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OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA” "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cyrammagexke, 100 Mr/mi1, pacTBOp i1l BHYTPUBEHHOT'O BBEICHHUS.

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JleficTBy1OI1I€€ BEMIECTBO: CyraMMaieKcC.

Kaxnpiit Mt pactBopa coaepkut 100 mr cyrammasekca (B BUjIe CyraMMajieKca HaTpus).

Kaxxnas ammyna oobsemom 2 mit coaepxut 200 Mr cyrammaziekca (B BUJIe CyraMMaieKca HaTpHs).
Kaxnpiit paaxon 2 mit conepxut 200 Mr cyrammasiekca (B BUJe cyramMmmaiekca HaTpus).

Kaxxnprit daakon 5 mu cogepxut S00 Mr cyrammaziekca (B BUJIe CyraMMaieKca HaTpusl).
BemectBa, HaJlMuKe KOTOPBIX HAJIO0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO Mpernapara: HaTpui (cm.
pasnen 4.4.).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp 111 BHYTpUBEHHOTO BBEJCHUS.

[Tpo3paunslii OT GECBETHOTO A0 CIIETKA KEITO-KOPHYHEBOTO I[BETA PACTBOP.

pH pactBopa cocraBiaser or 7,0 mo 8,0, ocMmomsuibHOCTH pacTBOpa coctaBisier ot 300 1o
500 MmOcm/kr.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

B3pocnble: ycTpaHeHHe HEHpOMBIIIEYHON OJIOKaabl, BBI3BAHHOW POKYPOHHS OpOMHIOM WU
BEKYPOHHUS OpOMUAOM;
JleTu ¥ OAPOCTKU B Bo3pacTe oT 2 10 17 j1er: ycTpaHeHue HeMpOMBIIIEUHON 0JI0Ka/Ibl, BHI3BAHHOU
POKYpPOHHSI OPOMUIOM.

4.2. Pesxum 103MpOBaHus U CNIOCO0 NPHUMEHEHHUSs

CyraMMmaziekC JOJDKEH BBOAUTHCA TOJBKO AHECTE3MOJIOTOM WM IOJl €ro PyKOBOACTBOM. Jlist
HaOIIOACHUST 3a CTENEHbI0 HEHPOMBINIEYHON OJOKaabl U BOCCTAHOBIIEHHEM HEHPOMBIIICYHON
MIPOBOJIMMOCTH PEKOMEHAYETCS TPUMEHSTh COOTBETCTBYIOIIMIA METOJ MOHUTOPUHTA.
PexomeHnnyemas n03a cyramMmajeKkca 3aBUCHT OT CTENEHHM HEHPOMBIIMIEYHOH OJIOKaJbl, KOTOPYIO
HE00X0IUMO YCTPaHUTh.

PexomeHnyemas 103a He 3aBUCHUT OT BHUJa aHECTE3UH.

Pexxnm o3upoBanus

Yempanenue  netipomviueunoti  010kaovl, 6b136aHHOU  POKYPOHUS OPOMUOOM UNU  BEKYPOHU
OPOMUOOM, 8 CMAHOAPMHBIX KTUHUYECKUX CUMYAYUSX

Cyrammajekc B 03€e 4 MI/KI' peKOMEHIYeTCsl BBOJUTH, KOI/Ia BOCCTAHOBJICHHE HEHPOMBIIIIEYHOH
MPOBOAMMOCTH  JOCTUIJIO YpPOBHA 1—2  MOCTTETaHWYECKUX COKpalleHHd (B  pexuMe
nocrrerannueckoro cyera (IITC)) mocne Onokanbl, BBI3BAaHHOH POKYpOHHsS OpOMHIOM WM
BeKypoHus OpomuaoM. CpenHee BpeMs O TIIOJHOIO BOCCTAHOBJIEHHUS HEHPOMBIILIEYHON
IIPOBOAMMOCTH (BOCCTaHOBJIEHUE COOTHOIIEHUS aMILJIUTY ] Y4ETBEPTOTO U IIEPBOIO OTBETOB B PEKUME
yetbipexpazpanHoit crumyssun (T4/T1) no 0,9) cocraBisieT npuOAM3UTENBHO 3 MUHYTHI (CM. pa3aen
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5.1.). CyramMmMaznekc B 03¢ 2 MI/KT PEKOMEHIYETCS BBOIUTD. chr;;[zzlé AEATENRHCICTE 0003),
Yy y

HEHPOMBIIIEYHON TMPOBOAMMOCTH TOCHE OJIOKAAbI, BBI3BAHHOW POKYPOHHS OpOMMIOM WU
BEKYPOHHUS OpPOMUIOM, IOCTHUIJIO HE MEHEE 2 OTBETOB B PEXKHMME YETHIPEXPa3psAHON CTUMYIISILIUU
(TOF). Cpennee Bpemsi 10 BoccTaHoBieHus oTHOmeHUs T4/T1 1o 0,9 cocraBnser okoio 2 MUHYT
(cm. pasgen 5.1.).

IIpy npuMEHEHUH PEKOMEHJOBaHHBIX 103 CyraMMaJeKca JJii BOCCTaHOBJIEHMSI HEHPOMBIIIEYHON
MPOBOAMMOCTH B CTaHAAPTHBIX KIMHUYECKUX CUTyalusXx Oojiee OBICTpOE BOCCTAHOBJICHHE
orHomenus T4/T1 mo 0,9 mpomcxomut B ciayyae, Korja HeWpombinieuHass OJOKajga BBI3BaHA
POKYPOHHS OPOMH/IOM IT0 CPABHEHHIO C BEKYPOHHs Opomuaom (cm. pasmen 5.1.).

DOxcmpennoe ycmpaneHue HeupombiueyHol 010Kaovl, 8bl36aHHOU POKYPOHUS OPOMUOOM

[Ipy BO3HMKHOBEHMH HEOOXOJUMOCTH B HEMEIJICHHOM BOCCTAHOBJICHHHM HEHPOMBIILICYHON
MPOBOJUMOCTH TpH OJIOKazne, BBI3BAHHONW PpOKYpPOHHUS OpOMHIOM, pEKOMEHIyeMas J103a
cyraMmMajiekca cocTaBisieT 16 MI/Kr.

[Tpu BBeneHuun 16 Mr/kr cyramMmmajeKca yepe3 3 MUHYTHI [TOCIIe BBEICHHs OOTIOCHOM 1036l 1,2 MI/KT
pokyponust 6pomuaa cpenHee BpeMs BoccTaHoBiIeHUs oTHomeHus T4/T1 o 0,9 cocraBiser okoio
1,5 munyT (cMm. pa3zmen 5.1.).

JlanHblE O TPUMEHEHUWH CyramMmajieKca IpH SKCTPEHHOM BOCCTAaHOBIIEHUU HEHPOMBIIICUHOM
MIPOBOJIMMOCTH TIPH OJIOKA/Ie, BBI3BAHHOW BEKYPOHHS OPOMHIOM, OTCYTCTBYIOT.

IlosmopHoe 88edeHue cyeammadekca

B uCKIIIOUMTENBHBIX CUTYalUsX IPU PEKypapu3ally B IOCIEONEPAllMOHHOM Iiepuose (CM. pas3zien
4.4.), mocie BBeIEHUS CyraMMajieKca B J103€ 2 MI/KT WK 4 MI/KT, peKOMeH1yeMas IOBTOpHasl 1032
cyrammMaziekca coctasisieT 4 mr/kr. Ilocie BBeieHUsI TOBTOPHOM T03BI CyramMmajiekca He00X0AuMO
OCYIIECTBISITh ~ MOHUTOPUHT  HEHPOMBIIIEYHONH  MPOBOJUMOCTA /IO MOMEHTa  IOJIHOTO
BOCCTAHOBJICHUS] HEUPOMBIIIIEUHON (PYHKIIMH.

IlosmopHoe 88edeHue poKypoHUs OPOMUOA UTU 8EKYPOHUS OPOMUOA NOCTIe 88e0eHUs CY2aMMAdeKCa
[IpoMexyTKH BpeMEHH, Yepe3 KOTOPhIE MOKHO ITOBTOPHO BBOJUTH MUOPEIAKCAHThI, IPUBEJCHBI B
pasnene 4.4.

Oco0bIe TpynIbl NAITUESHTOB

Jluya noosicunozo sozpacma

[Tocne BBeneHUs cyrammajekca npu Hanuuuu 2 orBeToB B pexume TOF crumynsauuu Ha Qone
OJ10Ka/Ibl, BBI3BAHHON POKYPOHMS OpPOMHIOM, NOJIHOE€ BpPEMsI BOCCTAaHOBJICHUS HEHPOMBIIICYHON
npoBoaumoctu (otHomenue T4/T1 mo 0,9) y B3pochsix marueHToB (18—64 TOma) cocTaBisieT B
CpeaHeM 2,2 MUHYTHI, Y MOXKWIBIX ManueHToB (65—74 roga) — 2,6 MUHYTBHl U Y OUY€Hb MOXKHIIBIX
nanuentoB (75 ner u Oosbmie) — 3,6 MuHyThl. HecmoTpss Ha TO, YTO BpeMsi BOCCTAHOBIICHUS
HEHPOMBIIIEYHON MPOBOAMMOCTH Y MOKUIIBIX MAIMEHTOB HECKOJIBKO OO0JIBIIIE, 03Bl CyraMMaeKca
PEKOMEHIYIOTCSl TaKUE K€, KaK U JJIS B3pPOCIBIX MAalMEHTOB OOBIYHON BO3PACTHOM IpymIbl (CM.
paznen 4.4).

layuenmul ¢ noueunol HeOOCMaAMOUHOCMbIO

VY manueHToB ¢ JIETKUM U YMEPEHHBIM HapylieHHeM (YHKINU MoYeK (KIUpeHe KpeaTuHuHa > 30 u <
80 Mu1/MUH) clielyeT MPUMEHATH JI03bI MperapaTa, peKOMEHI0BAaHHBIC ISl B3POCIIBIX MAIUEHTOB 0e3
HapyleHus] QYHKIIMH MTOYEK.

[IpumeneHue cyraMMajiekca y MalueHTOB C TSDKEIbIMU HapyLIEHUSMH (YHKIUH MOYEK, BKIOYas
MAIMEHTOB, HaXOIAIINXCS HA TeMoranu3e (KIupeHe kpeatnauHa < 30 MII/MUH) IPOTHBOMOKA3aHO
(cm. pasmen 4.3.). B Hacrosmiee Bpemsi HEIOCTATOYHO JaHHBIX MO O€30MacHOCTH, KOTOPHIC
MO3BOJIMIIM OBl PEKOMEH/I0BATh IPUMEHEHNE CyraMMajieKca y 3TOM rpynibl HallMeHTOB (CM. pa3aen
5.1.).

Ilayuenmsi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

VY nanueHToB C JIETKUM M YMEPEHHBIM HapylleHHeM (QYHKIUHM ME€YEeHH PEKOMEHAYyEMbIE 03Bl
rpenapara OCTaloTCsl TAKUMHU ke, KaK U Y B3POCIBIX MAIIMEHTOB, MOCKOJIbKY CyTraMMaJIeKC BEIBOJUTCS
IJIaBHBIM 00pa3zoM noukamu. M3-3a HEZOCTATOYHOCTH JAaHHBIX MO MPUMEHEHHIO CyraMMajJeKca y
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MEYCHHU COMPOBOXKAACTCS SBICHUSMHU KOATyJOMATUU, MPUMEHSITh CYyraMMaJeKC PEKOMEHIYeTCs C
0c000i# 0CTOPOKHOCTBIO (cM. paszaen 4.4.).

Iayuenmsi ¢ odcuperuem

VY ManueHToB ¢ OXHPEHHEM, BKIIFOYAs MAIMCHTOB C TAaTOJIOTUYECKUM OXHPEHHEM, pacueT J03bI
CyraMMazieKca JJOJKEH OCYIIECTBISATHCS UCXOAS U3 (pakThdeckoit Maccel Tena. HyHO criemoBaTh
PEKOMEHIYEMBIM J103aM, MTPEUIOKEHHBIM JIJISl B3POCIIBIX ITAlUEHTOB.

€T’
JlaHHbIE O MPUMEHEHMIO CyramMMmajiekca y JeTeil orpaHuyeHbl. MIMeroTcs JaHHbIE O BBEICHUU
mpernapara Juisi yCTpaHEHUsT HEHpPOMBIIIECYHON O0KaJbl, BEI3BAHHON POKYPOHHSI OPOMUIOM, TpU
nosiBieHuU 2 oTBeTOB B pexknme TOF ctumynsiuum.
Jemu om 2 nem u noopocmxu
g yctpaHeHHs] HEHPOMBIIIEYHON OJI0Ka/abl, BEI3BAHHON POKYPOHUS OpOMHIOM, B CTaHAApTHON
KJIIMHUYECKOU MPAKTUKE y JIeTeH U MOAPOCTKOB (2—17 1eT) peKOMEeH 1yeTCsl BBOJIUTh CYyraMMaIeKC B
no3e 2 mr/kr (pu Hamuuu 2 oTBeToB B pexxume TOF ctumysiiun).
Jlpyrue cuTyanuu BOCCTAHOBJICHHMS HEHPOMBINIEYHONM IPOBOJAMMOCTH, BCTpEYarOlUecs B
CTaHJIaPTHOM MpaKTUKe, He ObLIM U3YUYEHBI, IOATOMY B ATHX CIydasx MPUMEHSATh CyraMMaJieKc He
PEKOMEHTyEeTCS 10 MOTYUYEHUS JOTIOTHUTEIbHBIX KIMHUYECKUX JTAHHBIX.
DKCTPEHHOE BOCCTAHOBJICHHE HEUPOMBIIIEYHOW MPOBOAUMOCTH NpPHU BBEICHHH CyramMmajekca y
JeTeN OT 2 JIeT W MOJPOCTKOB MCCIIEIOBAHO HE OBLIO, U MOATOMY B 3TUX CHUTYalMsIX MPUMEHEHUE
npernapaTa He PeKOMEHIyeTCs JI0 MOJIYYeHUS JOTIOTHUTEIbHBIX KIMHUYECKUX JIAHHBIX.
J1J1s TIOBBINIEHUST TOYHOCTH JTIO3UPOBaHUs y aereid mpemapat Cyrammasekce B go3upoBke 100 mr/mo,
MOKHO pa3Bectu 10 10 mr/mi (cm. paszzgen 6.6.).
Jlemu 0o 2 nem
Nmeercst orpaHUYEHHBIN OIBIT IPUMEHEHUSI cyrammaziekca y Aeteil B Bo3pacte oT 30 nHel Ao 2 Jer,
U HET OIbITa NPUMEHEHUS Yy HOBOPOXJAEHHBIX (n0 30 nHelt). B cBsi3u C 3TUM IpUMEHEHUE
cyramMmajiekca y JaHHOW TPYIIbI HAllMeHTOB MPOTUBOIIOKA3aHO 0 MOJYYEHHS JOMOTHUTEIbHBIX
KIIMHUYECKUX JTAHHBIX.

Cnoco0 nmpuMeHeHHUs!

BnyTtpusenHo.

Cyrammajiekc pUMEHSIeTCST BHYTPUBEHHO CTPYWHO B BHJIE OJHOKPATHOH OOJIFOCHOW WHBEKIIWH,
KOTOpast BBOAUTCS B TedeHue 10 CeKyH 1 B CHCTEMY /ISl BHYTPUBEHHOTO BBEICHUS.

WHucTpykimu o paboTe ¢ JIeKapCTBEHHBIM MTPENapaToM CM. B paszede 6.6.

4.3. [IpoTuBonoKa3zanusi

— THUIEPYYBCTBUTEIBHOCTh K JEWCTBYIOLIEMY BEIIECTBY WM JIIOOOMY M3 BCIIOMOTaTEJIbHBIX
BELIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.;

— TsDKeJble HapylIeHus: GYHKINU MOoYeK (KIupeHc kpeaTnHuHa < 30 MJI/MUH) W/WIIK TIeUeHH;

— JETCKUi BO3pacT 0 2 JeT.

4.4. OcoOble yKka3aHMs U Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

B 00bIYHOI aHECTE3MOJOTHYECKON MPAKTUKE MPU KCIIOJIb30BAHUN HApK03a, COMPOBOXKIAIOLIETOCs
HEHpOMBIIIEYHOH OJ10Ka101, peKOMEHyeTcsl HabJIoAeHNe 3a allMeHTaMU B MOCIIeONepaliiOHHbIN
MepHOJ] Ha IPEeIMET pPa3BUTHS HEOIAroNpUATHBIX SIBJICHUM, BKIIIOUas MOBTOPHYIO HEHPOMBIILIEYHYIO
Omoxamy.

MOHHUTOPHHT OBIXATEIHFHOW (DVHKIIMU BO BPEMS BOCCTAHOBJICHHUS HEUPOMBIIIEYHOU TIPOBOIUMOCTH
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[IpoBOIUTh HCKYCCTBEHHYIO BEHTWISILUIO JIETKHX Heo6xoz[E|M0' '-LIIU":ll'IOﬁHOI'U OCCTAHOBITCHUS

aJIeKBaTHOTO CaMOCTOSITETILHOTO JBIXaHHUS IOCIE yCTpaHEHUs HelpombleyHoil 6mokansl. Ecnn
Jaxe TIPOM30LUIO TIOJHOE BOCCTAHOBIEHHWE HEHPOMBILIEYHOW IPOBOJAMMOCTH, JPYyTHE
JIEKapCTBEHHbIE IIpernapaTrhbl, KOTOPbIE NMPUMEHSUIMCh B MEPU- U IOCICONEPALMOHHBIM NEpUOAbI,
MOTYT yTHETaTh [JbIXaTeNbHYI0 (GYHKIUIO, U TO3TOMY MOXET MOTpeOOBaThCs MPOJICHHAS
HCKYCCTBEHHAs! BEHTWJISALIUSA JIETKUX.

Ecnu nocne skery0anuu MoBTOPHO pa3BUBAETCs HelpoMmbllieuHas 0J0Kaaa, He0OX0AUMO BOBpEMS
00eCTIeYHTh aIeKBATHYIO BEHTUIISILIUIO JIETKUX.

Biusinue Ha remMocras

B wuccnenoBanmsx Ha a00poBONBLAX 03Bl cyrammanekca 4 Mr/kr U 16 MI/KT BbI3BIBAIU
MIPOJIOHT ALINIO CpeIHEMAKCUMAaJIbHBIX 3HAYCHUI AKTUBUPOBAHHOIO YaCTUYHOTO
TpomboractuHoBoro Bpemenu (AUTB) nwa 17 u 22% COOTBETCTBEHHO, a 3HAYCHUS
nporpomOuHOBOro Bpemenn (MHO — mexayHapoHOe HOpMalM30BaHHOE OTHOIICHHWE) — Ha 11 u
22% cootBeTcTBeHHO. [lanHas orpanuuenHas nposionranuss AUTB u nporpoMOMHOBOrO BpeMEeHHU
(MHO) umena kpatkocpounslii Xxapakrep (< 30 MUHYT).

AHamu3 kiauHHYecKo 0a3bl maHHbIX (N=3519) mokasan, 4TO KIMHUYECKHM 3HAYMMOIO BIIMSHUSA
cyrammajiekca, IpUMEHSIeMOT0 B BUJIE€ MOHOTEpANUH WM B KOMOMHAIIMY C aHTUKOAryJIsSHTaMH, Ha
94acTOTY MEPH- MU TOCICONEePAIMOHHBIX KPOBOTEUECHNH HE HAOII0AaII0Ch.

B uccnenoBanuu ¢ yuactueM 1184 nanueHToB, MOABEPIILINXCS XUPYPIUUECKOMY BMEIIATENIbCTBY U
[I0JIy4aBIIMX CONYTCTBYIOLIYIO TEpAIUI0 AHTUKOATYJSIHTaMM, HaOJIOAAJIOCh HE3HAUYUTEIbHOE U
Tpan3utopHoe mnoBbimienne AYTB wu mnporpombunoBoro Bpemenu (MHO), cBszanHoe c
PUMEHEHHEM CYraMMaJIeKca B JI03UPOBKE 4 MI/KT, KOTOPOE HE MPHBOIMIO K MOBBIIICHUIO PUCKA
KPOBOTEUYEHHS 110 CPABHEHUIO C OOBIYHBIM JICUCHHUEM.

B oakcmepumenrtax in Vitro Obuio  OOHapykeHO nomoiHHTENbHOe yBenuueHune AUTB wu
MPOTPOMOMHOBOTO BPEMEHU MpU MPUMEHEHUH CyraMMajieKca C aHTaroHucramMu BuTamuHa K,
He(PaKIMOHUPOBAHHBIM TEIAPHHOM, HHU3KOMOJIEKYJISIPHBIMH TeNapuHAMH, PHUBapOKcabaHOM U
naburatpanom. [IpuHuMas BoO BHUMaHHe KPaTKOBPEMEHHBIN XapaKTep OrPaHUYCHHOTO YBETUYCHUS
AYTB u mpoTpoMOMHOBOTO BPEMEHH, BHI3BAHHOTO CyraMMaJIeKCOM (B BHJIE MOHOTEpANUU WU B
KOMOMHAIIMM C BBIIICYKa3aHHBIMU AHTHUKOAryJIIHTaMH), MaJlOBEpOSITHO, YTOOBI CyraMMajeKc
yBEJIMUYUBAJ PUCK KpoBoTeueHUM. ITockoabKy pHUCK BO3HMKHOBEHHS KPOBOTEHEHHS HE H3ydalics
CHCTEMHO TpU BBeICHUH 00Jiee BHICOKHX, YeM 4 MI/KT, 7103 cyraMmmajieKca, oka3aTesau KoaryJysiiuu
ClielyeT TIATEIbHO KOHTPOJIUPOBATh B COOTBETCTBUU CO CTAHIAPTHON KIIMHUYECKOW MPAKTUKON Y
MAUEHTOB C JUAarHOCTUPOBAaHHBIMU KOAryJOMATHUAMH M y NALUEHTOB, [PUHUMAIOIINX
AHTHKOATryJIIHTHI U CyraMMaJIeKc B J103¢ 16 MI/KT.

VY nanueHTOB, MOJYYaBIIMX CTaHAAPTHYIO MOCTONEPAIMOHHYIO MPO(UIAKTUYECKYIO TEparuio
aHTHKOAryJIIHTaMH, (papMaKkoAMHAMHUYECKOE B3aUMOJIEHCTBUE HE UMEJIO KIIMHUYECKOTO 3HAUEHUSI.
CrnenyeT nposIBIATHE OCTOPOXKHOCTH IPU NMPUMEHEHUH CyraMMaJleKca y MalMEeHTOB, MOJy4YarolInuX
TEepanuio aHTUKOATyJsSIHTaMU WM MOJy4aBIIUX €€ paHee. [IOBBIIIEHHBIH PHUCK pa3BUTUA
KPOBOTEUEHHH MOKET HaOMI0JaThCs y CIIEAYIONINX NallueHTOB:

— C HaCJIEJCTBEHHBIM AeuuuToM BuTaMuH K-3aBUCHMBIX ()aKTOPOB CBEPTHIBAHUS KPOBH;

— C KOaryJIonaTHsIMU B aHAMHE3E;

— NPUHUMAIOIINUX IPOU3BOAHbIE KymMapuHa U uMmeromux MHO Bbie 3,5;

— MPUHUMAIOIINX aHTUKOATYJISTHTHI U CyraMMasieKkc B J103€ 16 MI/KT.

Ecnu npuMeHeHne cyraMMaziekca Bce e He00X0AUMO, TO aHECTE3HOJIOT JIOJIKEH OLEHHUTH IOJIb3Y
MIPUMEHEHUS CyraMMaJIeKca U PUCK Pa3BUTHS KPOBOTEUEHUS, IPUHUMAsi BO BHUMaHUE pa3lInyHbIe
(bakTops! (KPOBOTEUEHHS B aHAMHE3€, BUJ XUPYPIrHUECKOTO BMEIIaTeIbCTBa). Takke y MalnueHToB,
BXOJILINX B IPYNIy PUCKAa Pa3BUTHUS KPOBOTEUEHM, HEOOXOJUMO KOHTPOJIHPOBATH MapaMeTpbl
reMoCTa3a U CBEPTHIBAEMOCTH KPOBH.

Bo0300HOBIIEHE HEUPOMBIIIIEYHOU OJIOKAIEI
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BEKYPOHHUS OpOMUJ, NP MPUMEHEHUH CyraMMaJeKca B J03€, MOKA3aHHOM ISl COOTBETCTBYIOMICH
nIyOuHBI  HelpombliedHor Omokazel (N=2022), yacTtora BO300HOBJICHHUS HEHUPOMBIIICYHOMN
OJIOKabl, KOTOPAsi OIEHUBAIACH C TIOMOIIBI0 MOHUTOPUHTA HEHPOMBIIICYHONH TTPOBOJAUMOCTH MU
KIMHUYECKUX JaHHBIX, cocTaBiisuia 0,20 %.

[IpuMmeHeHHE 103 HIDKE, YeM pPEKOMEHIIOBaHHBIC, MOXKET IPUBECTH K YBEIWYCHHUIO PHUCKA
BO300HOBJICHUSI HEHPOMBILIEYHON OJIOKAJbl MMOCHIE MEPBUYHOIO BO30OHOBIECHUSI HEHPOMBIIIEYHON
MIPOBOJIUMOCTH, U TIOATOMY He pekoMeHnayetcs (cm. pasnensl 4.2. u 4.8.).

IIpoMeXYTKM BPEMEHH, Y€pe3 KOTOPbIE MOYKHO MHOBTOPHO BBOJWUTH MHUOPEIAKCAHTBI I1OCIE
BOCCTAaHOBJICHUS HEHPOMBIIIEYHOW MPOBOJAMMOCTHU C NOMOIIBIO CyraMMajeKkca

IToBTOpHOE BBEZCHHE POKYpPOHHs OpoMHuAa WIM BEKypoHUs OpoMmMuaa IMocCie IPUMEHEHHUs
cyrammaziekca (10 4 Mr/kr) BO3MOKHO 4epe3 IMPOMEXYTKH BpeMeHH, yKa3aHHbIe B TadmuIe 1.
Tabauna 1

MuHMMAJIbHBIH IPOMEKYTOK
MuopesiakcaHT U 1032 J1J1s1 BBeJeHUSs
BpeMeHH
5 MHHYT 1,2 MI/KT pOKYpOHHUsI OpoMuIa
4 gaca 0,6 mr/kr pokypoHus opomua win 0,1 MI/Kr BeKypoHHs OpomMuia

[Tpu BBeneHun poxyponus Opomunaa B go3e 1,2 mr/kr B TeueHne 30 MHHYT MOCIIe BOCCTAHOBJICHHUS
HEHpOMBIIIEYHON MpPOBOAMMOCTH MOJX JeiictBueM mnpenapata CyramMmagekc MOBTOPHOE
BO3HUKHOBEHHE HEHPOMBIIIEYHOH OJIOKAIbI MOYKET BO3HUKATH C 33JIePKKON IPUMEPHO 10 4 MUHYT,
U IPOJOJKUTEIBHOCTh HEHPOMBIIIEYHON OJIOKaIbl MOYKET COKPATUTHCS MPUOIU3UTENBHO 10 15
MUHYT.

OcHOBBIBasACh Ha (PAPMAKOKMHETUYECKON MOJENH, IPOMEKYTOK BPEMEHH, Yepe3 KOTOPbI MOXKHO
noBTOpHO BBOAWUTH 0,6 MI/Kr pokyponusi Opomuma wim 0,1 Mr/kr BekypoHusi Opomuaa mocie
IIPUMEHEHMs cyraMMa/ieKca NalMeHTaM C JISTKMMU UM CPEIHUMU HapyIeHUAMHU (PYyHKIMU M10YEK,
JIOJDKEH COCTaBIATH 24 yaca. B cimyuae ecim TpeOyercst 0osiee KOPOTKUIM MPOMEKYTOK BPEMEHH ISt
BO300HOBJICHUSI HEHPOMBILIEUYHON OJIOKabl, /1032 POKYpOHHMsI OpoMHUAa JOJDKHA COCTaBIATH 1,2
MT/KT.

[ToBTOpHOE BBEJICHUE POKYPOHHS OpoMHUIa WM BEKYPOHHs OpoMuAa MOcie HEeMEIEHHOTO
YCTpaHEeHUs HeHpOMBIIIeuHoH 0mokaabl (16 MI/Kr cyramMmazekca)

B penkux ciydasx, korma HEOOXOAMMO HEMEMJIEHHOE yCTpaHEHHE HEWPOMBIIIEYHOro OJoKa,
PEKOMEHTyEMBIN MPOMEKYTOK BPEMEHH JJIsl IOBTOPHOTO BBEACHUSI MUOPETIAKCAHTOB COCTABJISET 24
yaca.

Ecnn BO3HHMKaeT HEOOXOIUMOCTh B HEHPOMBIIIEUHON OJOKaJe A0 HMCTEUEHHUs JTOr0 BPEMEHH,
JOJIKHBI PUMEHSITHCS HECTEPOUTHBIE MUOPEITAKCAHTHI.

Havano neicTBusi Nemonsipu3yrONEro MHOpEIaKCaHTa MOXKET ObITh 0ojiee MEJICHHBIM, YeM
MpEeANoaraeTcsi, BCIEACTBUE TOrO, YTO 3HAUMUTEIbHAs YacTh MOCTCUHANTUYECKHMX HUKOTHMHOBBIX
PENEenTOpPOB MOXKET OBITH BCE €IIIE 3aHITa MHOPETAKCAHTOM.

Hapyuienue d)VHKHI/II/I IIOYCK
CyraMManeKc HEC PCKOMEHAYCTCA K IPUMCHCHUIO Y MALIMCHTOB C TSAXKCJIBIM HAPYIICHHUEM IMOYCIHOMN
(I)YHKI_II/II/I, B TOM YHUCJIC Y ITAIIUCHTOB, KOTOPbIM H606XOI[I/IMO MMPOBCACHUC UAJIN3a (CM. pasaci 5.1 )

BzanmojeiicTBus, 00yCI0OBIEHHBIE JUIMTENLHBIM JIEHCTBUEM POKYPOHHSI OpOMHIA WIH BEKYPOHUS
Opommia

B cnydae mpuMeHeHUs B MOCTONEPAIMOHHOM TIEPUOJIE MPEMapaToB, MOTEHIIMAIBLHO BIHMSIONUX HA
HEHPOMBINIEYHYI0 OJ0OKaay, CleayeT 0OpaTUTh 0co00e€ BHUMAaHHE Ha BO3MOKHOE BO30OHOBJICHHE
HEUPOMBIIIIEYHOU OJTOKAIBI.

Taxxe crnemyer oOpaTuTh BHUMAaHHE B MHCTPYKIIMU MO MPUMEHEHHIO POKYPOHHUS OpoMUaa WU
BEKYpOHHUsI OpOMHJIa Ha CIHCOK MPEnapaToB, KOTOPhIE MOTECHIUPYIOT HEHPOMBIIICUHYIO OJIOKATy.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HUCKYCCTBCHHAA BCHTUJIALUA JICTKHUX U ITOBTOPHOC BBECACHUC CyraMMaJiCKCa.
Wudopmanus o Apyriux BO3ZMOKHBIX TUIIAX B3aUMOICHCTBHSI (11O TUITY CBSI3bIBAHUS I BHITCCHCHHS )
npejcTaBieHa B pazjene 4.5.

IloBepxHOCTHAS aHSCTE3US

Kornma BoccranoBieHMEe HEUPOMBIIIEYHONM NPOBOAUMOCTH IPOBOAWIOCH HAMEPEHHO B XOJE
aHecTe3nH (BO BpeMs KIIMHMYECKUX UCCIICIOBAHNMN ), U3PEIKa OTMEYAIUCH MPU3HAKHA ITOBEPXHOCTHOM
aHeCTe3WH (JBUKCHHSI, KaIlle)Ib, TPUMACHI, BTATUBAHUE dHIOTPAXEATBLHOU TPYOKH).

Ecim ycTpaneHne HEWpPOMBIIICYHOW OJIOKAaAbl MPOU3BOJIUTCS BO BpeMs IPOBEICHHS aHECTE3MH,
MOJKET OTPeOOBATHCS BBEJICHUE TOTIOTHUTEIBHBIX 103 aHECTCTHKOB H/HITU OMUOUJIOB.

Beipaskennas Gpaaukap st

B penxux ciydasix BelpakeHHast Opaaukapaus HaOIroanachk B TEYCHUE HECKOJIBKUX MUHYT TOCIHE
BBE/ICHUSI CyraMMa/ieKca JUlsl yCTpPaHEHUs] HEHPOMBIIIEYHOMH OJIOKa bl

OmnucaHbl eIUHUYHBIC CIy4au OpaauKkapIuy C OCTAaHOBKOW cepaua (cMm. pasgen 4.8.). Ciemyer
TIIATEIIbHO KOHTPOJIMPOBATh COCTOSHHE TEMOAMHAMHKH IMAllMEHTa BO BPEMS M IOCJIE YCTPaHEHHS
HEHPOMBIILIEYHOH OJ10Kaabl. JIeueHne aHTUXOJIMHEPTNYECKUMU NTpenapaTaMu, TAKUMH KaK aTpOIHH,
clielyeT Ha3HadaTh, €CIM HAOII0JaeTCs KITMHUYECKU 3HaYMMas OpauKapIus.

Hapymenne dyHKIMH neyeHn

Cyrammanekc He MeTabosM3upyeTcsi B II€YEHM, I103TOMY HCCIICOBAaHUS Ha MAIMEeHTaX C
HapyIIeHHON (QYHKIWEH MeYeHn He MpoBOMWIMCH. [Ipu mpuMeHeHHMH mpemnapara y MAIEeHTOB C
TSOKEJIBIMU HapyIIEeHUSAMHU (DYHKIMU [IEYEHH clieyeT co0Ir0AaTh 0co0yr0 OCTOPOXKHOCT. B ciydae
ecii HapylleHHe (YHKIWH TEUYeHH COMPOBOXIACTCS SBICHUSAMU KOAryJIONaTHH, CM. IOApa3aes
«BnusHue Ha remocTasy.

HDI/IMGHCHI/IG CcyraMmMaJiICKCa B YCJIOBHUAX MHTCHCUBHOM TCpalnuu
HpI/IMeHeHI/Ie CyraMmaIckCa y IalUuCHTOB, IIOJYYaBHINX POKYPOHUA 6p0MI/II[ HJIM BCKYPOHHA
6pOMI/III B YCJIOBUAX OTACIICHUA WHTCHCHUBHOM TCparnu, HEC U3y4alioCh.

[IpumeHeHue cyrammajiekca Juisl YCTpaHEHUs HEWPOMBIIIEYHOW OJIOKajbl, BBI3BAHHON IPYTHUMH
MHUOpEJIaKCaHTaMU (HE POKYPOHHSI OPOMUIOM MM BEKYPOHUSI OPOMHUIIOM)

CyraMmMajiekc He TOJDKEH TPUMEHSThCA 711 yCTpaHEHHs OJI0Ka bl HEUPOMBIIIIEYHON TPOBOIUMOCTH,
BBI3BAHHON TAaKMMH HECTEPOUHBIMH MHOpPEJIAKCAaHTaMH, KaK CYKCAMETOHMM WU COEIWHEHUS
OCH3WIN30XHUHOJIMHOBOTO PAJIA.

Cyrammaziekc He JOJDKEH MPUMEHSTHCS NIl YCTpaHEHUsI HEHPOMBIIIEUHON OJ0Kabl, BEI3BAHHOU
JIPYTUMH CTEPOHMIHBIMH MHOpPEIaKCAaHTaMU, OTIMYHBIMUA OT POKYPOHHSI OpOMHJIa WU BEKYPOHHUS
OpoMuIa, TOCKOJIbKY JaHHble 00 3(PEeKTUBHOCTH U OE30MACHOCTH I TAKOTO TMPUMEHEHUS
OTCYTCTBYIOT. ECTh TONBKO OTrpaHMuYEHHBIC NaHHBIE MO YCTPAHEHUIO ONOKAaAbl HEHPOMBIIIECYHOMN
MIPOBOJIMMOCTH, BBI3BAHHON MaHKYPOHHS OpPOMHIOM, OJJHAKO MX HEIOCTATOYHOE KOJIMYECTBO HE
MO3BOJISIET PEKOMEHA0BATh CyraMMaJIeKC JUIsl BOCCTAHOBIIEHUSI HEMPOMBIIIEYHON MPOBOANMOCTH B
cily4yae MpUMEHEHUS ’TOTO MHOPEIaKCaHTa.

3aMeUIECHHOE BOCCTAHOBJICHHE

IIpun cocTosiHUSIX, CBA3aHHBIX C Y/UIMHEHHEM BpPEMEHHM IUPKYJSIUN (CEepAeYHO-COCYIUCThIE
3a0oJeBaHus, MOXKUION Bo3pacT (cM. pasnen 4.2. A MalueHTOB MOXKUIIOTO BO3pacTa), OTEUHOE
COCTOSIHHE (HAIpUMep, B CBSA3U TSDKEJBIM HapyIIeHHEM (DYHKIIMU TICYCHHU)) BPEMsi BOCCTAHOBIICHHUS
HEHUPOMBIILIEYHOU IIPOBOAUMOCTU MOXKET YBEINYUBATHCS.

PeaKHI/II/I THUIIEPYYBCTBUTCIBHOCTH
Bpau nomkeH ObITh TOTOB K MOSIBICHUIO BO3MOXKHBIX PEaKLUH IMIIepUyBCTBUTEIBHOCTH U JIOJIKEH
cO0JTI0/1aTh HEOOXOJMMbIE MEPBI MMPEIOCTOPOKHOCTH (cM. paszen 4.8.).

BcnoMorarenbHbI€ BEIECTBA
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2 MJI pacTBOpA, TO €CTh, [10 CYTH HE COACPIKHUT HATPHUSIL.

Ecmu HyxHO BBectm Oosee 2,4 MJI pacTBOpa, TO 3TO CJEIyeT YYUTHIBATh JUIsS MAICHTOB,
HAXOJAIIMXCS HAa TUETE C OTPAaHMYCHHBIM MMOTPEOICHUEM HATPHSI.

JlanHb1il npenapat coaepkut 2,1 mmob (48,5 mMr) Hatpus Bo diakoHe o0bemMomM S5 mut. Heobxoaumo
YYHUTHIBATH MAIIMEHTaM, HAXOIAIIUMCS Ha TUETE ¢ OTPAHUYCHHBIM IMOTPEOICHHEM HATPHUS.

4.5. B3aumopgeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBIMM IpenapartamMd W Jpyrue BHIbI
B3aMMO/1eliCTBUSA

Wudopmanus, npeacraBieHHas B JAaHHOM pasJielieé O CIIOCOOHOCTH CBS3bIBAHMS CyraMMajieKca ¢
JPYTUMU JIEKAPCTBEHHBIMU CPEICTBAMM, II0JIy4eHa Ha OCHOBAHUU JOKJIMHUYECKUX U KIMHUYECKUX
HCCIIEIOBAHMM, a TAK)Ke MOJCIUPOBAHMS, C yU4ETOM (apMaKkoInHAMUUYECKUX 3P (PEKTOB OI0KaTOPOB
HEHPOMBIIIIEYHOH MPOBOAUMOCTH U (PapMaKOKMHETUYECKOTO B3aUMOACHUCTBUS MEXK/Ty OJIOKaTOpaMu
HEHPOMBIIIEYHON IPOBOJUMOCTH M cyramMmazexcoM. He oxmpaercs KIMHMYECKM 3HAYMMOIO
(bapMaKOIMHAMHYECKOTO  B3aUMOJICHCTBUA ~ CyraMMajieKca C JIpPYT'MMH  JIEKapCTBEHHBIMHU
CpeACTBaMHU, 32 UCKJIIOYEHHUEM KIIMHUUYECKU 3HAYMMOTro (papMaKkoJMHAMUYECKOTO B3aUMOIEHCTBHS C
JIEKAPCTBEHHBIMU CPEACTBAMU:

— st TopemMuQena u Gy3uI0BOH KUCIOTHI HE HCKITIOYAIOTCS B3aMMO/ICHCTBHS IO TUITY BBITECHEHUS
(KIMHUYECKU 3HAYMMOE B3aUMOJIEHCTBHE 10 TUITY CBSI3bIBAHUS HE 0)KMJIAETCs);

— I TOPMOHAJIBHBIX KOHTPALIENITUBOB HE MCKJIIOYAETCS BO3ZMOXKHOCTh B3aMMOJICHCTBHS 110 TUITY
CBSI3bIBaHUS (KIIMHUYECKU 3HAUMMOE B3aUMOJICHCTBHE IO THITY BBITECHEHUS HE OXKUIACTCS).

B3aumoielicTBUS, TOTCHIIMAIBHO BIUSIONME Ha 3QPEKTUBHOCTh CyraMmajiekca (CM. TakkKe pas3jies
44.)

Topemudghen

Topemuden, KOTOpbIi MMEET OTHOCHUTEIHHO BBICOKYHIO a(PUHHOCTH C CyraMMaaeKkcoM U JUIs
KOTOPOro BO3MOXHO BO3HHKHOBCHHEC OTHOCHUTCIBHO BBICOKOHI INIa3MEHHOU KOHICHTpAlnHu,
CrOocOOEH B HEKOTOpPOIl CTENEHH BBITECHSTh BEKYpPOHHUs OpOMHJI WIM POKYPOHHUS OpOMHI H3
KOMIUICKCa ¢ cyrammajiekcoM. [loatomy BoccranoBienue otHomreHus T4/T1 mo 0,9 moxeT ObITh
3aMeJJIeHO Y MAIMeHTOB, KOTOPBIE MONydann TopeMUu(deH B IeHb ONepalnu.

Dy3udosas KUCIOMAa npu 6HYMPUBEHHOM 88€0eHUU

BBenenue (y3umoBoil KUCIOTHI B MPEIONEPAMOHHOM IEPHOJE MOXKET MPUBECTH K HEKOTOPOM
3anepxkke BoccraHoBieHus |OF (T1/T4) ornomenus mo 0,9. OmHako B MOCIEONEPANMOHHOM
nepuojie He MpenoaraeTcsi pa3BUTUs peKypapu3allii, MOCKOIbKY CKOPOCTh HHY3UU (Hy3UT0BOM
KHCJIOTBHI COCTaBJIsIeT 00JIee HECKOIbKUX YacOB, a €€ KyMYJISIIIUS B KPOBH — Ooiiee 2—3 gHEN.

B3anMoselicTBYs, MOTEHIMANBHO BaMsone Ha 3()(EeKTUBHOCTh JIPYrUX OpenapaToB (CM. Takke
pasnen 4.4.)

T'opmonanvHvle Konmpayenmugol

B3aumoneiicTBre MeX 1y CyraMMaZieKcoM (4 MI/KT) U IPOTeCTEPOHOM MOXKET MPUBECTU K CHUKEHHUIO
skcno3uiu nporecrepona (34 % AUC), koTopoe mo100HO CHIDKEHHIO, HA0II0JaeMOMY TPU IIPUEME
CYTOYHOH J103bI IEPOPAILHOTO KOHTpAlLleNTHBA Ha 12 yacoB M03ke 0OBIYHOTO, YTO, B CBOIO OUEPE/Ib,
MOKET MPHUBECTH K CHUKEHMIO I(PPEKTUBHOCTH KOHTpaUEnuuu. s 3CTPOreHOB MOXKHO TaKXKe
0XUaTh cHIKeHue s dexta. [loaToMy BBezieHHne O0IIOCHOH /103l CyraMMa/ieKca pacCMaTpUBAETCs
KaK »5SKBHBAJCHTHOE OJHOM MpPOMYIIEHHOM CYTOYHOM [103€ NEPOPAIBbHBIX TOPMOHAJIBHBIX
KOHTpAIeNTHBOB (KOMOWHUPOBAHHBIX WIIM COEPIKAIINX TOJIBKO Iporectepon). Eciu nepopanbHbIit
KOHTPALIETITUB ObUT IPUHSAT B IEHb IPUMEHEHUs CyraMMaJieKca, He00X0AUMO 00paTUTHCS K pa3ieiny
MHCTPYKLHMU II0 IPUMEHEHUIO IEPOPAIbHBIX KOHTPALENTHBOB, ONMCHIBAIOIIEMY AEUCTBUS IpHU
MPOITYCKE /103bI.
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(noc [PpIf! HOCTE 0005)
B ciiydae npuMeHeHUs TOPMOHAJIBHBIX KOHTPALIETITUBOB, I/IMCIOE[HX' M};gféﬂhy OTIMYHBIA OT

MepopajIbHOTO,  MAIlMEHT  JIOJDKEH  HUCIOJb30BaTh  JOMOJHUTENbHBIA  HETOPMOHAIBHBIN
KOHTPAIICTITUBHBIA METOJl B TEUCHHUE TMOCIACAYIOIMMX 7 JHEH W oOpaTHThCS 3a MHPOpMalHUEH K
HMHCTPYKIMHU MO MPUMEHEHHIO JaHHOTO KOHTPALIETITUBA.

Bausnue Ha 1abopaTopHbIe HOKa3aTeaH

B nenom cyrammajiekc He OKa3bIBaeT BIUSHUS Ha TAOOpaTOpPHBIE TECThL. BO3MOXXHBIM HCKIIIOUCHHEM
SBISIETCSL TECT IO KOJIMYECTBEHHOMY OIPEAETICHUIO IPOreCTepOHa B CHIBOPOTKE KPOBH (TIpH
KOHIICHTPALIMU cyraMma/iekca B miazme kpoBu 100 Mxr/mo).

Bo3moxHbIe TUIBI B3aUMOJICHCTBHS

Bzaumooeiticmsus no muny cesa3vi8anusl

BcenenctBue BBeneHus cyrammajiekca 3()(EeKTUBHOCTh HEKOTOPBIX JIEKAPCTBEHHBIX IpEnapaToB
MOXKET CHHM3UTHCS W3-3a CHIDKCHUS WX (CBOOOJHOMN) IJIa3MEHHOW KOHIICHTpAIuu (CM. pasjaen
noapaszaen «['opMoHanbHBIE KOHTpALENTUBBI»). B Takol curyanuu HeoOXoauMo OO0 MOBTOPHO
BBECTH JAaHHBIM JIGKAPCTBEHHBIH Ipenapar, JU00 HA3HAUYUTh TEPANEBTHUECKH SKBHUBAJCHTHBIN
JIEKapCTBEHHbI  mpenapar  (MPEANOYTUTEIBLHO  APYroro  XMMHUYECKOro  Kiacca) UW/WiH
COOTBETCTBYIOIIEE He(hapMaKOJIOTHIECKOE BO3ICHCTBHE.

Bzaumooeiicmeus acnedcmaue avimecHeHuss MUOPENAKCAHMA U3 KOMNIEKCA C CY2aMMAadeKcom
BcrnencTBrue BBeeHUST HEKOTOPBIX JIEKAPCTBEHHBIX MPENApaTOB TOCIE MPUMEHEHHUS CyraMMajieKkca
TEOPETUYECKH POKYPOHHS OpOMUI U BEKypOHHS OPOMU MOTYT OBITH BBITECHEHBI U3 KOMILIEKCA C
CYyraMMajZIeKCOM, B pE3yJIbTaTe€ Yero MOXKET HaOJII0AaThCS BO30OHOBIIEHHE HEHPOMBIIICYHOMN
6mokazpl. [TomobHOro pona B3auMOEHCTBUS HAOIOIAIOTCA TOJIBKO C HEKOTOPBIMHU IpernapaTaMu
(marmpumep, TopeMudeHom, Gy3uI0BONH KHCIOTOW). B pesynbrare mpuMeHEHUs! STHX MPErnaparoB
BO3MO>XHO BO300OHOBIIEHHE HEHPOMBIIIEYHOU O70KaAbl. B Takux ciydasx Heo6X01MMO BO3OOHOBUTH
NPUMEHEHHE WCKYCCTBCHHOW BEHTWISIMH JeTKuX. MH(Qy3noHHOEe BBeaeHue mpemapara,
MPUBEAIIETO K BHITECHEHUIO POKYPOHHUS OpOMHUAa WM BEKYypOHHsS Opomma M3 KOMIUIEKCa C
CyraMMazieKCcoM, JOJDKHO ObITh TpekpameHo. B ciydae ecim mpenmonaraeTcs pa3BHTHE
B3aMMO/ICHCTBUS 110 TUITY BHITECHEHHSI ITOCIIE TAPEHTEPATIHLHOTO BBEICHUS IPYTOr0 JIEKAPCTBEHHOTO
npenapara (KOTopoe ObUIO CAellaHO B TEYEHHE 7,5 4acoB MOcie MPUMEHEHHUs CyramMmajieKca),
HE00X0/IMMO MPOBOAMTH MOCTOSIHHBIM KOHTPOJIb (MTPUOIU3UTENBHO B TeUeHUE 15 MUHYT) 32 ypOBHEM
HEHPOMBIIIIEYHOH MPOBOIMMOCTH HA TIPEMET BBISBICHHS TPU3HAKOB BO30OHOBIICHHS OJIOKAJIBI.
Knuanueckn 3HaunMoe (papMakoJMHAMUYECKOE B3aUMOJICHCTBHE C JPYTUMH JIEKAPCTBEHHBIMU
mpernapaTaMi MOKHO OKHIATh!

— s TopeMuQenHa u Gy3uI0BOH KHCIOTHI HE HCKITIOYAIOTCS B3aMMO/ICHCTBHS 11O TUITY BBITECHEHUS
(KJIMHUYECKU 3HAYMMOE B3aUMOJICHCTBHE 11O TUITY CBA3BIBAHHS HE OXKHIACTCA);

— JJI1 TOPMOHAJIBHBIX KOHTPALENTHBOB HE MCKJIIOYAETCS BO3MOXHOCTh B3aMMOJAEHCTBHS MO THITY
CBSI3bIBaHUS (KIIMHUYECKU 3HAYMMOE B3aUMO/IEHCTBHE MO TUITY BBITECHEHUS HE O’KUIAAETCS).
Bzaumooeiicmeuss ¢ anmuxoazynssnmamu

Boiee monpoOHbIE CBEICHNUS O BPEMEHHBIX YBEIIMUCHUSAX TAPAMETPOB KOATYJISIINH, HAOIIOTaeMBIX B
KJIMHUYECKUX HCCIICIOBAHUAX, & TaKKe O IN VItr0 B3aMMOJCHUCTBUHM C aHTHKOATYJISTHTAMH CM. B
nozpaszene «BnusHue Ha reMocTas3y pasaena 4.4.

eTH
CrenimaibHBIX MCCIIEIOBAHUM Yy JETEH M0 M3YYCHHIO B3auMOJACHCTBUs npenapara Cyrammaaexc ¢
JPYTMMH JIEKapCTBEHHBIMM CPEICTBaMU HE NMpoBOAWIOCh. [Ipy mpumeHeHuM mnpemnapaTta y JIeTei
Heo0X0MMO MPUHUMATh BO BHUMaHUE JIaHHbIE, TIOJyYeHHbIE Y B3POCIBIX, a TaKXKe WH(OpMALHUIO,
IIpE/ICTaBICHHYIO B paszene 4.4.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD
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KCHIIUH HE MPOBOIUIIHCH.
HccnenoBanusi Ha KMBOTHBIX HE IMOKa3ajld TPSMOTO MM OIOCPEJIOBAHHOTO IMOBPEXKIAIOIICTO
JCHCTBYS HA TEUCHHE OEPEMEHHOCTH, PA3BUTHE IMOPHOHA/TIIIONA, POJIBI M TOCTHATAIHHOE Pa3BUTHE.
[TpumensTh npemnapar Cyrammaieke y O6peMEHHBIX JKEHIIIUH CIIEAYET C OCTOPOKHOCTBIO.

JlakTanus

HeusBecTHO BbIAENseTCS M CyraMMaJeKC C MOJIOKOM 4yesoBeka. lccrmenoBaHus Ha KUBOTHBIX
MOKAa3aJIk, YTO CYraMMaIeKC MPOHUKAET B IPYTHOE MOJIOKO.

BcacbiBanue MUKII0IEKCTPUHOB MPU MPUEME BHYTPb HU3KOE U HE OKa3bIBaeT BIMSHUS Ha peOeHKa,
HAXOJAIIET0Cs HAa TPYJHOM BCKapMIIMBAaHWH, TOCIEC BBEIACHHS OONIOCHOW 03Bl CyraMMajeKca
KOpMSIIIIEH MaTepH.

[Ipumensars npenapat Cyrammazekc y >KEHIIMH B TEPUOJ KOPMJICHUS TPYIbIO CIEAYeT C
OCTOPO>KHOCTBIO.

DepTiIbHOCTD
N3yuenue BmmsiHus mipenapara Cyrammaaekc Ha (PepTHIBHOCTH y 4YelIOBeKa HE IMPOBOJUIIOCH.
HccnenoBanud Ha )KMBOTHBIX HE MOKa3aJU HETaTUBHOI'O BIIMSHUA.

4.7. BiausiHMe Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CpPeIACTBAMHM M padoTarb ¢
MeXaHHu3MaMu

Crnenyer wus30berarb BBINOJHEHHMsI NOTEHIMAJIbHO ONACHBIX BUJOB JEATEIBHOCTH, TPEOYIOLIMX
BBICOKOM CKOPOCTH MCUXOMOTOPHBIX peaKHHﬁ, TaKHUX KaK BOXICHUC TPAHCIIOPTHOT'O CPCACTBA WA
yIIpaBJICHUE MEXaHU3MaMHU.

OTCyTCTBYIOT Kakue-InOO JaHHble O BIUsSHUM mpemapara CyraMMaJeKC Ha CIIOCOOHOCTH K
BOJK/ICHHIO TPAHCIIOPTHOT'O CPE/ICTBA WM YIIPABJICHHE MEXaHU3MaMH.

4.8. HexenaTesibHbIE peaKIMu

Pe3rome HexxenaTenbHbIX peaKIHii

Cyrammanekc TpPHUMEHSIOT Yy TMAalUueHTOB XHPYPTUYECKOTO TPOQHIS OJHOBPEMEHHO C
MHOpeNaKCaHTaMU U aHEeCTeTHKaMU. B CBSA3M ¢ 3TUM TPYJIHO OLEHHUTH NMPHUUYMHHO-CIIEJICTBEHHYIO
CBSI3b HEXKEJATEIIbHBIX SIBIICHUH ¢ IPUMEHEHNEM TIpernapara.

HauOonee yacTbIMH HeXeNnaTeIbHBIMU PEAKIUSAMU Y XUPYPrUUECKUX NAllMeHTOB SBIISUIMCH Kallleb,
OCJIO)KHEHUSI aHECTE3MH CO CTOPOHBI OPTaHOB JBIXaHUS, OCIOKHEHHWS aHECTE3HH, MPOLEAypHas
THITOTEH3HsI U TIPOIIeYPHBIE OCIoKHEeHUs (dacto (> 1/100, Ho < 1/10)).

TabnuuHOe pe3roMe HeXKeNaTeIbHBIX PEaKITHi

bezonacHocTh cyramMmaziekca Oblila OILlEHEHa B HCCIEIOBaHMAX ¢ ydactueMm 3519 maiueHToB ¢
MOMOIIIBI0 OOBETMHEHNUS 0a3bl JAHHBIX 1O OE30MTACHOCTH, TTOJTYYCHHBIX Ha OCHOBAaHUH KITMHHYECKHIX
uccnenoBanuii ¢az I-11.

B monrpymnme oO0beAMHEHHBIX IUIANE00-KOHTPOIUPYEMBIX HCCIEIOBaHUN, B XOA€ KOTOPBIX
NAlMEeHThl MOJyYyalld aHEeCTe3UI0 W/WiM OJoKaTopbl HeWpowmbilieyHol mnpoBogumoctu (1078
YYaCTHHKOB WCCIICIOBAHMS 110 BO3JICHCTBHIO cyraMMajieKca 10 CpaBHEHHIO ¢ 544 yJacTHHKaMH B
rpynmne 1uiane6o), HaOmonanu Cleayrole HeXenaTeldbHble peakiuuu y > 2% NalueHTOB,
MOJIy4aBIIMX CyraMMaJeKC, 4TO, IO KpalHeW Mepe, B JiBa pa3a BBIIIE IO CPABHEHHIO C TPYNIION
iamnedo (cM. Tabnuiy 2).

YacToTa BOSHUKHOBEHHS MOOOYHBIX 3()(HEKTOB ONpeAessiiach B COOTBETCTBUU C KJIacCH(pUKaIMen
Bcemupnoii Oprannzannu 3paBoOXpaHEHUS:

oudeHb yacto (> 1/10);

gacto (> 1/100, vHo < 1/10);
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HewacTo (> 1/1000, 7o < 1/100); (MOCNERQBATENLHOCTE 0005)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

peaxo (> 1/10000, vHo < 1/1000);
oueHb penko (< 1/10000);
4acTOTa HEM3BECTHA (HA OCHOBAHWH MMEIOIINXCS JAaHHBIX OLIEHUTH HEBO3MOYKHO).

Tabnuua 2.
5 Yacrora Hexenarenshas peakuus | CYrammajexce | Iliane6o
Crcremo-opraHIi (IpeanoYTUTENbHBIH N=544
KJIacc N=1078, % '
TEPMHUH) %
Hapymenus co | Heuacro Peakuuun
CTOPOHBI MMMYHHOU TUIEPYYBCTBUTEIHHOCTH
CHUCTEMBI (cm. paznen 4.4)
Hapymenus co Yacro Kamens
CTOPOHBI
IBIXaTeJIbHOI 5 2
CHUCTEMBI, OPTaHOB
TPYJHOM KJIETKU U
CPEIOCTEHHUS
TpaBmsl, Yacro OcnoxHeHHe aHeCTe3UH
WHTOKCHUKAITUHU H CO CTOPOHBI JIBIXaTeIbHBIX 4 0
OCIIO’KHEHUS nyTeu
poueayp OCnOXXHEHHSI  aHECTE3UHU
(cm. paznen 4.4) 3 <1
AptepuanibHas
TUIIOTCH3HA, 3 2
BbI3BaHHAs MIPOLEAYPOH
IIpouenypusie
OCJIOKHEHUS 2 1

Onucanue OTAENbHBIX HeXKEIAaTSAbHBIX PEAKITUN

B KIMHUYECKMX MCCIEJOBAHUSX OCJOKHEHHs, HaOJI0JlaBIIMEeCs] BO BPEMsI aHECTE3UH WU
XUPYPrU4ecKON MPOLEAYpBl, U ONMCAHHBIE HCCIIEN0BATENEM C UCIIOJIB30BAHUEM COOTBETCTBYIOIINX
TEPMHUHOB, OBUIM CIrpyNIHUPOBaHbl B COOTBETCTBUM C TPUBEACHHBIMH HU)XKE KaTeropusMu
HEXEJIATEJIbHBIX PEAKIUI, ¥ BKIIIOYAIN:

Ocnodicnenuss anecmesuu co CMopoHbl OP2AHOE ObIXAHUSL

OCII0)KHEHHSI CO CTOPOHBI OPTaHOB JIbIXaHUS, CBA3aHHbBIE C AHECTE3UEH, BKJIFOYAIN CONPOTHUBIICHUE
SHAOTpAaxXeaJbHONM TpyOKe, Kalleab, HEOONbIIYI0 JABUTATENIbHYIO pEaklui0 Ha BBEJIECHUE
SH/IOTpaxeabHOM TpPyOKH, peakIHi0O aKTUBAI[MM IIEHTPAJbHOW HEPBHOH CHUCTEMBbI BO BpeMs
XUPYpPrU4ecKod TMpoLeayphl, Kalledb BO BpeMs BBEACHMUS AaHECTE3MH WM BBINOJHEHUS
XUPYpPru4ecKoi IpoLeaypbl WA CIOHTaHHOE JIbIXaHUE MALUEHTA, CBSI3aHHOE C aHECTE3UEH.
Ocnooicnenuss npu nposedeHuu anecmesuu

[TosiBneHune ABUraTeIbHOM aKTUBHOCTH, KallUld, TPUMAc, BTATMBAHUE SHJOTPaxeaabHON TPYOKH BO
BpeMs IPOBEJICHUS aHECTE3UH HJIM BO BPEMsI CaMOI'0 ONIEPaTUBHOTO BMEIIATENbCTBA, YTO OTPAKAET
BOCCTaHOBJICHHE HelpoMblleuHoi GyHKIMU (cM. pazaen 4.4.).

Ocnooicnenus, 6bl36aHHble NPOBEOEHUEM NPOYeoyp
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COOTBETCTEBY

NMOCNEOCBATENEHOCTS 000
OcnoXHEHUs, BbI3BAHHBIE IMPOBEICHUEM MPOLEGAYD, BQII—'O"IM"K‘EIHIGUIB, TaXURapIn

OpaauKapanio, IBHKEHHUE M YBEIIMUCHUE YAaCTOTHI CEPACYHBIX COKpAIIECHUH.

Bozobrnosnenue netipomviueunoti 610kadvl

B KIMHMYECKUX HCCIIEAOBAaHUAX C YYacTHEM IMAlMEHTOB, MOJYYaBIIUX POKYPOHHS OpPOMHI WU
BEKYpOHMsI OpOMUJI, IPH IPUMEHEHHH CyraMMmajeKca B J103€, TOKa3aHHOM JJIsl COOTBETCTBYIOLICH
rmyOuHBl  Helpomblmeunoi Omokaabl (N=2022), yactoTa BO300HOBIICHUS HEHPOMBIIICYHON
0J10Ka/1bl, KOTOpPasi OLEHUBAJIACh C TIOMOIIBI0 MOHUTOPUHIA HEHPOMBIIIEYHON MPOBOAUMOCTU HIIU
KJIIMHUYECKUX JaHHBIX, cocTaBisuia 0,20 % (cMm. pa3nen 4.4.).

Peaxyuu eunepuyscmeumenvrnocmu

Peakiiuy runepuyBCTBUTEIBHOCTH, B TOM YHCIE aHAPWIAKTUYECKHE, HAOIIOJAINCH Y HECKOIBKHX
YeJI0BEK, B TOM 4YMCJIE Yy 370pPOBBIX I00pOBOJIBLEB (CM. mojapasfen «CBeneHHs O 3J0pPOBBIX
I0OpOBOJIBIIAX») TOCIE IMPUMEHEHHUs CcyraMMazekca. B Xoje KIMHUYECKHX HCCIEIOBaHUN Y
HAIMEHTOB, 10IBEPTaOLINXCs XUPYPTUUECKOMY JICUEHHIO, YKa3aHHbIE PeaKIU1 BCTPEYaIUCh PEIKO,
U JIaHHBIE O YacTOTE pa3BUTHS TMOJOOHBIX peakIHMil Mocje BbIXOJA IpenapaTa Ha PBIHOK
OTCYTCTBYIOT.

KinuHuyeckue nposiBi€HUs PEeaKkUil TMIepyyBCTBUTEIBHOCTH BapbUPOBAIM OT HM30JIMPOBAHHBIX
KOXKHBIX [0 CEpbE3HBIX CHCTEMHBIX peakuuil (T.e. aHapuiakcus, aHaQUIAKTUYECKUH IIOK) U
OTMEYAJINCh y MallMEHTOB, KOTOPbIE paHee HE MOJTydall CyraMMaIeKc.

CuMNTOMBI, CONPOBOXKIAIOIINE JaHHbIE pEaKIUH, MOTYT BKJIIOYaTh IOKPAaCHEHUE, KPalUBHUILY,
SPUTEMATO3HYIO Chlllb, 3HAUUMOE CHUYKEHUE apTEPHAIbHOTO JAAaBJICHUS, TAXUKApIUIO, OTEK S3bIKa U
IJIOTKH, OpPOHXOCTAa3M M INPHUCTYIBI, CBS3aHHbIE C OOCTPYKTHBHOM OOJE3HBIO JIETKUX. TshKesble
peaKIMy THIIEPYYBCTBUTEIEHOCTH MOTYT OBITh (haTabHBIMH.

Ceeoenust 0 300p08bixX 000POBONILYAX

PannoMusupoBaHHOE, JABOMHOE CIENOE MCCIENOBAHUE I10 W3YUYEHHIO YacTOThl BO3HHWKHOBEHUS
peaKkIMM TUIEPUyBCTBUTEIBHOCTH OBUIO IPOBEAEHO C YYaCTHEM 3/0POBBIX JOOPOBOJIBIEB,
MOJTy4YaBIIUX /0 3 MOBTOPHBIX 103 Iuianebo (N=76), cyrammanekc B mpo3e 4 mr/kr (N=151) wmm
cyrammaziekc B o3¢ 16 mr/kr (N=148). OTdersl mo mpeamnojaraeMoil TMIep4yBCTBUTEIHHOCTH
paccMaTpuBaIiChb KOMHUCCHEM C NPUMEHEHHEM cJenoro Mmeroja. YacTtora BO3HMKHOBEHMS
MPU3HAHHOW THIEPUYyBCTBUTENbHOCTH cocTaBuia 1,3 %, 6,6 % u 9,5 % B rpynmax miane6o,
cyrammajexca 4 Mr/kr u cyrammaziekca 16 Mr/kr coorBeTcTBeHHO. OTYETHI O cilydasix aHaduiakcuu
rocje NpUMeHeHUs iane0o win cyraMmmazexca 4 Mr/kr orcyrcTBoBain. OMH ciiyyail npu3HaHHOU
aHa(uIakcuy HaOIOJaNICs TMOCie MPUMEHEHUs MepBOW /103bl cyrammazaekca 16 mr/kr (4acrora
Bo3HUKHOBeHUs1 0,7 %). Kakune-nubo moka3zaTenbCTBa YBEJIMYEHUS YACTOThl MM TSXKECTU
TUIEPYYBCTBUTEIBLHOCTH TIOCJAE TMPUMEHEHUs NOBTOPHOM JI03bl Cyrammajaekca He OblUin
OOHapy>KEeHBI.

B nmpeapiaynieM aHaJOrMYHOM  MCCIEAOBAHWM HAOMIOJANMCh TPH Cioydas BO3HUKHOBEHUS
aHauIakcuu nocie NpuMeHeHHs cyramMmajiekca 16 Mr/kr (4actora BO3HUKHOBeHMS 2,0 %).
Haubonee pacripocTpaHeHHON HeXellaTelbHON peakluel B TpymIe 3J0POBbIX 100pOBOJIbLEB OblIa
mucressust (10 %).

Buipaosicennasn b6paouxapous

B nocTpeructpalinoHHBIX UCCIEA0BaHUIX ObIIM 3a()MKCUPOBAHBI OT/IENIbHBIE CIIyyal BhIpaKeHHON
OpaauKapIuu ¢ OCTAHOBKOM cep/illa B TEUEHNE HECKOJIbKUX MUHYT IOCJIE BBEJCHUS CyraMMajeKca
IIPU yCTPaHEHUH HeHpOMBbIIIeYHO Ookazas! (cM. pa3zaen 4.4.).

IIpourie 0coObIE MOMYJISAIIUN

Tayuenmul ¢ Oponxone2ouHbIMU 30001€8AHUAMU

B moctpeructpaniioHHOM KIMHHUYECKOM HCCIIEIOBAHUH C YYaCTHEM TAIMEHTOB C 3a00JE€BaHUSIMHU
OpOHXOJIETOYHOM CHCTEMbl B aHaMHe3e, y MalMeHTOB HaOII0JalIOCh pa3BUTHE OpoOHXOCHa3zMa.
Bo3mokHa TNpUYMHHO-CIIEACTBEHHAs CBS3b OTOTO SBJICHUS C TPUMEHEHHEM IIpenapara
Cyrammanekc. Bpau momkeH OBITh OCBEIOMJIGH O BO3MOXHOM pa3BUTHH OpoHXOcmazMa Yy
MalMEeHTOB ¢ OPOHXO0JIETOYHBIMU 3a00JICBAaHUSIMUA B aHAMHE3E.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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Tlayuenmul ¢ namonocuueckum oxcupeHuem (MOCTIEQOBATENEHOCTS 0005)

B KIMHMYECKOM UCCIEIOBAaHMM Yy TMAIMEHTOB C MATOJOTMYECKHUM OXHUPEHHEM HpPOQHIIb
HE)KEJATeNbHbIX pPEAaKUMi B I1eJOM ObLI CXOJEH C HIpoduieM Yy B3pOCIbIX MAIHMEHTOB B
00beTMHEHHBIX HccnenoBanusax daser [-111.

etn
OrpaHu4eHHbIE JaHHBIC TOKA3bIBAIOT, YTO MPO(pMIb 0E30MacHOCTH cyrammazaekca (1o 4 Mr/kr
BKJIFOUMTEIIBHO) Y A€TeH ObUT TaKOM ke, KaK Y B3POCIbIX.

Coo01ieHne 0 M0J03PEBAEMbIX HEXKEIATEIbHBIX PEAKIIUAX

BaxHo coo0mars O 1OJO3pEBAacMbIX HEXKEJIATENbHBIX pPEAaKUUAX I[OCIEe  PEerucTpanuu
JICKApCTBEHHOTO Ipernapara ¢ I[eJbl0 00ecreueHus] HEMpepbIBHOIO MOHHMTOPUHIA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOro Ipenapara. MeAMLMHCKUM pPaOOTHUKAM pPEKOMEHAyeTcCs
coO00IIaTh O JTIOOBIX IO03PEBAEMBIX HEXKEIATENbHBIX PEAKIHSIX JIEKapCTBEHHOTO IIpenapaTa uepes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX T[OCylapcTB — YIEHOB
EBpa3uiickoro 5KOHOMHU4ECKOr0 COI03a.

Poccuiickast ®enepanus

denepanbHas Ciryk0a 1o Ha3opy B chepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast 1jiomiazis, a. 4, crpoeHue 1

Tenedon: 8 (800) 550-99-03

Dnextponnas mouta: pharm@roszdravnadzor.gov.ru, npr@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHHUKAITTOHHON CeTH «HTepHeT:
https://www.roszdravnadzor.gov.ru

Pecrrybnuka benapych

MunucTepcTBO 31paBooxpaneHus Pecniyonuku benapych

Pecnybnukanckoe yHutapHoe npeanpusatie «LleHTp sKCrepTH3 ¥ HCIBITAaHUN B 3/JPaBOOXPAHCHUNY
Anpec: 220037, r. Munck, ToBapuiieckuii nepeyJsiok, 1. 2a

Tenedon: +375-17-231-85-14

DnextponHas mouta: rcpl@rceth.by

Caiit B nH(OPMALIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTh « HTepHe: https://www.rceth.by

Pecny6nuka Kazaxcran

PI'TI nHa IIXB «HannoHaneHbI LIeHTp SKCIEpTH3BI JIEKAPCTBEHHBIX CPEICTB M MEIULMHCKHUX
m3nenuity  Komurera MemumMHCKOro M (papmaneBTHYECKOro KOHTpoist  MwuHHcTepcTBa
3npaBooxpanenus PecnyOnuku Kazaxcran

Anpec: 010000, r. Acrana, paiioH baiikonslp, yi. A. IMaHoBa, 1. 13

Tenedon: +7 (7172) 235-135

OnektpoHHas mourta: farm@dari.kz

Caiit B mH)OpPMAIIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTn « MHTepHeT»: https://www.ndda.kz

Keipreizckas PecryOnnka

JlemapTaMeHT JICKQpPCTBCHHBIX CPEACTB W MEIUIMHCKMX H3ACaHi 1pu  MUHUCTEPCTBE
3npaBooxpaneHust Keipreizckoit PecryOiuku

Anpec: 720044, r. bumikek, yi. 3-nuHus, 1. 25

Tenedon: 0800-800-26-26, + 996 (312) 21-92-86

Onekrponnas mouta: pharm@dismi.kg

CaiiT B nH(bOpPMAIIMOHHO-TEIIEKOMMYHUKaIMoHHOU cetn «MHTepHeT»: https://www.dlsmi.kg

4.9. Ilepeno3upoBka

CHUMIITOMBI
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O HAaCTOAWECIoO BPpEMCHU 110 JAHHBIM KIIMHHYCCKHX I/ICC.]'IC,I[(I)EQJ:II:H'I\/’;I %%@I—TOT%M 'cologﬁié{{ylrle: :b
Y

CIIy4aifHOH repeno3upoBke npenapata B o3¢ 40 mr/kr. Kakue-nmn0o 3HaunTeIbHBIC HEKETAaTeIbHbIC
peakiuu OTCyTCTBOBaIU. B uccienoBanuu no 6€30MacHOCTH CyraMma/ieKe MPUMEHSICS B 103aX J0
96 mr/kr. He ObIJIO BBIABICHO KaKMX-THOO HEXKENIATENbHBIX peakiuil (Kak Cepbe3HBIX, TaK M HE
CEpbE3HbIX ), CBA3AHHBIX C BBOJAUMBIMU J103aMHU.

Jleuenue

Bo3moxHO ynaneHue cyramMmajiekca 13 KpoBOTOKa METOJIOM MreMOIualin3a ¢ IpuMeHeHneM (pUibTpa
C BBICOKOW THIPABIMYECKOW NPOHUIIAEMOCTBIO, HO HE QWIbTpa C HHU3KOH THAPABIMYECKOMN
MpOHUIIaeMOCThI0. Ha oOCHOBaHMM KIMHUYECKMX HCCIEIOBaHUNA Tmocie 3—6-4acoBOro ceaHca
reMojuai3a ¢ QUWIBTPOM C BBICOKOH THIAPABIUYECKONW TPOHUIIAEMOCTHIO KOHIICHTPAIUS
cyrammajiekca B IJla3Me yMeHbIlaeTcs npubnusurensHo Ha 70 %.

5. PAPMAKOJIOTUMYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepareBTHIECKas TPYIIa; MpoUYre JIedeOHbIC CPEICTBA, aHTHIOTHI.
Kong ATX: VO3ABS35.

MexanusM JIeUCTBUS

Cyrammajnekc TmpeactaBisieT co0oil MoIM(UIMPOBAHHBI TaMMa-IUKIOAEKCTPUH, KOTOPBIN
SIBJIICTCSI COSMHCHHUEM, CCIIEKTUBHO CBSI3BIBAIONINM MHOpenakcaHThl. OH GopMHUpyeT KOMIUIEKC ¢
MHUOpeTaKCaHTaMH POKYPOHUSI OPOMUIOM U BEKYpOHHS OPOMUIOM B IJIa3M€ KPOBU, YTO MPUBOJUT
K CHUKEHHIO KOHIIEHTPAlMU MHOPEJIAKCAHTA, CBSA3BIBAIOIIETOCS ¢ HUKOTUHOBBIMH PELIENTOPAMU B
HEHPOMBIIIEYHOM CHHAICe. DTO MPUBOIUT K YCTPAHECHUIO HEUPOMBIIICUHON OJIOKabl, BHI3BAHHON
POKYpOHHSI OPOMHUIOM WITH BEKYPOHHSI OPOMUIOM.

dapmakoguHamMmuueckre dPeKThl

HaGmonanace 4detkas 3aBUCUMOCTH 3(dexTa oT 036l CyramMmajiekca, KOTOPBI BBOJWICS B
pa3IMyYHbIe MEPUOIbl BPEMEHU U MPU PA3IUYHON ITyOuHe 6J10Ka HEHPOMBIIIEUHOI TPOBOAMMOCTH.
Cyrammanekc BBoawics B go3ax 0,5 1o 16 MI/kr kak mociie 0JJHOKpaTHOTO BBEJIEHUS POKYPOHHUS
opommua B go3ax 0,6, 0,9, 1,0 u 1,2 mr/kr unu nocie BBeieHUs BeKypoHust opomuza B 1o3e 0,1 mr/kr,
TaK ¥ MOCIIC BBEJACHHUS MMOICPKUBAIOIINX JI03 THX MUOPEITAKCAHTOB.

Knnnnyeckas 3¢ (hekTHBHOCTD M 6€30MacHOCTh

CyraMMaziekc MOKET NMPUMEHSTHCS B pa3IMYHbIE MEPUObI BPEMEHU I10CIIE BBEACHUS POKYPOHUS
OpoMuja Win BEKypoHHUs OpoMuJa.

Boccmanosnenue netipomvluteunoti npogooumocmu 8 ciyyae eiyoOoKol HeupomvlueuHol OJ10Kaobl
B panaoMu3upoBaHHOM KJIMHUYECKOM HCCIIeI0BAaHUU MAlMEHTh! ObUIN paclpe/iesieHbl Ha 2 TPyIIIbI
(rpymma BekypoHHsl OpoMuJa U rpymnna pokypoHust Opomuna). Ilocie BBeeHHUs OCIEAHENW O3B
POKypoHHsT OpomHJa M BeKypoHHMs Opomuiga 10 1-2 MOCTTETaHWYECKUX OTBETOB, 4 MI/KT
cyrammasiexca uiam 70 MKI/KT HEOCTUTMUHA BBOJMIIUCH CITyd4allHbIM 00pazoM.

Bpemst (MUH) OT BBeI€HMs CyramMMajieKca WM HEOCTUIMUHA INpH TIIyOOKON HEWpOMBIIIEYHON
osokaze (1-2 mocrreTaHMUECKHUX OTBETOB) MOCJIE IPUMEHEHUS POKYPOHUS OpoMuUaa WM BEKYPOHUS
O6pomMuza 1o BocctaHoBieHus oTHowmeHus T4/T1 1o 0,9 npeacrasneno B Tabmuie 3.

Tabnuua 3.

IIpenapar a5 co3ganus Hcnosb3yeMble cXeMbl Tepanuu
HeHPOMBIIIEYHOr 0 0JI0Ka Cyrammanexc (4 Mr/kr) Heocturmun (70 MKI/Kr)
(MHOpeJIaKCaHT)
Poxyponus 6pommun
N ("rcno manueHToB) 37 37
Mennana (MyH) 2,7 49,0
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IIpenapar nis co3nanusi
HellpOMBILIIEYHOI0 0JI0KA

Hcn Dnb3yeMl,He 'c'x'éMI,lFr'ei)"dEh"p'l' ENBAUL TD UUL)

Cyrammanekc (4 MI/Kr)

Heocturmun (70 MKr/kr)

(MHMOpeJIAKCAHT)
BapbupoBanue 1,2-16,1 13,3-145,7
Bekyponust 6pomu
N (4ucII0 MannueHToB) 47 36
Menunana (MuH) 3.3 49,9
BapbupoBanue 1,4-68,4 46,0-312,7

Boccmanosnenue netipomoluieynoti npogooumocmu 6 ciryuae cpeorell HelpoMbluLeyHOU O010KAObL

B npyrom paHIoMU3HpOBAHHOM KIMHUYECKOM HCCIICIOBAHUY MAIIMEHTHI ObUTA pactpee/ieHbl Ha 2
rpynimsl (TpyIina BeKypoHHUs OpoMHUIa U IpyIna poKypoHust oOpomua). [Tocie BBeeHUS MOCIEAHEH
JI03BI POKYPOHHSI OpOMU/IA HITM BEKYPOHHSI OpOMUJIA IIPH MOSBICHUH 0TBeTa T2 cirydyaliHbIM 00pa3oM
BBOJIMUIMCH 2 MI/KI cyrammajiekca uid 50 MKI/KT HEOCTHTMHUHA.
Bpemsi (MuH) OT BBeIeHHS CyraMMaJieKca WM HEOCTUTMHHA TPU TOSBICHUH OTBETa T2 mocie
MPUMEHECHHS POKYPOHHS OpOMHJIa HJIM BEKYPOHHS OpPOMH/IA IO BOCCTAHOBJICHHUs oTHOMIEHUsS T4/T1
1o 0,9 npencrasiieHo B Tabnuiie 4.
Tab6nuia 4.

Ipenapar nis cozganus

Hcnosib3yeMble cXeMbl TEpanuu

HellpOMBIIIIEYHOTr0 0JIOKA Cyrammagekc (2 MI/Kr) Heocturmun (50 MKr/kr)
(MHOpeJIAKCAHT)
Poxyponust 6pomun
N (umcino manueHToB) 48 48
MenunaHna (MHUH) 14 17,6
BapsupoBanue 0,95-5,4 3,7-106,9
Bekyponust 6pomun
N (4uco maueHToB) 48 45
Menunana (MUH) 2,1 18,9
BapeupoBanmne 1,2-64,2 2,9-76,2

PeBepcust HeiipomblmeqHoro OJ70Ka, WHAYIMPOBAHHOTO POKYPOHHSI OpOMHIOM, IPH ITOMOIIX
cyramMmajeKca CpaBHHMBalIacCh C pEBEpCHEN HEHPOMBIIIEYHOro OJI0OKa, WHIYLIUPOBAHHOTO IUC-
aTpaKypueM, MpH TOMOIM HEOCTHTMHHA. [JI1 3TOro mocje MOsBICHUS OTBeTa 12 MPHUMEHSIICS
CyraMMaJieKc B J103€ 2 MI/KI MM HEeOCTUTMHUH B Jj03e 50 MKr/kr. CyramMmmaziekc odbecrieunBan 6osee
OBICTPYIO PEBEPCHIO HEWPOMBIIIEYHOTO OJI0Ka, WHAYIHUPOBAHHOTO POKYPOHHUS OpPOMHUIOM, IIO
CPaBHEHMIO C HEOCTUTMHUHOM, MHCIOJIb3yeMbIM [UIS PEBEPCHM HEHPOMBIIIEYHOro OJoKa,
WHIYIIMPOBAHHOTO [IUC-aTPAKYPHEM.

Bpewmst (MuH) OT BBeIEHMsI CyraMMajieKca MM HEOCTMIMHHA IpH TOSBICHHWU OTBeTa T2 mocie
MIPUMEHEHHUSI POKYPOHUSI OpOMHUJIa UK LIMC-aTPaKypHsl 10 BoccTaHOBIeHUs oTHoweHus T4/T1 10 0,9
IIPEJCTABICHO B TabuuIE 5.

Tabnuua 3.

IIpenapar gad co3ganus Hcnoab3yemble cXxeMbl Tepanuu
HeHpPOMBIIIeYHOr 0 0JI0Ka Poxyponus 6pomua u cyraMmmajaekc Huc-aTpakypuii 1 HeocTurmMuH (50
(MHOpeJIaKCAHT) (2 mr/kr) MKI/KT)
N (umcino naueHToB) 34 39
Mennana (MHUH) 1,9 7,2
BapbeupoBanune 0,7-6,4 4,2-28,2
ﬂ]l}l HeMeONeHHOU peeepcuu
Bpemss 10 BoccTaHOBIEHHS TOCHE  HMHIYIMPOBAHHOIO  CYKIMHMIXOJIMHOM (1 mr/kr)

HEHPOMBIIIEYHOTO OJI0Ka OBLIO COMOCTAaBUMO C TaKOBBIM JUIsl cyrammanekca (16 mr/kr, gepes 3
MUHYTBl TIOCIIE BBEJCHHUS MHUOPEIAKCAHTa) TOCIe HWHAYIHUPOBAHHOTO POKYPOHHUS OpOMHUIOM
(1,2 mr/kr) HEHPOMBIIIIEYHOTO OJIOKA.
Bpemsi (MMH) OT BBelIeHHUs POKYpOHHUSI OpomHIa M CcyraMMmajekca WIM CyKUWHWIXOJIMHA J10
BoccTanoBneHus 10 otBera T1 10 % npencrasieno B Tabmuiie 6.
Tabnuua 6.
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IIpenapar nis co3nanusi
HellpOMBILIIEYHOI0 0JI0KA

Hcn

T :_.
bJIb3yeMbIe CXeNMBITeparmin

Poxyponns 6pomua u cyraMmmaziekc

Cykunnuiaxoyus (1 Mr/kr)

(MHOpeJIaKCAHT) (16 mr/kr)
N (4ucII0 NannueHToB) 55 55
Menunana (MuH) 4,2 7,1
BapsupoBanue 3,5-7,7 3,7-10,5

B rpynmoBoM aHamu3e OBUIO TIOKa3aHO CIEAYOIIee BPEeMs BOCCTAHOBICHHUS C ITOMOIIBIO
cyrammMazekca (16 Mr/kr) mocie npuMeHeHust pokyponus opomuna (1,2 mMr/kr).

Bpems (MHH) OT BBEJIeHHUS CyraMMajiekca 4epe3 3 MUHYTHI IIOCIIe BBEJACHHS POKYPOHHS OpoMuIa J0
BoccraHoBieHus oTHommeHus T4/T1 o 0,9, 0,8 wiu 0,7 npeacrasieHo B TabauIe 7.

Tabmuna 7.

T4/T1 5o 0,9 T4/T1 no 0,8 T4/T1 g0 0,7
N(9ucio ManueHToR) 65 65 65
Menmnana (MuH) 1,5 1,3 1,1
BapreupoBanmne 0,5-14,3 0,5-6,2 0,5-3,3

Hapywenue ¢ynxkyuu novex

B 1ByX OTKpBITBIX KJIMHUYECKHUX HCCIEIOBaHMAX HMPOBOJIMIOCH CpaBHEHHE 3()()EKTHBHOCTH U
0€30MacHOCTH MPUMEHEHHs CyraMMaJIeKca Y MalMeHTOB C TSHKEIBIM HapylIeHHeM (YHKIUU MOYeK
wii 6e3 Hero, MOABEPraroLINXCcs XUPYPruuecKoMy BMeLIaTeabCcTBY. B ogHOM M3 MccnenoBaHuit
CyramMma/IeKc BBOJWICSA JIJIsl yCTpaHEeHUs 010K lbl, BBI3BAHHOW pOKYPOHUS OpOMUAOM, ITPU HATMYUU
1-2 moctreTaHnyeckux OTBETOB (4 MI/KT; N=068); B ApYyroM MCCIEIOBAHUU CyraMMaJleKC BBOIMIICS
NP TOSIBIICHUM BTOPOTO OTBETA B peXUME deThipexpaspsanoit crumyisiimu (T2) (2 mr/kr; n=30).
BoccranoBneHre HeMpoMBIILIEUHOM TPOBOIUMOCTH Ocie 0JI0KaIbl ObLIIO HE3HAYMTENIBHO JI0JIbLIE Y
MAIMEHTOB C TSHKEIBIM HapyIIeHHeM (YHKIIUHU ITOYEK 110 CPAaBHEHHIO C MAIUEHTaMH 0€3 HapyIICHHUs
¢yHkuun nouyek. CiyyaeB OCTaTOYHOW HEHPOMBIIIEYHOM OJIOKaAbl WIM €€ BO30OHOBJIEHUS Y
MAIMEHTOB C TSDKEJIBIM HapylIeHueM (DyHKITH MMOYEeK B TaHHBIX UCCIICAOBAHUSIX HE HAOIII0AIOCh.
Bnusanue na unmepean QTc

B Tpex ximmHMuYeckux wuccienoBaHusx (N=287) cyrammajaekca, NPUMEHSEMOro B pEXHUME
MOHOTEpanuyu UiIM B KOMOMHAIMM C POKYpPOHHMS OpOMHIOM WIIM BEKYPOHHUS OpOMMIIOM, WM B
KoMOMHanmu ¢ mponodosioM uiaM ceBoduIypaHoM, HE HAONIONATOCh KIMHUYECKH 3HAYUMOTO
yBenuueHuss QT/QTc wuHTepBama. DOTW JaHHbIE MOATBEP)KIAIOTCS AHAIM30M OOOOIIEHHBIX
pesyabpTaToB OKI' 1 HexenatenbHbIX siBJIeHUH B uccienoBanusx ¢gas Il u I1I.

Iayuenmoi ¢ namono2uyeckum oxcuperuem

B xone ximHu4eckoro wuccienoBaHus 188 mManueHTOB, y KOTOPBIX OBUIO JUarHOCTHUPOBAHO
TMaTONOTMYECKOE OXKHpeHHe (MHAEKC Macchl Tema > 40 Kr/m%), oOLEHHBANOCH BpeMs JI0
BOCCTAHOBJICHHSI IIOCJIE YMEPEHHOM WM TIyOOKOW HEHpOMBIIIEYHON OJ0Ka/bl, BbI3BaHHOU
POKYpOHHsI OpOMHIOM WM BeKypoHHs OpomuaoMm. IlanmeHTsl mosyyanu 2 MI/Kr Wid 4 MI/KT
cyrammajiekca, B 3aBUCHMOCTH OT YpOBHS OJIOKaJbl, B 103€, COOTBETCTBYIOIIEH OO0 (pakTHUeCKOi
Macce Tena, JIMOO HAeaTbHOM Macce Tena clydailHBIM 00pa3oM, ¢ JBOWHBIM OCIEIICHHEM.
OO6benuHeHHoE 10 TITyOnHEe 0J0KaIbl 1 HEHPOMBIILIEYHOTO OJIOKHPYIOIIETO areHTa, CpeHee Bpems
BOCCTAHOBJICHHs OTHOILIEHHsI OTBETOB 4eThlpexpazpsiiHoi ctumyisinuu (TOF) > 0,9 y manuenTos,
KOTOpPBIM BBOJWJIM CyraMMaJeKc Hcxons u3 (axktuueckod macchl Tena (1,8 MUHYTHI), ObLIO
cratucThyecku 3HauuMo MeHble (p <0,0001) mo cpaBHEHUIO ¢ MalMEHTaMH, KOTOPHIM BBOJIMIH
CyramMma/IeKc UCX0/ls U3 uaeabHOM Macchl Tena (3,3 MUHYTHI).

5.2. @apmakoknHeTHYECKHE CBOIICTBA

dapMaKOKMHETUYECKUE IMapaMeTphl CyraMMajieKca pPacCUUTHIBAIOTCS HCXOJS U3 CYMMHPOBAHHS
KOHIIGHTpaluii cBOOOHOTO CyraMMajieKca M CyraMMajieKca B COCTaBE€ KOMIUIEKCAa CyraMMaJieKc-
Muopenakcant. dapmMakoKMHEeTHUecKHe mapamerpbl, Takue kak kiaupenc (Cl) u  oOwvem
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pacnpenenenus (V), CUNTAIOTCS OAMHAKOBBIMU JUIA C) FaMMaH@%;;%E}Eﬁ%Fg&%Q kgﬁh:rllelklc:e{

" CyraMMaZICKCa, HaXoAAIIETOCd B COCTAaBC KOMIIJIICKCA C MUOPCIIAKCAHTOM.

Pacnpenenenue

HaGmonaemerii 00beM pacrpefefieHusi CyramMmajiekca B CTA0MIIBHOM COCTOSIHUHM Y B3POCIBIX
MalMeHTOB ¢ HOPMAJIBHOW TMOYeuHON (yHKIHeH cocraBiser oT 11 i1 mo 14 1 (ocHOBBIBasCh Ha
CTaHJApTHOM (papMaKOKMHETHUECKOM aHaiu3e Oe3 pa3leneHuss Ha KoMIapTMeHTel). Hu
CyraMma/ieKc, Hi KOMILIEKC CyraMMaIeKC-POKYPOHUSI OPOMHU]T HE CBA3BIBAIOTCA C OEJIKaMHU TJ1a3Mbl
KPOBH WJIM 3puTpouuTamu. [Ipu 600cHOM BBEIEHUH CyraMMaziekca B 103ax oT 1 g0 16 Mr/kr ero
(bapMaKOKUHETHKA HOCUT JINHEHHBIN XapakTep.

Buorpancdhopmars
CyraMMajgeKkc BBIBOJUTCSA IIOYKAMH B HEM3MCHCHHOM BHje. Ha HacTosAmMA MOMEHT B
JTOKJIIMHAYECKUX U KIIMHUYECKHUX UCCIICOBAHUSIX METa0O0JIUThHI CyraMMajiekca He 0OHapy KEeHBI.

OnuMUuHaALM
VY B3pOCHBIX MAlMEHTOB C HOPMAJIbHOU MOYEHYHOW (PYHKUHMEH, KOTOPBIM MPOBOIMIACH aHECTE3Us,

nepuof nonyBbiBeaeHus (T1/2) cyramMmasekca cocTaBisieT OKOJIO 2 4acoB, a 0KHIaeMbIi KIIMPEHC U3
mrasMel — 88 mu/mMuH. boaee 90 % mo3e1 BeIBOAUTCS B TedeHne 24 1dacos; 96 % 03Bl BEIBOIUTCS C
MOUO#, U3 KOTOpeIXx 95 % cocraBnseT HeW3MEHEHHbIH cyrammanekc. Menee uem 0,02 %
CyraMMajiekca BBIBOJMTCS Yepe3 KHUIICYHHUK W C BBIAbIXaeMbIM BO3ayxoM. [IpuMenenue
CyramMmajiekca y 3JI0pPOBBIX JOOpPOBOJIBLIEB MPHUBOJIWIO K TOBBIIIEHHOMY BBIBEJACHUIO MOYKAMU
POKYpOHHUSI OpOMHJIa B KOMIIEKCE C CyraMMaJIeKCOM.

Oco06ble rpynibl NalueHToB

Ioueunas nedocmamouHoCcms U IUYA NOJACUTIO20 B03PACMA

®apMaKOKMHETUYECKUE MapaMeTphbl y MOXKUIIBIX MAlMEHTOB C PA3IMYHON CTENEHbIO HapyIIECHUS
(GYHKIHMU TTOYEK, KOTOpas M3MEpsUIach C MOMOINBIO OMpEeNeHHs KIMPEHCAa KpeaTWHWHA, ObLIH
OLIEHEHBI NPU UCIIOJIB30BAHNY MOMYJISIIMOHHOTIO (PapMaKOKMHETHYECKOT0 aHAIIN3A.

PesynbraTel  (hapMaKOKMHETHYECKOTO HCCIEIOBAaHMS, B KOTOPOM IPOBOAMIOCH CpaBHEHHE
HAIMEHTOB C TSHKEJIBIM HapyllleHueM (YHKIHMHY IT0YeK U allMeHTOB C HOPMaJIbHOM (DyHKIMEH MoYeK,
MOKa3aJid, YTO KOHIIEHTPAI[MHM CyraMMajieKca B Iia3Me ObUTH CXOJHBIMHU B T€UEHHE IEPBOTO daca
rocje BBEJICHMs Mperapara 1 BIOCIEACTBUN MOHIKAINCH OBICTpee B KOHTPOJIbHOM rpymme. O0rmas
MPOJOJKUTENBHOCTD JIEHCTBUSL CyraMMajieKca y MalMeHTOB C TSKENbIM HapylleHHeM (yHKUUU
noyek Obljla yBeTUYEHa, YTO BBIPAXKAJIOCh B 17-KpaTHOM €€ yJUIMHEHUH. Y MAIlMeHTOB C TSKEIbIM
HapylleHHeM (DYHKIMM MOYEeK HU3KHE KOHLEHTPALUKU CyraMMajieKca ONpEeessuIuCh B IJIa3Me B
Te4YEeHHeE, 10 KpaliHel Mepe, 48 4acoB 1OCIIe BBEIEHUS CyTaMMaJIeKca.

Pe3ynbTaTsl BTOpOro ucciaenoBaHusi, B KOTOPOM NIPOBOJMIIOCH CPAaBHEHUE MAIMEHTOB C YMEPEHHBIM
WIA TSDKEBIM HapylleHHeM (YHKIMM THOYeK ¢ MallMeHTaMHU C HOpMallbHOW (yHKLHEH IMouex,
MIOKa3aJIi, 4TO KIIMPEHC CyraMMaJieKca OCTENEHHO YMEHbIIaeTcs U T1/2 TOCTENEHHO YBETNYUBAETCS
CO CHI)KeHHeM (QyHKuuu mnodvek. Ilokazarenun ObuM B 2 pa3a M B 5 pa3 BBILIE Yy MAIMEHTOB C
YMEPEHHbIM M TSDKEIBIM HapylleHueM (yHKUIUU [OYeK COOTBETCTBEHHO. C(CyramMmanekc He
oOHapy>KuBaJICs 1ociie 7 JHeH 1mociie BBeACHHs 103bl allMeHTaM C TSDKEJIbIM HapyleHHeM (QYHKLIUU
MOYEK.

OO6o0u1ieHHbIe JaHHBIE (hapMaKOKMHETHMUYECKHX MapaMeTpoB CyraMMajiekca ¢ y4eTOM Bo3pacTa M
(GyHKIUH MOYeK IpeCTaBIeHbl B Ta0nuIe 8.

Tabmnuna 8.
Cpennee 3Ha4YeHHE IPOTHO3HPYEMBIX
Tlapamerpel nauuenTos (l)apM%[l)KOKI/IHeTl/I'{eCKMX ﬁapaMeTll?(r)B (KB %)
Hemorpaduyeckas [oueunas (byHKIUS (xmmupenc | Kmmpenc | O6bem Bpems
rpymmna KpeaTHHUHA, MJI/MUH) (Mn/muH) | pacnpenenen | IomyBbiBeneHus
us (1) (1)
B3spocunsie HopwmanbHnas 100 | 88 (22 %) | 12 2 (21 %)
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40 rer, Hapyennas Jlerkast 50 | | 51 (22'9e)-"F 13- ER TREIglg5 ) T2 UUUS]
75 xr Cpennsist 30 31(23%) | 14 6 (23 %)
(ymepeHHast)
Tsokenast 10 9 (22 %) 14 19 (24 %)
[Moxwuibie HopwmanbHas 80| 75(23%) | 12 2 (21 %)
75 ner,
75 kr Hapyuiennas Jlerkas 50 51 (24 %) | 13 3 (22 %)
Cpennss 30 31(23%) |14 6 (23 %)
(ymepenHas)
Tsoxenast 10 9 (22 %) 14 19 (23 %)
IMoxpocTku HopmasnbHast 95 | 77(23%) |9 2 (22 %)
15 mer,
56 kxr Hapymennas Jlerkas 48 44 (23%) | 10 3 (22 %)
Cpennsist 29 27 (22%) | 10 5 (23 %)
(ymepeHHast)
Tsokenast 10 8 (21 %) 11 17 (23 %)
Heru HopwmanbHnas 51| 37(22%) |4 2 (20 %)
7 ner,
23 KT Hapymennas Jlerkas 26 19(22%) |4 3 (22 %)
Cpennsia 15 11(22%) | 4 5 (22 %)
(ymepeHnHas)
Tsprenas 5 3 (22 %) 5 20 (25 %)

KB — k03¢ ¢puuneHT Bapranum.

Ilon
Paznmuust papMaKOKMHETHKY B 3aBUCHMOCTH OT T10J1a HE HAOIIIOJAITUCH.

Macca Tena

[MonynsiionHb  (PapMaKOKUHETUYECKUN aHalU3 Yy B3POCHBIX W TIOXKUJIBIX TMAlUEHTOB HE
MIPOJICMOHCTPUPOBAIT KIIMHUYECKH 3HAYMMOM 3aBUCUMOCTH BBIBEJICHUS WJIM 00beMa pacipeiesICHUs
CcyrammajieKkca OT MaccChl Tena.

Oxxupenue
B o1HOM KIMHHUYECKOM MCCIIEI0OBAHUH Y TTAIMEHTOB C MAaTOJOTUYECKUM OKMPEHUEM, CyraMMaJIeKC

MPUMEHSIICS B JI03€ 2 MI/KT U 4 MI/KT B COOTBETCTBHH C (haKTHUECKO# (N=76) nin uaeanbHoii (N=74)
Maccoil Tena. DKCIO3HIINS CyraMMa/IeKca TOBHIIIANACh 10303aBUCHMO U IMHEHHO B COOTBETCTBUH C
dbakThyecko  WiIM  uUOeanbHOM  Maccoil  Tema.  KOMHWYECKM — 3HAYMMBIX  Pa3NIAYUil
(hapMaKOKMHETHYECKUX TapaMeTPOB y TAIMEHTOB C TATOJOTHYECKHM OXHUPEHHEM W B 0OmIei
MOMYJISINY HE HAOII01aT0Ch.

5.3. laHHble JOKJIUHUYECKO 0e30IMacHOCTH

JIOKITMHUYECKHE JaHHbIE HE BBISIBUIIM OCOOBIX PUCKOB JJIS YEIOBEKa Ha OCHOBAHUU TPAJAMLIMOHHBIX
UCCIIEIOBaHUM (papMaKoJIOrH4ecKoi Oe30MacHOCTH, TOKCUYHOCTH MOBTOPHBIX J103, MOTEHIHAaa
TeHOTOKCUYHOCTH W TOKCHYHOCTH B OTHOIIEHUM PENPOAYKTUBHOM (YyHKIMM, MECTHOH
MEPEHOCUMOCTHU MJIM COBMECTUMOCTH C KPOBBIO.

Cyrammajiekc ObICTPO BBIBOJUTCS M3 OpraHW3Ma Y JOKJIMHHUUYECKUX BUIOB KUBOTHBIX, XOTS B KOCTSIX
1 3y0ax I0BEHUJIbHBIX KPbIC 0OHAPYKUBAJIUCh OCTATOYHBIE KOJIMUYECTBA CyraMma/ieKca.
JIOKJTMHUYECKHE HCCIE0BAaHUs HAa MOJIOABIX B3pOCIBIX M 3pENbIX KpbICaX MOKa3bIBAIOT, YTO
CyraMMaJIeKC He OKa3bIBaeT OTPUIIATEIHLHOTO BIMSHUS HA LIBET WJIM KayeCTBO KOCTEH, CTPYKTYpYy
KocTel MM MeTabonu3M KocTHOW TkaHW. CyraMMasieKc He BIIHMsEeT Ha BOCCTaHOBJIEHHE IOCIe
nepesoMa U peMoeIMpOBaHUE KOCTH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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COOTBETCTEBY

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Hatpust runpoxcun pactBop (111 koppekuuu pH)
X110poBOOpOIHAS KMCI0Ta pacTBop (a7 koppekuuu pH)
Boga aist uHbeKIuit

6.2. HecoBMecTUMOCTD

JlaHHBIN JIEKapCTBEHHBIM IpenapaT HE CcleAyeT CMEIIMBAaTh € JAPYTMMH JIEKapCTBEHHBIMU
Ipernaparamu, 3a UCKJIIOUCHUEM YIIOMSIHYTBIX B pa3zene 6.6.

dusnueckas HECOBMECTUMOCTh Cyrammajiekca HaOJoanach ¢ BeparnaMuiioM, OHJIAHCETPOHOM U
PaHUTUIUHOM.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

2 rona.

IIpuroToBiIeHHBINA PACTBOP

[Tocne pa3BeneHus cyraMmmaziekca pacTBOPOM HaTpHs XJopuaa 9 Mr/mi gpuandeckas U XUMHUYecKast
cTaOMIILHOCTB TIperapara coxpaHsercs B TedcHue 48 gyacoB mpu temmeparype (2-25) °C.

[Tpu BckpbITUM amMITyJIbl WU (PITaKOHA, COJIEPIKAIIETo CyraMMaieKe, HE0OXOIMMO CTPOro COOTI0IaTh
npaBujia acenTukd. BBeneHue mnpernapata HEOOXOAMMO HauyumHaTh Oe€3 mnpomemieHus. Ecnu
CyraMMmaJIeKC IPHUMEHSETCS OTCPOYEHO, TO COOJIIO/ICHHE BPEMEHU U YCIOBUN XpaHEHHUs N0 €ro
MPUMCHCHHS SIBIISICTCSI  OTBETCTBCHHOCTHIO Bpaua. Ecim pasBeieHne OBUIO TNPOHM3BEICHO B
HEKOHTPOJIMPYEMBIX M HEBAJIMJMPOBAHHBIX AaCENTUYECKHX YCIOBUAX, TO BpEMS XpaHEHUS
Pa3BeICHHOTO pacTBOpa HE JOJKHO MPEBbIIaTh 24 yaca mpu temneparype (2—8) °C.

6.4. OcoObie MepbI MPEAOCTOPOKHOCTH NMPU XPAHEHUH
XpaHuTh Ipu TeMIeparype He Boiiie 25 °C B OpUrnHaibHON yIakoBKe (ITaUKe) J171s 3alUThI OT CBETA.
6.5. Xapakrep u coaepkaHue yIaKOBKH

[To 2 M1 B ammyJibl B3 OECIIBETHOTO CTEKJIA IEPBOTO TUIPOJIUTUUYECKOTO KJIacca ¢ TOUKOM pasyioma 1
HAaCEYKOH.

Ha xaxayto aMImyity HaKJIEUBAIOT STUKETKY CaMOKJIIESIITYFOCS.

ITo 5 amMmyn momemaroT B KOHTYPHYIO SYEHKOBYIO YHAKOBKY U3 IUIEHKH MOJMBUHWIXJIOPUIHON U
ruOKON yIaKOBKU Ha OCHOBE aTtOMUHUEBOU (ponbru mnm 6e3 Gosbru.

ITo 1 unu 2 KOHTypHBIE STUEHKOBBIE YITAKOBKH BMECTE C JIMCTKOM-BKJIQ/IbIIIEM MOMEIIAIOT B MAUKy
U3 KapTOHA.

ITo 2 ma win 5 Ma Bo (prakoHbBI M3 CTEKJa MEPBOrO THAPOIMTUYECKOTO Kiacca, YKYMOpEHHBIE
poOKaMH PE3MHOBBIMU M OOKaTaHHBIE KOJITAYKaMH aJTFOMUHHEBBIMH.

Ha xaxxplit riakoH ¢ mpenapaToM HAKJIEUBAIOT STUKETKY CaMOKJIESIIYIOCS.

ITo 5 ¢makoHOB MOMEMIAIOT B KOHTYPHYIO STYEHKOBYIO YIAKOBKY M3 TUICHKH TOJMBHHUIXIOPHTHON
Y TUOKOW yITaKOBKU Ha OCHOBE aJTIOMHUHMEBOH (osbru uian 6e3 Gpoibru.

ITo 1 mnu 2 KOHTypHBIE SYEKOBBIE YNMAaKOBKH (C (osbroi mim 6e3 ¢Gojbru) BMECTE C JIMCTKOM-
BKJIQ/IBIILIEM TTOMEIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AINMU HCHOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara MJaH OTXO0H0B, MOJYYECHHBIX IOC/Je NMPUMEHEHHs JIEKAPCTBEHHOI0 Npenapara, u
Apyrue MaHUIYJIAIUH ¢ IPenapaTomM
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[Ipenapat Cyrammaekc MOKeT ObITh BBEJICH B OHY QUCTEMY HH%E&{J%E&'{T{BEM%H;E B'k/[elr};r'e

CO CIICAYIOIIMMU UH(Y3UOHHBIMH PACTBOPAMH:

— pacTBOp HATPHS XJIOpUAA 9 MI/mIT;

— pacTBOp II0K03bI 50 Mr/MmuT,

— pacTBOp IIIOKO3bI 50 MI/MJI B pacTBOpE HATpus XJiopuaa 9 mr/mit;

— pacTBOp HaTpus Xjaopuaa 4,5 Mr/mi ¢ paCTBOPOM TIIFOKO3bI 25 MI/MIT;

— pactBop Punrepa;

— pacTtBOp PuHrepa ¢ MOJI04HOM KUCIOTOM.

Ecnmu mpenapar CyramMmaznekc BBOAUTCS uepe3 €AMHYI0 HMH(QY3MOHHYIO JHHHUIO C JPYTHMHU
JIEKapCTBEHHBIMU IIpernapaTaMu, €€ HeoOXOJUMO NIPOMBIBaTh (HANpUMEpP, PACTBOPOM HATpPHUS
xyopuaa 9 Mr/mi) Mexay npuMeHeHneM npenapata CyraMMaieKke U IpYTHX IpenapaTos.

Jlia npumenenus y nereil npenapat CyraMMazekc MOKHO Pa3BECTH PacTBOPOM HATpUs XJIOpHAaA
9 mr/mut no koHueHTpanuu 10 mr/mi.

Bech ocraBmmiics ieKkapCTBEHHBIM Mpenapar U OTXOAbl CIEAYeT YHMUTOXUTH (yTHJIM3UPOBATh) B
COOTBETCTBUM C TpeOOBAHUSAMHU 3aKOHOJATEIbCTBA TIOCYAAapCcTB — 4ieHOB EBpasuiickoro
HYKOHOMMYECKOTO COX03a B YCTaHOBJIEHHOM ITOPSIKE.

7. IEP/KATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU A

Poccuiickas @enepanns

denepalibHOE TOCYAAPCTBEHHOE YHUTapHOE MpeanpusatTie « MoCKOBCKHIT SHOKPUHHBIHN 3aBOI»
(OTVIT «SGHIODAPM»)

109052, r. MockBa, BH.Tep.r. MyHULIUNIANIbHBIN OKpyr Huskeropoackuii, yin. HoBoxoxiioBckas, 1. 25,
ctp. 1

Ten.: +7 (495) 678-00-50

dakc: +7 (495) 911-42-10

AJpec 3JeKTpOHHO#M mouTsl: Mez@endopharm.ru

7.1. IlpencraBureib AepsKaTess peruCTPALHOHHOIO YAOCTOBEPEHUS

[Iperen3uu noTpeduTeneit HaNPaBIATH 110 aJPECy:

Poccuiickas @enepanns

@DenepallbHOE TOCYJAapCTBEHHOE YHHUTapHOE npeanpusthe «MOCKOBCKMM 3HIOKPUHHBIN 3aBOI»
(OI'VII « SHAODAPM»)

109052, r. MockBa, BH.Tep.T. MyHULIUIIANBbHBIN OKpyT Hiskeropoackui, yiu. HoBoxoxiosckas, 1. 25,
ctp. 1

Ten.: +7 (495) 678-00-50

Anpec anekTpoHHO# mouTsl: pv@endopharm.ru

Pecniybnuka benapych

TOO «Adalany»

050057, r. Anmarsl, yiu. Tumupszesa, 1. 42, nas. 23, od. 202
Ten.: +37529-55-12-510

Anpec anekTpoHHOU mouThl: pv@adalan.kz

Pecry6nmka Kazaxcran

TOO «Adalan»

050057, r. Anmartsl, yin. TumupsizeBa, 1. 42, naB. 23, od. 202
Ten.: +7 (727) 269 54 59, +7 (701) 217 24 57
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
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(NMOCNEOOBATENEHOCTE 000%)

Anpec snekTponHoi moutel: pv@adalan.kz

Keipreizckas PecryOnuka

TOO «Adalany»

050057, r. Anmarsl, yi. TumupsizeBa, 1. 42, nas. 23, og. 202
Ten.: +996 557 870 101

Anpec anekTpoHHOM mouThl: pvV@adalan.kz

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(010339)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTETOPUU OTIIYCKa [0 PELENTY.

OOmmas XxapakTepHCTHKA JICKapCTBEHHOTO Tpernapara CyraMManaeke JOCTYITHA B €IHHOM pPEecTpe
3apCruCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB EBpaSHfICKOFO 3KOHOMHWYECKOI'0O COK3a MW Ha
opunmansHOM caure YTIIOJITHOMOYEHHOT'O oprana (3xcnepTHOM OpraHu3alim)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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