 2 10 < 6 jet, ot 6 1o < 12 ner,
oT 12 mo < 17 ner) mocne 6JIOKaIbl, BEI3BAHHOW KaK POKYPOHHS OPOMHIOM, TaK U BEKYPOHHUS
opomuoM (cM. pazaen 4.2).

5.2. @apMakoKHHeTHYeCKHEe CBOICTBA

dapMaKOKMHETHYECKUE  MMapaMeTpbl  CyraMMmaJeKca  pacCUUTBHIBAIOTCS  WCXOAd W3
CyMMHUpPOBaHHUsI KOHIICHTpPAallUHd CBOOOJHOrO CcyramMmajeKkca © CyraMMajiekca B COCTaBe
KOMIUICKCa CyrammajieKc-Muopenakcant. DapMakOKMHETHYECKUE TapaMeTphl, TaKue Kak
xipeHc (Cl) u oowvem pacrnpenenenus (V), CUMTAIOTCA OAWHAKOBBIMHU ISl CyraMMajeKca,
HaxXOJSIIIETOCS BHE KOMILIEKCA, M CYraMMAaJIeKCa, HAaXOSIIErocss B COCTaBE KOMILUIEKCA C
MHOPEIAKCAHTOM.

Pacupenenenue

Habmromaemsbiii 00beM pacripeniesieHuss cyraMMmajiekca B CTaOMJIIBHOM COCTOSIHUHM Y B3POCIIBIX
MalMEeHTOB C HOPMaJIbHOUM nmodyeyHou pyHkuueit cocraniser ot 11 1 no 14 1 (ocHOBBIBasICh HA
CTaHIapTHOM (HhapMaKOKUHETUUYECKOM aHau3e O0e3 paslelieHus Ha KoMmapTMeHThl). Hu
CyraMmazieKC, HI KOMIUIEKC CyraMMAaJIeKC - POKYPOHHUsI OpOMUJ HE CBS3BIBAIOTCS C OeIKamMu
IJIa3Mbl KPOBH WIK dpuTporutamu. [Ipu GomrocHOM BBeeHUH cyraMmajiekca B 103ax oT 1 1o
16 Mr/kr ero (hpapMaKOKMHETHKA HOCUT JIMHEHWHBIN XapaKTep.

EI/IOTDaHCd)ODMaI_II/IH

CyraMMa)ICKC BBIBOJUTCA ITIOYKaMM B HCHU3MCHCHHOM BHJIC. Ha HaCTOSIHII/Iﬁ MOMCHT B
JOKIIMHHUYCCKUX U KIIMHHUYCCKUX MCCIICAOBAHUAX METa0OIUTHI CyraMmaJICcKCa HE 06Hapy>1<eHH.

OauMHUHaIAA

VY B3pOCHBIX MAallMEHTOB C HOPMAJbHOM NOYE€UHOM (yHKIMEH, KOTOPHIM IIPOBOJUIIACH
aHectesusi, nepuoy moiyBbiBeaeHus (TY2) cyrammaaekca COCTaBiIsIeT OKOJIO 2 4, a OKUIaeMBbIN
KJIMpeHc U3 1ia3Mbl — 88 mur/muH. bosnee 90% no3sl BeiBoauTes B TedeHue 24 4; 96% 11o3sl
BBIBOJIUTCS C MOUYOM, U3 KOTOPBIX 95% cocTaBiisseT HEM3MEHEHHbIH cyraMmajiekc. MeHnee uem
0,02% cyrammaziekca BBIBOAUTCS Yyepe3 KUIIEUHUK U C BBIIBIXaeMbIM BO31yxoM. [IpuMenenue
cyrammajiekca y 30pOBbIX JOOPOBOJIBIEB MPUBOAUIIO K IMOBBIIIEHHOMY BBIBEJICHUIO TOUYKAMU
POKYpOHHSI OpOMH/Ia B KOMIIJIEKCE C CyTaMMa/IeKCOM.

Oco0sble rpynnbl HAIUEHTOB

Toueunas neoocmamounocms u JAuya nosHcuiloeco eospacma

@DapMaKOKMHETHYECKUE TapamMeTpbl y TMOXWJIIBIX MalUEeHTOB C PAa3jIMYHON CTENEHBIO
HapyleHus: (QYHKIMM TOYeK, KOTOopas H3Mepsjach C IOMOIIBIO OIpeAeieHus KIupeHca
KpeaTHHHUHA, ObLJIM OIIEHEHBI MPU MCIOJIb30BAHUU MOMYJISIIUOHHOTO (apMaKOKMHETHYECKOTO
aHaJmM3a.

Pesynprarel (papMaKOKMHETUYECKOTO HCCIIEIOBaHUS, B KOTOPOM NPOBOJAUIIOCH CpPaBHEHHE
MalMEHTOB C THKENBIM HapylIeHHeM (YyHKIIMU MOYEK U MallMEeHTOB C HOPMAJbHON (yHKIUEH
MOYeK, MOKa3aJikd, YTO KOHILIEHTpAlUHUH cyraMMajekca B Iuia3Me ObUIM CXOJAHBIMU B TE€UECHHUE
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 14.04 2026 N= 7632

N e et

[ NI B L HOCTH O003L
MEepBOro yaca IMOcCje BBEJACHUS MpenapaTa U BIOCIEACTBUU HA;IH}KML gi;lc%&ty KOH];D'OTIBHOI/I

rpynmne. OOmass MpOAOIDKUTEIRHOCTh ACHCTBUS CyraMMaJieKca y TallMeHTOB C TSKEIbIM
HapyuieHueM (YHKIUM TI0YeK OblUla yBeJIW4YeHa, YTO BbIpaxkajioch B 17-kpaTHom eé
YIJIMHEHUU. Y MAlMeHTOB C TSDKEJBIM HapyIIeHUEeM (DYHKIMU MOYEK HU3KHE KOHIICHTPAIUU
cyrammajiekca OIpeAe/isUIMCh B IUIa3Me€ B TEUEHHE, MO KpaiHedl mepe, 48 yacoB mocie
BBEJICHUS CyraMMaJieKca.

PesynbTarel BTOpOro ucCiI€AOBAaHUS, B KOTOPOM IPOBOAWIIOCH CPAaBHEHHUE IAILIMEHTOB C
YMEpPEHHBIM WJIM TSOKENBIM HapylieHueM (YHKIHUUA TOYEeK C MalMeHTaMH C HOPMaJbHOH
(byHKUIMEH MOoYeK, MOKa3ajiu, UYTO KIHMPEHC CyraMmajJieKca MOCTEIeHHO yMeHbIuaercs u Tz
ITOCTEIIEHHO YBEJIMUMBAETCS CO CHIDKeHHEM (pyHKumu nouek. ITokasarenu Obun B 2 pa3a u B 5
pa3 BBILIC y MAMEHTOB C YMEPEHHBIM U TSKEJBIM HapylleHHeM (YHKLIUU MOYEK COOTBETCTBEHHO.
Cyrammaniekc He OOHapy>KHBAJICS MMOcie 7 JHEH 1Mocie BBEACHUS 103bI MAIUEHTaM C TSKEIbIM
HapyuieHueM (PyHKIIUU MMOYeK.

O6o0061menHbIe TaHHBIE (PAPMAKOKMHETHYECKUX MapaMeTPOB CyraMMaJIeKca ¢ y4eTOM BO3pacTa
1 (YHKIHUH MTOYEK MPECTABICHBI HIXKE!

[TapameTpsl MalMEeHTOB CpenHee 3HaYEHUE MPOTHO3UPYEMBIX
(dhapmakokuHeTHIeckux mnapamerpoB (KB%)*
Jlemorpaduueckasilloueunast pyHkmus (kmupeHc Kmupenc O0bem Bpewms
rpyrmmna KpeaTHHHHA MJI/MUH) MJT/MUH pacripeieieHusl [IOTyBbIBEICHU S
() (9)
Bspocibie Hopmanbhas (100 88 (22%) 12 2 (21%)
40 Jer, Hapymennas Jlerkas 50 51 (22%) 13 4 (22%)
75 KT Cpenusis 30 31 (23%) 14 6 (23%)
(ymepeHHasi)
Tsokenmas 10 9 (22%) 14 19 (24%)
[loxwubie Hopmanshas (80 75 (23%) 12 2 (21%)
75 ner, Hapymennas Jlerkas 50 51 (24%) 13 3 (22%)
75 KT Cpemusis -~ 30 31 (23%) 14 6 (23%)
(ymepeHHas1)
Tsoxenmast 10 9 (22%) 14 19 (23%)
[lonpocTku Hopmanbhas 95 77 (23%) 9 2 (22%)
15 ner, Hapymennas Jlerkas 48 44 (23%) 10 3 (22%)
56 xr Cpennsis = 29 27 (22%) 10 5 (23%)
(ymepeHHasi)
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COOTBETCTBYET 3KCINEPTHOMY OTYETY

ot 14.04 2026 N= 7632
(NOGNEOOBATENEHOCTE 0003)
Tsoxenast 10 8 (219%) H 7-23%)
Jlern Hopmanbhas 51 37 (22%) 4 2 (20%)
7 €T, Hapymennas Jlerkas 26 19 (22%) 4 3 (22%)
23 xr Cpenusis 15 |11 (22%) 4 5 (22%)
(ymepeHHas)
Tsoxenas 5 3 (22%) S 20 (25%)

*KB-koapuureHT Bapranuu.

Ilon

Paznuunst papmMakOKMHETHKH B 3aBUCUMOCTH OT 10JIa HE HAOJI01aTCh.
Pacosas npunaonescnocms

B wuccrnenoBaHust ¢ yyacTMEM 3JI0POBBIX CYOBEKTOB €BPONEHCKOIO U  SIOHCKOTO
MIPOMCXOXKICHUST KIMHUYECKH 3HAUYMMBbIE pa3inuus (papMakOKMHETHMUYECKHUX ITOKa3zaTesied He
BbIsIBJICHBL. OTpaHWYCHHBIC JaHHBIE HE YKa3bIBAIOT Ha pa3nuuus (HapMaKOKHHETHYECKUX
rokasaTesie y mpeJcTaBUTeNIel HerpouJHON packl UK appoaMeprKaHIIEB.

Macca mena

HOHYHHHHOHHBIﬁ q)apMaKOKI/IHeTI/I‘IeCKI/Iﬁ dHAJIM3 Yy B3POCJIbIX U IMOKUJIIBIX IMALIMCHTOB HEC
OpoACMOHCTPHUPOBAJI  KIIMHUYCCKU 3HAYUMOM 3aBHCHMOCTH BBIBCACHHUA HJIHN o0BnemMa
pacupeaciCHuA CyraMMaZacKkCca OT MacCChl TCJIA.

Oorcupenue

B ozHOM KIMHHMYECKOM UCCIEIOBAaHUM Yy IMAIMEHTOB C NATOJIOTMYECKUM OXXUPEHHEM,
CyramMMaJIeKC TIPUMEHSIJICS B J103€ 2 MI/KT U 4 MI/KI' B COOTBETCTBUH C (hakTUueckoi (n=76)
WM uaealbHoM (n=74) maccoll Tena. DKCIO3UILIMS cyraMMaJieKca MOBBIIIAIACh J0303aBUCUMO
U JIMHEHHO B COOTBETCTBUM C (aKTHUYECKOM WM uaeanbHOW Maccol Tena. KnmHuuecku
3HAUMMBIX pa3Muui (HapMaKOKMHETHYECKUX MapaMeTPOB y MAIlMEHTOB C IMAaTOJOTMYECKUM
0’KMPEHUEM U B 001IeH MOMYJISIIMY HE HAOII0/1aJI0Ch.

5.3. JlanHble DOKJIMHUYECKON 0e30MaCHOCTH

JlokIMHUYEeCcKuEe JlaHHbIE HE BBIABUIIM OCOOBIX PHUCKOB JJI YeEJIOBE€Ka Ha OCHOBAaHUU
TPaJULIMOHHBIX HCCIIEIOBAHUI (apMaKOJIOTMUYECKO 6€30IaCHOCTH, TOKCHYHOCTH TOBTOPHBIX
7103, TOTEHIIMala FeHOTOKCUYHOCTH U TOKCUYHOCTH B OTHOLIEHUU PENPOIYKTUBHON (PyHKIINH,
MECTHOM MEPEHOCUMOCTH HUJIM COBMECTUMOCTH C KPOBBIO.

Cyrammajiekc OBICTPO BBIBOJAUTCSI U3 OpPraHU3Ma y JOKJIMHHUYECKHUX BHUJIOB )KUBOTHBIX, XOTS B
KOCTSIX U 3y0ax FOBEHUJIBHBIX KPHIC OOHAPYKHUBATUCh OCTATOYHBIE KOJIMYECTBA CyraMMajieKca.
JIOKJIMHUYECKUE HCCIIEIOBAaHUS HAa MOJIOJBIX B3POCIBIX M 3PENbIX KpbICaX IMOKA3bIBAIOT, YTO
CyraMMaJIeKC HE OKa3bIBAET OTPULATEIBHOIO BJWSHUS HAa LBET WM KayeCTBO KOCTEH,
CTPYKTYpPy KOCTeH WM MeTa0oianu3M KOCTHOW TkaHu. CyraMmaJeKkc He BIUSET Ha
BOCCTAaHOBJIEHHUE MOCJIE TIEPETIOMa U PEMOAETIUPOBAHUE KOCTH.

6. ®APMAINEBTHYECKHE CBOMCTBA
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 14.04.2026 Ne 7632
(MOCNEAOBATENBHOCTb 0003)

6.1. IlepeyeHb BcroMOraTejbHbIX BelleCTB

Harpus runpokcuna 0,1 M pacteop (s koppexunu pH)
XnopoogopoaHas kuciora 1,0 M pactBop (mi1st koppexuu pH)
Bona nna nabekuumii

6.2. HecoBMecTHMOCTD

JIaHHBIN JIEKapCTBEHHBIM IIpenapaT HE CJIEAYeT CMELIMBaTh C JAPYTMMH JIEKApCTBEHHBIMU
HpenapaTraMH, 3a HCKIIOYEHUEM YIIOMSHYTBIX B pasnene 6.6.

dusnyeckass HECOBMECTUMOCTD cyramMmmaJicKca Ha6moz[anac1) C BCpannaMuJIioM, OHJaAHCECTPOHOM
U PaHUTUIWNHOM.

6.3. CpokroaHocTu (CpOK XpaHeHHUs)

HeBckpbIThlii hirakoH

2 roja.

IIpUroTOBJICHHBIN PAacTBOD

[locne mepBOro BCKPHITHUS W pa3BelEHUS CyraMMajiekca MH(Y3MOHHBIMM  pacTBOpaMu
¢usnueckas W XHMHYECKas CTaOMIIBHOCTH IperapaTra COXpaHsercss B TeueHue 24 4 mpu
temneparype ot 2°C no 8°C.

6.4. QOcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

[Ipu Temneparype He Bbllie 25 °C B OpUruHaIbHON YIIaKOBKE (ITauke) JJIsl 3alUThl OT CBETA.
VYcnoBus XxpaHeHUs 110CI€ BOCCTAHOBJIEHUS U IIPUTOTOBJICHUS JIEKAPCTBEHHOT'O Mperapara cMm.
B pazzeine 6.3.

6.5. Xapakrtep u coaep;kaHHe YNAKOBKH

I[lo 2 M wim 5 M Bo (uakoH u3 mpo3padyHoro OeciBeTtHoro crekna tuna [ (USP),
YKYTIOPEHHOM XJIOPOYTUIIKAy4YyKOBON MPOOKOH, 00KaToil aTlOMHUHHEBBIM KOJMAYKOM, C
IEepEMbIUKaMH BBEpPXY, C TMOJHIIPONMUICHOBOM HAKJIQAKOW OeIoro IBeTa C TJSHIEBBIM
MOKPBITHEM U C TTOKPHITHEM JIAKOM ATFOMUHUEBOM YacTH (KOMOMHUPOBAHHBIN KOJIAYOK THUIIA
Flip-ofY).

ITo 10 ¢rakoHOB BMECTE € JINCTKOM-BKJIAJIBIIIIEM B MTAYKE U3 KAPTOHA.
6.6. Oco0ble Mepbl TPEIOCTOPOKHOCTH TPH YTWIN3AINUM HMCHOJIb30BAHHOIO

JIEKAPCTBECHHOTO npemaparta HJIN 0oTXxoa0sB, MOJTYYE€HHBIX mocJjie NPpUMCHCHUA
JICEKAPCTBCHHOI'0O NIpernaparTra v Ipyru¢ MaHUIMyJIAIUHU C IIpermaparTom

[Tpenapatr CyramMmmanekc MOXKeT ObITh BBEJEH B OJHY CUCTEMY JJIi BHYTPMBEHHOTO BBEICHUS
BMECTE CO CJIETYIOIIMMHU HH(PY3UOHHBIMU PACTBOPAMU:

o 0,9% (9 mr/MIT) pacTBOPOM HATPHSI XJTIOPHUIA;

o 5% (50 Mr/miT) pacTBOPOM TITFOKO3BI,

o 0,45% (4,5 mr/mm) pactBopoM HaTtpus xjopuna ¢ 2,5% (25 mr/mir) pactBOpoM
TJIFOKO3BI;

o pactBopoM PuHrepa ¢ MOJIOYHOM KUCIIOTON;
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. pactBopoMm Punrepa; (NOCTEROBATENBHOCTE 0003)
J 5% (50 mr/mi) pactBOopoMm rioko3bl B 0,9% (9 Mr/mi) pacTBOpe HaTpusl XJIOpHUa.

Ecimu mpenapar Cyrammanekc BBOIWTCA 4epe3 €IUHYI0 HHQPY3UOHHYIO JHHHUIO C JIPYTHMHU
JIEKapCTBEHHBIMU TIperapaTtaMu, €€ HeoO0XOoIuMo TNpombiBaTh (Hampumep, 0,9% pactBopom
HaTpHs XJIOpHUIA) IOcie BBeAeHHS npernapara CyraMMmasekc.

Jlns npumenenust 'y gereid mnpemnapar Cyrammazekc MoxkHo pasBectu 0,9% (9 wmr/mo)
pPacTBOPOM HaTpHUsI XJIOpUAA 10 KOHIeHTpauuu 10 mr/mt.

Becp ocraBmmMiics JICKapCTBEHHBIM IIpenapaT M OTXOAbl CIEAYET YHUYTOXHUTH B
YCTaHOBJIEHHOM ITOPSIIKE.

7. JHEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Numus
Xerepo Jlabc JIumuten

Anpec: «Xerepo Kopnopeiit», 7-2-A2, Unnactpuan Dcteiitc, Canat Harap, Xaiimapaban —
500018, Temanrana, Maaus

Tenedon: +91-40-23704923/24/25

OnekTpoHHas moyTa: contact@hetero.com

7.1. IlpeacraBuTelib Jep:KaTesisi PerHCTPAIMOHHOIO YI0CTOBEpeHHUs!

[Iperen3un morpeduTeneil HaNPaBIATH 1O AIpecy:

Poccuiickas ®enepauust, benapycs, Kazaxcran

MockoBcKoO€ IpeicTaBUTENbCTBO KoMnaHuu «Xerepo Jladbe Jlumuren» (Munus)
Anpec: 109029, r. MockBa, ABTOMOOMIIBHBIH TIpoe3, 1. 6, cTp. 5
Tenedon/daxc: +7 (495) 981-00-88

9. moura: DrugSafety-Russia@heterodrugs.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOT'O YIAOCTOBEPEHUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KaTETOPUM OTITYCKA 10 PELENTY.

OOmiass xapakTepucTHKa JIeKapcTBeHHOro mpemnapara CyraMmazeKkc AOCTyHa B €IUHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uilckoro SKOHOMHYECKOIO
col03a U Ha O(UIIMATIBLHOM CalTe YIOJHOMOYEHHOI'O OpraHa (SKCIEpTHON oOpraHu3aiun)
http://Ik.regmed.ru/Register/EAEU_SmPC.
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