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OBILASI XAPAKTEPHCTHKA JIEKAPCTBEHHOTO TIPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cyrammagekc-Tesa, 100 Mr/mi, pacTBOp JiJ1si BHYTPUBEHHOT'O BBEICHHS

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JlelicTBy1ollIe€ BEMIECTBO: CyraMMaieKcC.

Kaxxnplii MUJUIMIUTP pacTBOpa Jjsi BHYTPUBEHHOIO BBeleHUs conepkuT 100 mr cyrammanekca
(B BUIE cCyraMMajieKca HaTpus ).

BeuecTBa, Hanuuue KOTOPBIX HA/l0 YYWUTHIBaTh B COCTaBE JIEKAPCTBEHHOIO IIperapara: HaTpui
(cm. pasznen 4.4.).

[TonHbIii IepevYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp AJIs1 BHYTPUBCHHOI'O BBEACHUA.
HpOSpa‘IHHﬁ pacTBOp OT 6eCI_IBeTHOFO A0 CJICTKAa KOPUIHCBATO-XKCJIITOI'O [BCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K IPUMEHECHHUIO

[Tpemapar Cyrammajekc-TeBa moka3aH K IPUMEHEHHUIO Y B3POCIIBIX, JCTEeH U TTOJIPOCTKOB B BO3PACTe
ot 2 no 17 ner.

e VYcTpaHeHHE HEWPOMBIIIEYHONW OJIOKajbl, BBI3BAHHOW POKYPOHHUS OpOMMIIOM WJIM BEKYpPOHHS
OpOMUIOM Y B3POCIIBIX.

e VcTpaHeHHE HEHpPOMBILNIEYHON OJIOKabl, BBI3BAHHON pPOKYpPOHHS OpoMHIIOM, Yy JeTell u
MOAPOCTKOB B Bo3pacte oT 2 10 17 ner.

4.2. Pesxum 103MpOBaHus U cNIOCO0 MPUMEHEeHUs!

CyramMMazeKkc OJDKEH BBOJUTBHCS TOJIBKO AHECTE3MOJIOIOM WM TOJ €ro pyKoBoacTBoM. Jlnd
HaOJIIO/IeHUsl 3a CTENEeHbI0 HEHPOMBIIIEYHOW OJIOKaZbl U BOCCTAHOBJICHHEM HEWPOMBIIICYHON
IIPOBOJAUMOCTU PEKOMEHYETCS IPUMEHATh COOTBETCTBYIOIIHUM METOJ MOHUTOPUHTA.

PexxuMm no3upoBanus

PexoMenayemas mo3a cyramMmajieKca 3aBUCHUT OT CTETEHH HEHPOMBIIIEYHOW OJIOKaIbl, KOTOPYIO
HEOOXOIMMO YCTPAHUTh.

PexoMmennyemas 103a HE 3aBUCUT OT BHJ1a AaHECTE3UH.

Cyrammaziekc TpUMEHSIOT JUTsl YCTPaHESHHs 0JI0Kaabl HEHPOMBITIIEYHON TPOBOIUMOCTH PA3TUIHON
TITyOUHBI, BBI3BAHHON POKYPOHUSI OPOMUIOM UITH BEKYPOHHSI OPOMHUIOM.

B3pocnvie

Ycempanenue mnevipomviuieyHot 610Kao0bl, 8bI136AHHOLU POKVPOHUSL _OPOMUOOM UMY 8EKYPOHUS
bpomudom, 8 CmaHOaAPMHbIX KIUHUYECKUX CUMYAYUSX

Cyrammazekc B 103¢ 4,0 MI/Kr peKOMEHTyeTCsl BBOJIMTH, KOT/1a BOCCTAHOBJICHHE HEHPOMBITIICUHON
IIPOBOAMMOCTH JOCTUIJIO YypoBHA | — 2 TOCTTETAaHMYECKHUX COKpalleHHH (B peEXuMe
noctretanudeckoro cdera (IITC)) mocne Omokambl, BBI3BAHHOHW POKYPOHHUS OPOMHIIOM WIIH
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MIPOBOJIMMOCTH (BOCCTaHOBIJIEHHE COOTHOILIICHHUS AMIUIUTY 1 YeTBEPTOT'O ¥ IEPBOT'O OTBETOB B PEXKUME
yeTeipexpazpsiiaon  crumyssinun  (T4/T1) mo 0,9) cocraBnser npubnausutenbHo 3 MuH (CM.
pazzen S5.1.).

Cyrammanekc B jo3e 2,0 MI/KI pEeKOMEHIYeTCs BBOJAWUTH, KOIJla CIHOHTAHHOE BOCCTaHOBIJICHUE
HEHPOMBIIIEYHOH MPOBOAMMOCTH TIOCTE OJIOKaAbl, BBI3BAHHOW POKYPOHHS OpOMHIOM WA
BEKYPOHHUS OpPOMUIOM, JOCTHUIJIO HE MEHEe 2 OTBETOB B PEKHMME YETHIPEXPa3psIHON CTUMYIIALUN
(TOF). Cpennee Bpemsi n0 BoccraHoBiieHus: oTHomeHus: T4/Ti g0 0,9 cocraBnsier okono 2 MuH
(cm. paszmen 5.1.).

[Ipy nmpuMEeHEHHH PEKOMEHIOBAHHBIX 103 CyramMMajeKca IJisi BOCCTAHOBJICHHSI HEHPOMBIIICYHON
MPOBOAMMOCTH B CTaHAAPTHBIX KJIMHUYECKUX CUTyalUsX Oojiee OBICTpOE BOCCTAaHOBIICHUE
orHomenus T4/Timo 0,9 mpoumcxoautr B ciaydae, Korjna HeHpoMmbllieyHas OJoKaaa BbI3BaHA
POKYpOHHUSI OPOMHJIOM TI0 CPAaBHEHHIO C BEKYPOHHSI OpoMuUIoM (cM. pasaen 5.1.).

Dxempennoe ycmpanenue Heupombluednol 010Kaobl, 8bl36AHHOU POKYPOHUSL ODOMUOOM

[Ipy BO3HHKHOBCHHMH HEOOXOJUMOCTH B HEMEIJICHHOM BOCCTAHOBJICHHHM HEHWPOMBIIICYHON
MPOBOAMMOCTH TpuU OJIOKaze, BBI3BAHHONW POKYpOHHUS OpOMHIIOM, pEKOMEHayemas 1032
cyrammajekca coctasiser 16,0 Mr/kr.

[Tpu BBenenuu 16,0 Mr/kr cyraMmmajekca uepe3 3 MHUH MOcCIe BBeIeHUs OOMIOCHON 1036l 1,2 Mr/Kr
POKypoHHs Opommia cpeHee Bpemsi BocctaHoBieHus oTHomeHus T4/T1 1o 0,9 cocraBnsieT okoio
1,5 mun (cm. pazgen 5.1.).

JlaHHble O TPUMEHEHWH CyTraMMaJeKca IpPH 3KCTPEHHOM BOCCTAHOBJIEHUU HEUPOMBIIICYHOM
MIPOBOAMMOCTH MpH OJI0Ka/ie, BEI3BAHHOM BEKYpOHHSI OPOMUIOM, OTCYTCTBYIOT.

Ilosmopnoe sgedenue cyeammaoekca

B ucKiIOUMTENBbHBIX CUTyalMsIX IOpHU PEKypapu3alud B IIOCICONEPAllMOHHOM Iepuojie (CM.
paszzen 4.4.), mocie BBEACHUS cyraMMa/iekca B J103€ 2 MI/KT WK 4 MI/KT, peKOMeH/1yeMasi IOBTOpHast
703a cyrammazekca cocrasisier 4 Mr/kr. Ilocie BBeneHHS HMOBTOPHOWM J103bl CyraMmajeKca
HEO0XO/IMMO OCYILIECTBISATh MOHUTOPUHI HEMPOMBIIIEUHOW MPOBOAUMOCTH O MOMEHTA IMOJHOIO
BOCCTAHOBJICHUS] HEUPOMBIIIEYHOU (DYHKIINH.

TlosmopHoe ssederiue pokyporus OpoMuoa Uil 6eKYPOHUSL OPOMUIA NOCIE 86€0CHUSL CY2AMMAOeKCd
[TpoMexyTKu BpeMeHH, 4epe3 KOTOPhIE MOKHO ITOBTOPHO BBOJUTH MHUOPEIAKCAHTHI, IIPUBEICHBI B
paznene 4.4.

Oco0ble TPYIIIBEI ITAIMEHTOB

Ilayuenmwl ¢ noueunoli HeOOCMAMOUHOCMbIO

VY nmanueHToB C JIETKUM M YMEPEHHBIM HapylIeHHeM (YHKIUHU MoueK (KJIMpeHC KpeaTuHuHa > 30 u
< 80 muI/MHH) clleyeT MPUMEHATH JI03bl Mpenapara, peKOMEHA0BaHHbIE [T B3POCIbIX MallMEHTOB
0e3 HapylIeHus! PYHKIIUH ITOYEK.

[IpumeHeHHne cyramMMmajeKca y HalMeHTOB ¢ TSHKEIBIMU HapyLIIEHUAMHU (YHKIMU MOYEK, BKIIOYast
MAIMEeHTOB, HAXOAIIMXCS Ha TeMoauanu3e (KimpeHe kpeatnauHa < 30 MII/MUH) TPOTHBOITOKA3aHO
(cm. pasmen 4.3.). B Hacrosimiee BpeMsi HEQOCTATOYHO JJAaHHBIX IO OE€30MacHOCTH, KOTOpPHIE
MO3BONIIIM OB PEKOMEHJOBaTh TNPUMEHEHHE Cyrammajaekca y OJTOH TpyNmIbl TalueHTOB
(cm. pazgen 5.1.).

Jluya noowcunozo eospacma

ITocne BBeneHMs cyrammajekca mpu Haimuuuu 2 orBeToB B pexume TOF ctumynsauuu Ha ¢done
OJI0KaJbl, BHI3BAHHON POKYpOHHUS OpOMHUIOM, TOJHOE BPEMSI BOCCTAHOBJIECHUS HEHPOMBIIICYHON
npoBoaumoctu (otHomeHue T4/Timo 0,9) y B3pocneix marueHToB (18 — 64 roma) cocraBisieT B
cpenHeM 2,2 MUH, Y MOKUJIBIX MalueHToB (65 — 74 rona) — 2,6 MUH U y OYEHb MOKHIIBIX TAIlHEHTOB
(75 ner u Gomnbiie) — 3,6 muH. HecMOTpst Ha TO, 4TO BpeMsi BOCCTAHOBIJICHHSI HEHPOMBIIICYHOMH
MIPOBOAMMOCTH y MOXKHIIBIX MAllMEHTOB HECKOJBKO OOJbIlEe, A03bl CyraMMajieKca peKOMEHAYI0TCs
TaKue ke, KaK U JUIsl B3POCIIBIX MAlMEHTOB OOBIYHON BO3PACTHOM TpyMIIbI (CM. pasnen 4.4.).
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v MNanuCHTOB C OXUPCHUCM, BKIIIOYAsA MHNAWCHTOB C IMATOJOTMYCCKHUM OXHUPCHUCM, pacCdCT J03bI
cyraMmMagcKkca AOJIKEH OCYIICCTBIIATHCA UCXOIA U3 (I)aKTquCKOﬁ MacCcChl T€Jia. Hy}KHO cJIea0BaThb
PECKOMCHAYCMBIM N03aM, NPCIJIOKCHHBIM IJI B3POCJIbIX IMAIIMCHTOB.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCTbIO

Y TalnueHToB C JIETKUM M YMEPEHHBIM HapymieHHeM (QYHKIUH IEYECHH PEKOMEHIYEMBbIC 03I
mperapara OCTarTCs TAKHMMU XK€, KaK 'y B3pPOCIIBIX AIIMEHTOB, TOCKOJIBKY CyraMMaJIeKC BHIBOIUTCS
TJIaBHBIM 00pa3zoMm modkamu. M3-3a HEAOCTATOYHOCTU JAHHBIX 1O MPUMEHEHHUIO CyramMMajeKca y
MAIMEHTOB C TSHKEJIBIMHU HApYIICHUSIMHU (YHKIIUH ITEYCHU U B CIy4asix, KOr/ia HapymieHne (yHKIHN
MEYCHHU COMPOBOXKIACTCS SBICHUSMHU KOATyJIOMATHH, TPUMEHSATh CYyraMMaJIeKC PEKOMEHIyeTCS C
0Cc000# 0CTOPOKHOCTHIO (CM. pazzein 4.4.).

CTHU

JlaHHBIE 10 NPUMEHEHHIO CyraMMaJeKca y IeTel orpaHudyeHbl. VIMETCs NaHHBIE O BBEICHHUHU
npernapara Juis yCTpaHEHUs HEHPOMBIIIEYHON OJOKazbl, BEI3BAHHOW POKYpPOHHUS OpOMHUIOM, TpU
NOSIBJICHUH 2 0TBETOB B pexxume TOF ctumynsanuu.

Jemu om 2 nem u noopocmxu

g ycTpaHeHUs HEMpPOMBIIIEYHOW OJIOKaJIbl, BEI3BAHHON POKYPOHHUSI OpPOMHJIOM, B CTaHIApTHOM
KJIIMHUYECKON MTPAKTUKE Y JETeH U MOAPOCTKOB (2 — 17 neT) pekoMeHIyeTcsl BBOJUThH CyraMMaJIeKe
B 7103¢ 2 MI/KT (ipu Hainuuuu 2 oTBeToB B peskume TOF crumymsiiyn).

Jlpyrue CcUTyallili BOCCTAaHOBJICHHS HEWPOMBIMICYHOW MPOBOJUMOCTH, BCTpPEYAIOUIHECS B
CTaHJIaPTHOW MPAKTHUKE, HEe ObUIM M3YYEHBI, IOATOMY B STHUX CIy4asX MPUMEHSITh CyraMMaJieKc He
PEKOMEHAYETCS A0 TOXYYCHHUS TOCIEAYIONINX TaHHBIX.

DKCTPEHHOE BOCCTAHOBJICHUE HEMPOMBIIIEYHOW MPOBOJUMOCTH IPH BBEJCHMM CyramMMajeKkca y
JeTel OT 2 JIeT M MOAPOCTKOB MCCIIEJOBAHO HE OBUIO, M MOATOMY B ATHX CUTYallUsX MPUMEHEHHE
npernapara He PeKOMEH]IyeTCsl 10 MOJTy4eHHsI TOCIeyOIUX JaHHbIX.

JInisi TIOBBIMIEHHSI TOYHOCTH JO3WpOBaHMs y jaereil mpemapar Cyrammanekc-TeBa B JI03UPOBKE
100 mr/mi, MoxxHO pazBecTH 10 10 mr/mi (cM. paznen 6.6.).

Jlemu 0o 2 nem

HMmeeTcs orpaHUYeHHBIN ONBIT IPUMEHEHMSI CyTraMMaJieKkca y JeTed B Bo3pacte oT 30 nHel a0 2 aer
U HET OIbITa NPUMEHEHUs Yy HOBOpPOXJIEHHBIX (10 30 nHeil). B cBs3u ¢ 3TUM npuUMeHeHue
cyramMmaZiekca y JaHHOM I'PYIIIbl NAlMEHTOB NMPOTUBOIIOKA3aHO O MOJYYEHHS JOMOIHHUTEIbHBIX
KJIIMHUYECKUX JaHHbIX.

Cnoco0 nmpuMeHeHus

BnyTtpusenHo.

Cyrammajiekc IpUMEHsIeTCs BHYTPUBEHHO CTPYWHO B BHJI€ OJHOKPATHOH OOJIIOCHOW MHBEKIINH,
KoTopasi BBoAUTCcs B TedeHue 10 cexyHa B cucTeMy JUisi BHYTPUBEHHOT'O BBEJICHUSI.

[Ipenapar Cyrammanekc-TeBa MOXKeT ObITh BBEJICH B OJJHY CUCTEMY JJIsi BHYyTPUBEHHOTO BBEICHUS
BMECTE C UH(QY3HOHHBIMU PaCTBOPaMH.

Jns npumeneHus y gereit mpemapar Cyrammanekc-TeBa moxno passectu 0,9 % (9 mr/mon)
pacTBOPOM HaTpHsl XJI0pHaa A0 KOHIeHTpauuu 10 mMr/mi.

MHCcTpyKIMK 110 IPUTOTOBIIEHHUIO JIEKAPCTBEHHOTO TIpENapara nepes IpUMEHEHUEM CM. B pazfene 6.6.

4.3. IIpoTuBONOKA3aHUSA

e [Wmep4YyBCTBUTENBHOCTh K CyraMMaJeKCy WJIM K JI0O0OMy W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEUNCIICHHBIX B pazzene 6.1.

e Jletu ;o 2 ner.

e Tspkenple HapymIeHUs PYHKITMU TTOYeK (KIHpeHC KpeaTnHuHA < 30 MJI/MUH) W/WIH TIEYEHU.
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4.4. OcoOble yka3aHus U MepbI IPeJI0CTOPOKHOCTH IIPH I[pllgkre: el o

Oco0ble yKa3zaHus

B 00bI4HOM aHECTE3MOJOTHYECKON MPAKTUKE MPH KUCIIOJIb30BAHUM HAPKO03a, COMPOBOXKIAIOLIETOCS
HEHPOMBIIIEYHON OJ0KaI0H, peKOMEH IyeTCcs HAOIIOIeHUE 3 MAIUEHTAMU B ITOCIICONEPAIMOHHBIN
MEepPHUOJ] Ha TIPEIMET Pa3BUTHS HEOIArONPUATHBIX SIBJICHUI, BKIIOYasi TIOBTOPHYIO HEHPOMBILIEYHYIO
Omokamy.

Monumopune ovixamenvbHol hyHKyuu 60 8pems 60CCMAHOBLEHUSL HEUPOMIULEYHOU NPOBOOUMOCTIU
[TpoBOANTh WMCKYCCTBEHHYIO BEHTHJISAIUIO JIETKMX HEOOXOJMMO O TOJTHOTO BOCCTaHOBIICHUS
aJICKBAaTHOTO CaMOCTOSITEIILHOTO JIBIXaHUs IOCIE YCTpaHEHHs HeHpoMblmiedHo Oiokansl. Ecmu
Jake TPOM3OILIO TIOJHOEC BOCCTAHOBJIICHHE HEUPOMBIIICYHOW MPOBOAMMOCTH, ApPyTHE
JICKApCTBEHHBIE TIpenapaThl, KOTOPbIC MPUMEHSUIUCh B TEPU- U TOCICONEPAMOHHBIA TTEPHO/IBI,
MOTYT YyTHETaTh JbIXaTeNbHYI0 (QYHKIUIO, W TI03TOMY MOXET IOTpeOOBaThCS MPOIJICHHAS
WCKYCCTBEHHAsI BEHTHIISIUS JICTKHX.

Ecmu nocie skerybanuy MoBTOPHO pa3BUBACTCs HEHpOMBIIIeUHas 0J0Kaaa, HEOOXOIMMO BOBpEMS
00ECIEeYNTh aJICKBATHYIO BEHTUJISIIIUIO JICTKUX.

Bruanue na cemocmas

B uccnenoBanusx Ha j00poBosbLIaX 03Bl cyraMmazekca 4 wMmr/kr u 16 mr/kr
BBI3bIBAIM MIPOJIOHTAIIMI0  CPEIHEMAKCHUMAJIbHBIX 3HAUEHUH  AKTHBMPOBAHHOI'O  YaCTHYHOI'O
TpOMOOIUIACTUHOBOTO BpeMeHu Ha 17 % u 22 % COOTBETCTBEHHO, a 3HAYEHUSI POTPOMOMHOBOTO
Bpemenn (MHO — wmexnayHaponHoe HOpManu3oBaHHOe oOTHouieHue) — Ha 11 % wu 22 %
COOTBETCTBEHHO. JlaHHas  oOrpaHMYeHHas MPOJIOHTaLUs  AKTUBHUPOBAHHOIO  YAaCTUYHOTO
TPOMOOIIJIACTUHOBOI'O BpeMeHu U mnpoTrpomOuHoBoro BpemeHu (MHO) mmena kpaTkocpouHbIi
xapakTtep (< 30 MuH).

Ananu3 knuHu4eckoi 6a3pl AaHHbIX (N = 3519) nokaszan, 4To KJIMHUYECKH 3HAYMMOTO BIIMSHUS
cyramMMajiekca, IpuMeHsIeMOoro B BUJIe MOHOTEpAMM MM B KOMOMHAIIMY C aHTUKOAryJIsSHTaMH, Ha
4aCTOTY MEPH- WU MOCJIEONEPALNOHHBIX KPOBOTEUEHUH HE HAOII0AAI0Ch.

B nccnenosanuu ¢ yuactuem 1184 nanueHToB, MOABEPIIINXCS XUPYPTHUECKOMY BMEIIATENIBCTBY U
MOJIy4aBIIUX COMYTCTBYIOLIYIO TEpPAIMI0 AHTUKOATyJISTHTaMM, HaOJIOAAOCh HE3HAUYUTEIbHOE U
TPAH3UTOPHOE MOBBIINIEHUE AKTHMBHPOBAHHOTO YAaCTUYHOTO TPOMOOIUIACTUHOBOTO BpPEMEHHM U
nporpoMbuHoBoro BpemeHu (MHO), cBsi3aHHOE C NpUMEHEHMEM CyramMmajaeKkca B J03MpPOBKE
4 Mr/Kr, KOTOpO€ HE MPHUBOAMIIO K MOBBILIEHUIO PUCKA KPOBOTEUYEHUS IO CPAaBHEHHIO C OOBIYHBIM
JICUCHHUEM.

B skcnepumenTax in vitro 6610 OOHApY)XEHO JOMOJIHUTENBHOE YBEIMUYEHHE AKTHMBMPOBAHHOTO
YaCTUYHOTO TPOMOOIUIACTUHOBOIO BpPEMEHU U MIPOTPOMOMHOBOIO BPEMEHHM MpU NMPUMEHEHUU
cyraMMajziekca C aHTaroHucramMu BuTamuHa K, HedpakIMOHHMPOBAaHHBIM TIeMapUHOM,
HU3KOMOJIEKYJISIPHBIMU Te€lIapUHAMU, PUBAPOKCAOAHOM U 1a0UTaTpaHOM.

[Ipyarmass BO  BHMMaHUE  KpPaTKOBPEMEHHBIM  XapakTep  OrPaHMYEHHOTO  YBEIMYEHUS
aKTUBUPOBAHHOTO YAaCTUYHOTO TPOMOOIJIACTUHOBOTO BPEMEHM W HPOTPOMOMHOBOIO BPEMEHH,
BBI3BAHHOTO CYraMMaJeKCOM (B BHJE MOHOTEpAllMM WJIM B KOMOMHALMU C BBILIIEYKa3aHHBIMU
AHTUKOAryJISHTaMH ), MaJIOBEPOSITHO, UTOOBI CyraMMaJIeKC yBEIMYUBal PUCK KPOBOTEUEHHUI.
ITockonbKy pHCK BO3HHUKHOBEHHUS KPOBOTEUEHHs HE H3ydasics CHUCTEMHO IPH BBEJCHHMM Oolee
BBICOKMX, 4eM 4 MI/KI /103 CcyramMmajiekca, I0Ka3aTeld KOoaryJsluu CJeQyeT TIIAaTeIbHO
KOHTPOJIMPOBaTh B COOTBETCTBUM CO CTaHAAPTHOM KIMHUYECKOW MPAKTUKOM y NAIMEHTOB C
JTUarHOCTUPOBAaHHBIMU KOAryJomaTUsIMM W Yy MAalMeHTOB, TNPUHUMAIOMIMX AaHTHUKOATYJISHTBHI
U cyraMMajiekc B f03e 16 mr/kr.

VY nanuMeHTOB, MOJYYaBIIMX CTaHAAPTHYIO MOCTONEPALMOHHYIO MNPO(UIAKTUYECKYIO TEpaIUio
AHTHUKOATYJIIHTaMH, (papMaKkOJIWHAMHUYECKOE B3aUMOJICHCTBHE HE MUMENIO KIIMHUYECKOTO 3HAYCHHUS.
Crnenyer mposiBIATh OCTOPOXKHOCTH NPH MPUMEHEHUHU CyraMMajieKca y MAlMeHTOB, MOIy4aroLIiX
TEPANUI0 AHTUKOAryJIsHTaMHU WM I[OJy4aBIIMX €€ paHee. |IOBBIIEHHBI PHUCK pa3BUTHSA
KPOBOTEUEHHH MOKET HaOII0aThes y CIEAYIOIMUX NallueHTOB:
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(NOCNENOBATENEHL
e C HacienCcTBeHHBIM neduruTom BuTaMuH K-3aBUCHMEBIX (aKTOPOB cﬁ%DTILIBaHI/IH Kp

® C KOaryJonaTHsIMU B aHaMHE3E;
® [PUHUMAIOLIUX NTPOU3BOJHBIE KyMapuHa U nMeromux MHO Beiue 3,5;

® NPUHHUMAIOLINX AaHTUKOATYJISTHTHI U CyraMMaJIeKC B 103€ 16 MI/KT.

Ecnu npuMeneHne cyraMMaziekca Bce e HeoOX0IMMO, TO aHECTE3HOJIOT TOJKEH OLEHHUTD IOJIb3Y
IIPUMEHEHHUSI CyraMMaZIeKca U PUCK Pa3BUTHs KPOBOTECUEHUs, IPUHUMAsi BO BHUMAHHUE Pa3JINYHbIC
(akTops! (KPOBOTEUCHHS B aHAMHE3€, BUJ XUPYPTrHUECKOT0 BMEIIATEeIbCTBA). Takke y MalnueHToB,
BXOJILINX B TPYIIy PUCKAa Pa3BUTUS KPOBOTEUCHM, HEOOXOIUMO KOHTPOJIUPOBATH MapaMeTpbl
reMocTa3a U CBEPThIBAEMOCTH KPOBH.

Bozobrosnenue netipomviueurnoti 610Kadvl

B KIMHHYECKHMX  HCCICNOBAaHUSX C  ydYacTHEM  TAIMCHTOB,  TOJYYaBIIMX POKYPOHHS
OpoMH WM BEKypOHHsSI OpOMHUJA, TpU NPUMEHEHUU CcyraMMmajekca B J103€, MOKa3aHHOW IS
COOTBETCTBYIOIIEH TIIyOWHBI HeHpoMblmedHoi Onokaner (N = 2022), yactora BO30OHOBIICHUS
HEPBHO-MBIIIEYHON OJIOKaJbl, KOTOpasi OLIEHHWBANIACh C MOMOIIBI0 MOHUTOPUHTA HEUPOMBIIICYHON
MPOBOJIMMOCTH WJIM KIMHUYECKHX JaHHbIX, cocTtaBiasuia 0,20 %. IlpumeHeHue 103 HUXKE, YeM
PEKOMEH/IOBAaHHBIE, MOXET MPHUBECTH K YBETUYCHUIO PHCKAa BO30OHOBIEHUS HEMPOMBIIICUHOM
OJIOKaapl TIOCTE TEPBUYHOTO BO30OHOBICHUS HEHPOMBIIICYHON IMPOBOJUMOCTH W TOITOMY
He pekoMeHayercs (cm. pasaen 4.2. u pazaen 4.8.).

Ilpomesicymku epemenu, uepe3 KOmMopvle MOMCHO NOBMOPHO 6800UMb MUOPENAKCAHMbL NOCIe
80CCMAHOGIEHUSL HEUPOMBIULEYHOU NPOBOOUMOCU C NOMOWbIO CYeamMmaoeKkca

[ToBTOpHOE BBEIEHUE POKYPOHUS OpoMHJIa WJIM BEKYPOHHS OpOMHAA TOCIE TPUMEHEHUS
cyrammajekca (10 4 MIr/Kr) BO3MOXKHO Yepe3 CIAeAYIOLIUE MPOMEKYTKH BPEMEHU:

MunuMaJabHBIA Muope/iakcaHT 4 1032 1JIS BBeAeHUS

MPOMEKYTOK BpeMeHH

5 MMH 1,2 MI/Kr pokypoHusi 6pomuia

44 0,6 mr/kr pokyponust Opomuia uiau 0,1 MI/Kr BeKypoHusi Opomuia

ITpu BBeneHUM pokypoHHst Opomuzaa B o3e 1,2 mr/kr B TeueHue 30 MUH MOCJ€ BOCCTAHOBJICHUS
HEHPOMBIIIEYHONH MPOBOAMMOCTH TIOJ JACHCTBUEM CyraMMajJeKkca MOBTOPHOE BO3HMKHOBEHHE
HeHpoMBbIIIeYHOH OJ0Kaabl MOXXET BO3HUKaThb C 33J€pP)KKOM HpUMepHO a0 4 MHH, U
MIPOJOJIKUTENBHOCT HEHPOMBIILIEYHON OJI0OKabl MOKET COKPATUTHCS MPUOIU3UTENBHO 10 15 MUH.
OcHOBBIBasACh Ha (papMaKOKMHETHYECKON MOJAEIH, MPOMEKYTOK BPEMEHH, Yepe3 KOTOPBIH MOXKHO
noBTOpHO BBOJUTH 0,6 MI/Kr pokyponust 6pomuaa unu 0,1 Mr/Kr BeKypoHHs OpoMuja Imocie
MPUMEHEHHS CyraMMa/ieKca MalMeHTaM C JIETKMMHU WM CPeTHUMH HapyUIeHUsMHU (QYHKIIMU MOYEK,
JOJKEH cOCTaBisITh 24 4. B ciydae ecnu tpedyercst 6ojee KOPOTKUN MPOMEKYTOK BpEMEHH IS
BO300HOBJICHHUSI HEHPOMBIIIEYHON OJOKaJbl, /1032 POKYpPOHHs OpoMHIa JOJDKHA COCTaBIISATH
1,2 Mr/kr.

IlosmopHoe 66edeHue pOKYpOHUSL OpoMUOA UMU BeKYPOHUS OpoMuda Rnocie HemMedleHHO20
ycmpaHenusi Heupomviuednou o1oxaovwl (16 me/ke cyeammadexca)

B penkux ciydasx, Korga HEOOXOAMMO HEMEIJICHHOE YCTPaHEHHWE HEHPOMBIIIEYHOTO OJI0Ka,
PEKOMEHIYEMBIN MPOMEXKYTOK BPEMEHH JJIsi TIOBTOPHOTO BBEJCHHS MHOPEIAKCAHTOB COCTABIISET
24 4.

Ecmu BO3HHMKaeT HEOOXOAMMOCTh B HEHPOMBIIIEYHON OJIOKaae 10 HMCTEUCHHS 3TOTO BPEMCHH,
JOJKHBI IPUMEHSATHCS HECTEPOUTHBIE MHOPEITAKCAHTHI.

Hauano peiicTBusl JCTIONSAPU3YIONMIETO MHOpPEIaKCaHTa MOXET ObITh 00Jice MEUICHHBIM, 4YeM
MPEIoIaracTcs BCICICTBUE TOTO, YTO 3HAYMTENbHAS YacTh MOCTCHHANTHYECKUX HHUKOTHHOBBIX
PELIETITOPOB MOKET OBITH BCE €IIIE 3aHATa MUOPEIIAKCAHTOM.
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Cyrammaziekc He peKOMEHAYETCs K IPUMEHEHHUIO Y MAIMEHTOB C TsHKEJIBIM HapYIICHUEM MOYEeYHOU
(GyHKIIUH, B TOM YHCIIE Y MAllMEeHTOB, KOTOPHIM HEOOX0IMMO MPOBeIeHUe Tuanusa (cM. paszaen 5.1.).

Bzaumooeticmeus, 0bycrosnennvle Onumensbubim Oeticmeuem poKypOHUs OpomMuda uiu 8eKypOHuUs.
bpomuoa

B ciiydae npuMeHeHHs B IOCTOIIEPAMOHHOM TIEpHOJIE MPENapaToB, NOTEHIIMAIBHO BIUSIOMINX HA
HEHPOMBIIIICYHYIO OJIOKaIy, ClemayeT oOpaTuTh 0cO00€ BHUMAaHHWE HAa BO3MOXHOE BO30OHOBIICHHE
HEHPOMBIIIICYHOH OIIOKAIbI.

Taxoke ciemyer oOpaTHTh BHHUMaHHE B MHCTPYKIMH 10 MPUMEHEHUIO POKYpPOHHUs OpOMHIA HITU
BEKYpOHHsI OpOMH/Ia Ha CITUCOK IPErapaTroB, KOTOPbIE MOTEHIMPYIOT HEHPOMBIIICUYHYIO OJIOKaTy.
Ecnmu  waOnromaercsi BO30OHOBJICHHWE HEHPOMBIIIEYHOW  OJOKampl, MOTYT MHOTpeOOBaThCs
MCKYCCTBEHHAsI BEHTHIISALIUS JIETKUX M IOBTOPHOE BBEJICHUE CyraMMaIeKca.

WNudopmanus o Apyriux BOZMOKHBIX THIIAX B3aUMOACHUCTBUS (110 THITY CBSI3bIBAHUS WA BHITCCHEHHS )
npescTaBieHa B paszene 4.5.

llosepxnocmuasn anecmesus

Korga BoccraHOBIEHME HEMPOMBIIIEYHOM IMPOBOAMMOCTH IIPOBOJMIIOCH HAMEPEHHO B XOJ€
aHecTe3uH (BO BpeMsl KIIMHUYECKUX UCCIIeI0BaHU ), U3peaKa OTMEYAINCh TPU3HAKH ITOBEPXHOCTHOM
aHecTe3UH (IBUKEHMUS, Kallleslb, IPUMAchl, BTATMBAHUE 3HI0TPAaXeaIbHOU TPYOKN).

Ecnu ycrpanenue HeMpoMbllieuHOW OJO0Kajbl MPOU3BOAUTCS BO BPEMs INPOBEICHUS AHECTE3HH,
MOJKET MOTPeOOBaThCS BBEJCHUE JIOTIOTHUTEIBHBIX 103 AHECTETUKOB U/ OMTHOUIOB.

Buipasicennasn bpaouxapous

B penxux ciydasx BeIpakeHHasi Opaaukap/usi Habaroaanach B TEYCHHE HECKOJIBKHX MUHYT TOCIe
BBE/ICHUSI CyraMMa/ieKca JUIsl yCTPaHEHUS] HEPBHO-MBIIICYHON OJIOKaIbI.

Onucanbl €JMHUYHBIE ClTyyau OpaJuKapAuU ¢ OCTaHOBKOW cepaua (cM. paszzaen 4.8.). [lanuentam
CIIeyeT TIIATEJIbHO KOHTPOJIUPOBATh COCTOSHUE IeMOAMHAMHUKU BO BpEMS M IOCJIE yCTpPaHEHUS
HEPBHO-MBIIIEYHOW  Onokansl. JledeHWe aHTHXONMHEPTMYECKHMMH  IIperapaTtaMd, TaKHMHA
KaK aTpOINHH, ClIeAyeT Ha3Ha4yaTh, €CIM HAOMI0AaeTCsl KIIMHUYECKH 3HauuMasi Opaukapus.

Hapywenue ¢ynxyuu nevenu

Cyrammanekc He MeTaboiM3upyeTcsi B II€YEHM, I103TOMY HCCIIEOBAaHUS Ha MAIMEeHTaxX C
HapyluleHHON (QYyHKIMEH reyeHu He mpoBoAWiuCh. [Ipum mpuMeHeHuu npenapara y HalUEHTOB C
TSOKEJBIMU HapyIIEeHUSIMU (DYHKIMM MIEUYEHH ClleyeT coO0Ir0AaTh 000y OCTOPOXKHOCTb. B ciaydae
€ClIi HapylleHHe (YHKIMM ME€YEHH COMPOBOXKIAETCS SBICHHUSAMH KOaryJonaThH, CM. HOJpa3zaes
«BnusiHue Ha reMocTas» B pazzaene 4.4.

IIpumenenue cyeammaoexca 6 yCi08UsAX UHMEHCUGHOU mepanuu
[IpumeHeHne cyramMMmajekca y NalMeHTOB, MOJYYaBIIUX POKYPOHHS OpOMU MIIM BEKYPOHHUS
OpoMHJI B yCIIOBUSIX OT/AEJICHUSI HHTEHCUBHOM Tepanuu, He U3y4aioch.

Ilpumenenue cyzammaoexkca 01 YCMpPAHeHUs HeupoOMbluleyHou OI0KAObl, 6bI36AHHOU OpyeUMU
Muopenakcanmamu (He poKypoHust OpoMuUOOM Ul 8eKypoHUsi OPOMUOOM)

Cyrammajiekc He JOJKEH IPUMEHSTHCS I YCTPaHEeHU s 0JI0Ka1bl HEHPOMBIIIIEUHOM TPOBOAUMOCTH,
BBI3BAHHON TaKMMHM HECTEPOMJHBIMH MHOpENaKCaHTaMHU, KaK CYKCAMETOHMM WM COeIMHEHUs
OCH3UIM30XUHOJIMHOBOIO ps/a.

CyramMMaJekc He JOJKEH NMPUMEHSTHCS Ul YCTPaHEHUsS HEHMpOMBIIIEUHOM OJI0Kajbl, BHI3BAaHHON
JIPYTUMH CTEPOUIHBIMH MHOPEIAKCAHTAMH, OTJIMYHBIMH OT POKYPOHMs OpOMHIa UM BEKYpPOHUS
OpoMua, TOCKOJIBKY aaHHble 00 3(dekTuBHOCTM W 0€30MaCHOCTH JUIsl TaKOTO MPUMEHEHUS
OTCYTCTBYIOT. ECTh TONBKO OrpaHMUYEHHBIE JaHHBIE IO YCTPAHEHUIO OJIOKaJbl HEHPOMBIIICYHON
MIPOBOAMMOCTH, BbI3BAHHON NaHKypOHUS OpOMHUAOM, OJHAKO HMX HEJOCTATOYHOE KOJIUYECTBO
HE NI03BOJIIET PEKOMEHI0BATh CYTraMMaJIeKC JJI1 BOCCTAHOBIIEHUS HEMPOMBILIEYHON POBOJANMOCTH
B ClTy4ae MPUMEHEHHsI 3TOr0 MUOPEaKCaHTa.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IIpn cocTosiHUSX, CBA3aHHBIX C YJUIMHEHHEM BpPEMEHU LUPKYJSALUU (CepAedHO-COCYAUCThIE
3a00JieBaHus, MOXKWION Bo3pacT (cM. pazgen 4.2. AJid NAIMEHTOB MOXHJIOTO BO3pacTa), OTEYHOE
COCTOSIHUE (HAaIIpUMeEp, B CBA3H TDKEJIBIM HAapyIICHWEM (YHKIHUU TIEYEHH)) BPeMsl BOCCTaHOBIICHUS
HEWPOMBIILIEYHOUN POBOJAMMOCTHA MOXKET YBEJIMUMUBATHCS.

Peaxyuu cunepuyscmeumenvrnocmu
Bpau gomkeH ObITh TOTOB K MOSIBIICHHIO BO3MOXHBIX PEAKIUil THIICPUyBCTBUTEIBHOCTH U JIOJDKCH
COOTIOaTh HEOOXOIUMBIC MEPHI TIPEOCTOPOKHOCTH (CM. paznen 4.8.).

BcnomorarenpHBIe BEISCTBA

Hampuu
[Ipenapar Cyrammanekc-TeBa comepkut MeHee 1 MMoutb (23 Mr) HaTpust BO 1akoHE 00bEMOM 2 M,
TO €CTh, IO CYTH, HE COJEPKUT HATPUSI.

Jannblii npenapat cofepxkuT 9,7 mr Hatpus Ha 1 mi pactBopa. Ecnu Hy>kHO BBecTu Oonee 2,4 mi
pacTBopa, TO ITO CJIEIYET YYUTHIBATh y MAlMEHTOB, HAXOISAIIMXCS HA JIUETE€ C OTPAaHUYEHHBIM
noTpediieHneM HaTpus.

4.5. B3aumojaeiictBie ¢ JAPyrdMH JIEKADCTBEHHBIMHM TMpenapaTtaMd W Jpyrue BHAbI
B3aMMOJAEHCTBUSA

WNudopmanus, npeacraBieHHas B JAHHOM pasielieé O CIOCOOHOCTU CBSA3BIBAHUS CyraMMajiekca C
IPYTHMU JIEKaPCTBEHHBIMHU CPEICTBAMU, MOy4YeHa Ha OCHOBAHUH JTOKJIMHUYECKUX U KIMHUYECKUX
WCCIICIOBAHHM, a TAK)KE MOJCIMPOBAHMUS, C yUETOM (hapMaKoInHAMHUECKUX 3P (PEKTOB OIOKATOPOB
HEHPOMBIIICYHOW TIPOBOTUMOCTHU M (PapMaKOKHHETHYECKOTO B3aMMOJICHCTBUS MEKIY OJIOKaTOpamMu
HEHPOMBIIIEYHON TPOBOAMMOCTH M cyrammajgekcoM. He okumaercsi KIMHUYECKH 3HAYUMOTO
(bapMakoIMHAMHUYECKOTO B3aUMOAECHCTBHS CyraMMaieKca ¢ PyTUMHU JIEKapCTBEHHBIMU CPECTBAMH,
32 HCKIIOYEHHWEM KJIMHUYECKH 3HAYUMOro (hapMakoJAMHAMHYECKOTO B3aUMOICHUCTBUS  C
JIeKapCTBEHHBIMH CPEJICTBAMMU:

® A TOpCMI/Iq)CHa 151 (by3H,[[OBOI>i KHUCJIOTBI HC HCKIIFOYAKOTCA B3aHMOHeﬁCTBHH 110 TUITY BBITCCHCHUSA
(KJ'[I/IHI/I‘IGCKI/I 3HA4YUMOC BSaHMOHeﬁCTBHG I10 TUITY CBA3bIBAHHWA HE O)I(I/I}laeTCSI);

¢ JIJIsI TOPMOHAJIBHBIX KOHTPAUCITUBOB HC MCKIIOYACTCA BO3MOXKHOCTD BSaHMOﬂeﬁCTBHﬂ 1o TUITY
CBA3bIBAHHA (I(J'II/IHI/I‘IGCKI/I 3HAaYUMOC B33.PIMO,Z[€I>’ICTBI/IC I10 TUITY BBITCCHCHUA HEC O)KI/II[aeTCSI).

BSaHMO}IGﬁCTBI/Iﬂ, IIOTCHIHWAJIbHO BJIMAKOIIMC HaA Bd)d)CKTI/IBHOCTB cyraMmmMaJiIcKkca (CM. TAKXKC
paznen 4.4.)

Topemughen

TopemudeH, KOTOpbIi MMEET OTHOCHTEIHHO BBICOKYIO aPUHHOCTH C cyraMMmaaeKkcoM U s
KOTOPOTO BO3MOXKHO BO3HHUKHOBEHHE OTHOCHUTEIHHO BBICOKOW TIIJITA3MEHHOW KOHIIEHTpPAIIUH,
CIOCOOEH B HEKOTOpPOH CTEMEHH BBITECHSTH BEKYpPOHHUS OpOMHJI WIM POKYPOHUS OpoMuUa U3
KoMIUIekca ¢ cyrammanekcom. [lostomy BocctanoBineHue otHomieHust T4/T1 mo 0,9 MoxeT OBITH
3aMeJICHO Y MAIMEHTOB, KOTOPBIE MONydain TopeMUu(eH B IeHb OMepallnu.

Dy3udosas KUCI0mMa npu 6HYMpPUEEHHOM 66€0eHUU

BBenenve Qy3umoBoil KUCIOTHI B MPEIONEPAMOHHOM IEPHOJE MOXKET MPUBECTH K HEKOTOPOM
3agepxkke BocctaHoBieHuss TOF (T4/Ti) ornomenuss no 0,9. OmHako B moOcCieoneparioHHOM
MepHojie He TMPEINOoNaraeTCs pa3BUTUS PEeKypapu3allii, TOCKOIbKY CKOPOCTh HH(Y3UU (Dy3uI0BON
KHUCJIOTBHI COCTaBJIsIeT 00JIee HECKOJIBKIX YacOB, a €€ KyMYJISIIIUS B KPOBH — Ooiiee 2 — 3 THEH.
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B3auMoeNCcTBUSA, NOTCHUUAIBHO BIAMAIONIME Ha B(bC)eKTI/IBHbl(_IITL 'n—tgvt:ﬁ perrapléTOB (M. Takske

paznen 4.4.)

I'opmonanvHvle KoHmpayenmuebl

B3anmMopeicTBre MEX Ty CyraMMaJieKcoM (4 MI/KT) ¥ IPOTECTEPOHOM MOXKET MIPUBECTH K CHUKECHHUIO
skcno3unuu nporecrepona (34 % AUC), koTopoe nogo0HO CHUXKEHUIO, HaOI0JaeMOMY TIPH IIpUeMe
CYTOYHOH J103bI IEPOPAILHOTO KOHTPALIETITHBA Ha 12 4acoB M03Ke 0OBIYHOTO, YTO, B CBOIO OUepe/ib,
MOJKET NPUBECTU K CHUKEHUIO 3((GEKTUBHOCTH KOHTpauenuuu. s 3CTPOreHOB MOXKHO TaKXke
0XuaTh cHIKeHue s dexra. [losToMy BBezieHrne OOIIOCHOMN 103l CyraMMaIeKca pacCMaTPUBAETCS
KAaK OKBHMBAJECHTHOE OJHOW MPOMYLICHHOM CYTOYHOM [103€ IE€POPAIbHBIX T'OPMOHAJIBHBIX
KOHTPAIeNTHBOB (KOMOMHUPOBAHHBIX MIIM COAEPIKALINX TOJIBKO IporectepoH). Eciu nepopaibHbiii
KOHTpALeNTUB ObLI IPUHAT B ICHb IPUMEHEHUS CyraMMa/iekca, He00X0AMMO 00paTUThCS K pas3ieiny
MHCTPYKLHMU I10 IPUMEHEHUIO IEpPOpAIbHBIX KOHTPALENTUBOB, ONMUCBIBAIOIIEMY JAEUCTBUS IpU
IIPOITYCKE 03bI.

B ciiydae npuMeHeHus: FOpMOHAJIbHBIX KOHTPALIEITUBOB, UMEIOLIUX CII0CO0 BBEACHMSI, OTJIMYHBIHN OT
[IEPOPAJIbHOTO,  NAIUEHT  JOJDKEH  MCIIONb30BaTh  JOIOJHUTENBHBI  HErOPMOHAIbHBIN
KOHTPAICNITUBHBI METOJ] B TE€YCHHE MOCIEIYIOIUX 7 THEH M OOpaTHThCsA 3a MH(POpManuer K
MHCTPYKLIHAU IO IPUMEHEHUIO IaHHOTO KOHTPALCITHBA.

Bimsinue Ha 1a00paToOpHBIE MTOKA3ATENN

B nienom cyrammajekc He OKa3bIBaeT BIUSHUS Ha 1a00paTOpHbIe TeCThl. BO3MOKHBIM UCKITIOYEHHEM
SIBJISIETCSL TECT MO KOJUYECTBEHHOMY OIIPEJEICHUIO IMPOTeCTepOHa B CBHIBOPOTKE KpOBU (TIpH
KOHIIEHTpAllMU cyrammajiekca B miaazme kposu 100 MKr/mun).

CTHU

CrennanabHBIX UCCIEIOBAHUMA y AeTel MO M3YyYEHHUIO0 B3aUMOJCHCTBUS CyraMMajieKkca ¢ JAPYTUMU
JIEKapCTBEHHBIMU CPEICTBAMH HE MPOBOAMIOCH. [Ipy npuMeHeHnn npenapara y Jeteil Heo0XoIuMo
NpUHUMATh BO BHUMaHHWE JaHHbIE, TOMyYEHHBIE Y B3pOCIBIX, a Takke UH(HOPMAIIHUIO,
MIpEeACTABICHHYIO B pazzene 4.4.

Bo3MoXHBIE TUIBI B3aUMOACHCTBHUS

Bzaumooeiicmeuss no muny ceazvieanus

Bcenencteue BBemeHusi cyrammajniekca 3(G(eKTUBHOCTh HEKOTOPBIX JEKAPCTBEHHBIX IMpENnapaToB
MOXET CHU3HUTHCS W3-3a CHIKEHHUS MX (CBOOOJHOM) IJIa3MEHHOW KOHIEHTpamuu (cMm. pazzaen 4.5,
noapasaen «['opMoHanbHBIE KOHTpALENTHBBI»). B Takoil cuTyanuu HEoOX0IUMO JTHOO MOBTOPHO
BBECTH JIaHHBIM JICKAPCTBEHHBIM IMpemnapar, Ju00 Ha3HAUYUTh TEPareBTUUYECKU HKBUBAJICHTHBIN
JEKapCTBEHHBI  mpemapar  (MPEAMOYTUTENBHO  APYroro  XMMHUYECKOro  Kiacca) /Wi
COOTBETCTBYIOIIeEe HeapMaKOJIOTHIECKOE BO3ICHCTBHE.

Bzaumooeiticmsus ecnedcmeue vimecHeHUs MUOPENAKCAHMA U3 KOMNIEKCA C CYeaMMaOeKCoM
BCJ'IeI[CTBI/Ie BBCACHHUA HEKOTOPBIX JICKAPCTBCHHLIX MPEIAapaTOB MOCIIC MPUMCHCHUA CyraMMaJIcKca
TEOPETUYECKH POKYPOHHSI OPOMHUI ¥ BEKYPOHHUSI OpPOMHJT MOTYT OBITh BBITECHEHBI U3 KOMILIEKCA C
CyraMMajIeKCOM, B pE3yJbTaTe Yero MOXKET HaOI0JaThCs BO30OHOBJICHHWE HEHPOMBIIICYHOH
omokazpl. [TomobHOTO posia B3aMMOJICHCTBUS HAOIONAIOTCA TOIBKO C HEKOTOPBIMHU IMpernapaTaMu
(manpumep, Topemuderom, Gy3umoBoit KuciaoToi (cM. pazaen 4.5.)). B pesynbprate npuMeHeHUs
3TUX TPEernapaToB BO3MOXXHO BO300HOBIICHHE HEUPOMBIIIEUYHOW Oyokagel. B Takux ciydasx
HE0OX0UMO BO300HOBUTH TNPUMEHEHHE HCKYCCTBEHHOW BEHTWISAIMHU Jierkux. WHdy3noHHOE
BBEJICHUE Mpemnapara, MPUBEAIIETO K BRITECHEHUIO POKYPOHUS OpOMIJIa HITH BEKypOHHS OpoMuaa U3
KOMILIEKCa C CyraMMaJIeKCOM, JOJDKHO OBITh MTpeKpalieHo. B cirydae eciiu mpearonaraercsi pa3BUuTHe
BSaHMOHeﬁCTBI/Iﬂ I10 TUITY BBITCCHCHUA MTOCIIC MTAPCHTCPAILHOTO BBCACHUA APYTOIr0 JICKAPCTBCHHOT'O
npenapara (Kotopoe OBUIO CIETaHO B TeUeHHE 7,5 49 TMOcCie NPUMEHEHHS CyraMmajiekca),
HE00XO0IMMO TPOBOJMUTH IMOCTOSIHHBIN KOHTPOJIb (MIPHOIU3UTENBHO B TeUeHUe 15 MuH) 3a ypoBHEM
HEHPOMBIIIIEYHOH MPOBOJANMOCTH HA TIPEMET BBISIBIICHHSI TPH3HAKOB BO30OHOBIICHHS OJIOKA/IBI.
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npemnaparaM MOXHO OKHIATh:

e s Topemudena u Gy3ua0Boi KUCIOTHI HE UCKITFOYAIOTCS B3AUMOACHCTBHS TIO THUITY BBITECHEHUS
(KTMHUYECKU 3HAYMMOE B3aUMOJICUCTBHUE 110 TUITY CBS3BIBAHUS HE OKUJIAETCS);

¢ JIJI1 TOPMOHAJIBHBIX KOHTPAUCHTUBOB HC MCKIHOYACTCA BO3MOKHOCTD B3aHMOI[efICTBHH 0 TUIlY
CBA3bIBAHHA (KJ'II/IHI/ILIeCKI/I 3HaAa4YUMOC€ BSaHMOHCﬁCTBHC I10 TUITY BBITCCHCHUA HE O)I(I/I,I[aeTCﬂ).

Bzaumooeticmeusi ¢ anmuxoazynisinmamu

Bonee moapoOHbIE cBeIEHNS 0 BPEMEHHBIX YBEIIMUEHHUSX MApaMETPOB KOATYJISAIIUN, HAOJI01aeMbIX B
KIIMHUYECKUX HCCIICOBAHMAIX, a Takke 00 in Vvitro B3aUMOJCHCTBUU C aHTUKOATYJISHTAMH
CM. B nojipazaeie «Bnusinue Ha remoctasy pasnena 4.4.

4.6. PepTHIBLHOCTD, OEPEMEHHOCTD M JIAKTALMA

bepemeHHOCTD

Knunuyeckue uccienoBaHus 10 NPUMEHEHUIO CyraMMaJieKca C ydyacTueM OepeMEHHBIX JKEHIIUH
HE NPOBOAUIIHCE.

HccnenoBanuss Ha JKMBOTHBIX HE IOKa3aJld MPSAMOrO WM OIOCPEIOBAHHOIO MOBPEXKAOLIETO
JIeCTBUS Ha TeUeHUEe OEpEMEHHOCTH, pa3BUTHE IMOPHOHA/IIIIOA, PO/IBI U TOCTHATAILHOE pa3BUTHE.
[Ipumensts npenapar Cyrammaziekc-TeBa y OepeMeHHBIX KEHIIUH CIEAYET C OCTOPOKHOCTHIO.

JlakTanus

HewnsBecTHO, BBIAENSIETCS JIM CyraMMaJIeKC C MOJIOKOM y 4enoBeKa. MccienoBanns Ha KUBOTHBIX
IIOKa3aJI¥, YTO CYyTaMMAaJIeKC IIPOHUKAET B TPYTHOE MOJIOKO.

BcacbeiBanue MUKII0IEKCTPUHOB IIPU NpUEME BHYTPb HU3KOE U HE OKa3bIBaeT BIMSHMS Ha peOeHKa,
HaXoJALIerocs Ha TPYJHOM BCKapMIIMBaHMHM, IOCIE BBEJIEHHUS OOJIOCHOM J03bl cyrammajiekca
KOpMSILEH MaTepH.

IIpumensts npenapar Cyrammazekc-TeBa y >KEHIIMH B MEpUOJ KOPMIIEHHS TPYIBIO CIEAYET C
OCTOPO’KHOCTBIO.

DepTUIBLHOCTD

I/IsyquI/Ie BJIMAHUA CyraMMaJICKCa Ha (I)epTI/IJ'IBHOCTL Y 4CJIOBCKA HC MPOBOANIIOCH. I/ICCJ'ICI[OBaHI/IH
Ha JXUBOTHBIX HC ITOKa3aJIM HCraTUBHOI'O BIIMSAHMUA.

4.7. BiusiHue Ha CcHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAMHM M padorarTh
¢ MeXaHM3MaMH

Crnenyer wu30erarb BBINOJHEHHMsS MOTEHIMAIbHO OMNACHBIX BHUJAOB JEATEIBHOCTH, TPEOYIOLIMX
BBICOKON CKOPOCTH IICUXOMOTOPHBIX PEAKIUH, TAKMX KaK BOXKIEHUE TPAHCIOPTHOI'O CPEJACTBA WIH
YIIPABJICHUE MEXaHU3MaMU.

OTCYTCTBYIOT Kakue-I1M00 JaHHblE O BIMSHMM CyraMMaJeKkca Ha CIIOCOOHOCTh K BOKIEHHIO
TPaAHCIIOPTHOI'O CPEACTBA WIH YIIPABICHUIO MEXaHU3MaMHU.

4.8. HexxenraTenbHbIC peakuu

Pe3roMe HexxenaTeabHbIX PeAKIUi

be3onacHocTh cyrammaziekca Obljla OIIEHEHA B HCCIEAOBAaHUSAX ¢ ydacThueMm 3519 mamueHTOB ¢
MTOMOIIBI0 00BeIUHEHUs 0a3bl TaHHBIX TIO0 O€30MACHOCTH, TIOTYUYEHHBIX HA OCHOBAaHHH KIIMHUYECKIX
uccnenposanuit ¢az [ —I1I.

B moarpynme oOBeAMHEHHBIX IUIAIE00-KOHTPOIUPYEMBIX HCCIEAOBAHUNM, B XOJ€ KOTOPBIX
MalUeHThl TOJydYadd aHECTe3WI0 W/WiIu  OJOKATOphl HEPBHO-MBIIIECYHOW ITPOBOJUMOCTH
(1078 yyacTHUKOB ~ HUCCIE€OBaHHMS IO  BO3ACHCTBHIO  CyraMMajZiekca II0  CpPaBHEHHIO



ot 05.03 2026 N= 4341
¢ 544 yyacTHUKaMH B Tpymie 1iamne6o), Habmonamm cneﬂvmﬂﬂéﬁgﬁgéﬁigﬁgbgﬂm&:\/é 9%,

COOTBETCTBYET 2KCNEPTHOMY OTYETY

MAIMEHTOB, MOJYYaBIINX CyraMMaJIeKc, 4To, 0 KpaifHeill Mepe, B 1Ba pasa BBIIIC [0 CPABHEHHIO C
rpyIIon miamedo:

CucTeMHO-OpPraHHbII ITo0ouHOE nericTBUE Cyrammajexc Ilnaneoo
KJ1acC (mpeanoYTUTEIbHBIH TEPMHUH) N=1078 N =544
% %

Hapymenust co ctopoHnsl
JBIXaTEIbHON CUCTEMBI,
OpPraHoB I'PyAHOMN KIIETKU
U CPEOCTEHUs

Kamens 5 2

Ocllo)XKHEHHE B ABIXAaTCJIIbHBIX ITYTIAX

I10CJI€ aHECTE3NU 4 0
TpaBmbl, uHTOKCHKAIMKU | OCIIOKHEHHS aHECTE3UH 3 <1
U OCJII0KHEHUA NPOLUENYDP | ApTepualibHas TMIIOTEH3MU, 3 D)

BBbI3BaHHAs POLEAYPOH

[IponienypHbI€ OCIOXKHEHUS 2 1

B ximHMYecknx HUCCICIOBAaHUAX OCJIOXHCHHUA, Ha6JIIOIIaBHH/IeC$I BO BpEMA AaHCCTC3UM HIIU
XprpFquCKOﬁ nmpoucaypsl, 1 OIIMCAHHBIC UCCIICAOBATCIIEM C UCIIO0JIB30BAHUEM COOTBCTCTBYOIIUX
TECPMHHOB, ObLIU CTpynmupoBaHbl B COOTBETCTBHMHM C TIPHUBCACHHBIMHW HHWIKC KaTCropHuiaiMH
HCKCIIAaTCIIbHBIX HBHCHHﬁ, K BKIIOYaJIN:

Ocnooicnenus anecmesuu co CMopOHblL OP2aAHO8 ObIXAHUSL

OcCno’KHEHHsI CO CTOPOHBI OPTraHOB JIBIXaHUs, CBA3AHHBIE C AHECTE3UEH, BKJIIOYAJIU CONPOTUBIICHUE
SHAOTpaxeaJbHOM TpyOKe, Kalleab, HEOONbIIYyI0 JBUTATENbHYIO pEakKlHI0 Ha BBEACHUE
SHJI0TpaxeabHOM TpyOKu, peakuuto aktuBauuu L[HC Bo Bpemst Xupyprudeckoil mporenypsl,
Kalllelb BO BpeMsl BBEJCHHUS AaHECTE3UH WM BBIIIOJIHEHUS XUPYPIHUYECKOM Mpoueayphl WK
CIIOHTAHHOE JIbIXaHHUE MAaLlUEHTA, CBSI3aHHOE C aHECTE3UEM.

Ocrnoocnenusi npu nposeoenuy anecmesuu

[TosiBneHune ABUTATEIbHOW AKTUBHOCTH, KallUIs, TPUMAcC, BTSATMBAaHUE JHIOTpaxealbHOU TpyOKH
BO BpEMs MPOBEJCHUS AHECTE3WH WJIM BO BpPEMsI CaMOTO OIEPAaTUBHOIO BMEIIATEIHCTBA, UTO
OTpa)kaeT BOCCTAHOBJICHHE HEHPOMBIIIEYHON QYHKINH (CM. paznen 4.4.).

OcnooicHenus, 8vi36aHHble NPOBEOEHUEM NPOYEOYD
OcnoxHeHHsI, BBI3BAaHHBIE TPOBEACHHMEM IMPOLEAYp, BKIIOYAIOT Kalllellb, TaXWUKapulo,
OparKapInto, TBUKCHHUE U YBEITMICHHUE YaCTOTHI CEPICTHBIX COKPAIICHUN.

Onucanne HEKOTOPBIX HeXKENaTSAbHBIX PeaKIIUM

Bo3zobnosnenue netipomviueunou 610Kaobl

B xiuHMYeckMX — HCCNEIOBaHUSAX C  y4acTHEM  NAlMEHTOB,  MOJYYaBLIUX POKYPOHUS
OpoMU[ WM BEKYPOHHsI OpOMHJI, TIpH TNPUMEHEHHH CyramMmajgekca B J03€, MOKa3aHHOW Jis
COOTBETCTBYIOIIEH TIIyOWHBI HelpoMblmedHoi Omokanel (N = 2022), yacToTa BO30OHOBICHUS
HEPBHO-MBIIIEYHON OJIOKAJIbI, KOTOpasi OIEHWBAJIACh C IMMOMOIIHI0 MOHUTOPUHTAa HEUPOMBIIICYHOU
MIPOBOAMMOCTH WIIM KITMHUYECKHUX JaHHbIX, cocTaBisiia 0,20 % (cMm. paznen 4.4.).

Peaxyuu cunepuyscmeumenvrnocmu

Peakiiuu runepuyBCTBUTENBHOCTH, B TOM 4HCIe aHApUIAKTHYECKUE, HAOIIOJAIUCh Y HECKOIBKHUX
4eJI0BEK, B TOM 4YMCJIE Yy 3J0pPOBBIX J00pOBONBLEB (CcM. mompasnen «CBeleHHs O 310pPOBBIX
n00poBOJbIIax» B pasnene 4.8.) mocie NPUMEHEHUs cyramMMazekca. B Xome KIMHMYECKHX
UCCIIEIOBAaHUM y MAIMEHTOB, MOJBEPIralOIUXCs XUPYPrHUECKOMY JICUEHHIO, YKa3aHHbIE PEAKIUU
BCTPEYAIINCh PEIIKO, M JAHHBIE O YAaCTOTE PAa3BUTHS MMOOOHBIX PEaKIMi IOCIIe BBIX0/1a ITperapara Ha
PBIHOK OTCYTCTBYIOT.
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
o I:l.'].:i‘:- 2026 “-14_4;341 o
Knunuyeckue nposiBieHUs peakiuil TunepyyBCTBUT empHOCTH| Iﬂ&bﬁﬁ&)‘ﬁ%ﬁl—rgp Ii/'l'%ﬂ'ng&h' HHEX

KOXKHBIX JI0 CEpPhEe3HBIX CHCTEMHBIX peakuuil (T.e. aHaduiIakcus, aHaQUIAKTHUYECKUH MIOK) U
OTMEYAJIUCh Y MALlUEHTOB, KOTOPBIE paHee He N0JIyYalld CyraMMaieKC.

CuUMIITOMBI, CONPOBOXKIAIOIINE JAHHBIE PEAKIUH, MOTYT BKJIIOYaTh IOKPACHEHUE, KPaIUBHUILY,
OPUTEMATO3HYIO ChIIlb, 3HAUMMOE CHH)KEHHUE apTEPUaIbHOIO JaBICHUSA, TAXUKAPAUIO, OTCK SA3bIKA U
IJIOTKH, OpPOHXOCTa3M M TPHUCTYIBI, CBS3aHHBIE C OOCTPYKTHBHON OOJE3HBIO JIETKUX. TsOKerble
PEaKIMK TMIIEPUyBCTBUTEIIBHOCTH MOT'YT OBITh (haTajabHBIMH.

Cseoenst 0 300p08bIX 00OPOBOILYAX

PanjomMu3upoBaHHOE [BOMHOE CJIEMOE HCCIICAOBAHUE IO HM3YYCHHUIO YaCTOThl BO3HUKHOBCHUS
peaKkiuy TUNEPYYBCTBUTEIBHOCTH OBUIO MPOBEACHO C YYaCTHEM 3J0POBBIX JIOOpPOBOJIBIIEB,
MOJTy4aBIIUX 70 3 MOBTOPHBIX 1103 muianedo (N = 76), cyrammaznekc B go3e 4 mr/kr (N = 151) wim
cyrammMaziekc B o3¢ 16 mr/kr (N = 148). Otdersl mo npeanojaraeMoil THIIepYyBCTBUTEIbHOCTH
paccMaTpUBaIMCh KOMHUCCHEH C TpPHUMEHEHHEM Clenoro Meroja. Yacrora BO3HUKHOBECHHS
MPU3HAHHOW THUNEPUYYBCTBUTENIBHOCTH coctaBmwia 1,3 %, 6,6 % u 9,5 % B rpynnax mianebo,
cyramMmasiekca 4 Mr/kr u cyrammajiekca 16 Mr/kr, coorBeTcTBeHHO. OTYETHI 0 Cllydyasx aHa(UIaKCHu
nocye MpuMeHeHHs Tu1ane0o nin cyramMmazekca 4 Mr/kr orcyTcTBoBaini. OMH citydail pu3HaHHOU
aHauIakcuu HaOJIONANICS TMOCIe TMPUMEHEHHUs NMEpBOM J03bI cyrammMazekca 16 mr/kr (dactora
BosHukHOBeHUs1 0,7 %). Kakme-mubo mokazaTenbCcTBa YBEIWYEHUS YaCTOTHI WM TSDKECTH
THIIEPYYBCTBUTEIIBHOCTA TIOCJIE TIPUMEHEHHs TIOBTOPHOW JO3bl Cyrammajekca He Obuln
0OHapy KEHBI.

B mpenpiaynieM aHaJOTMYHOM HUCCIEJAOBAaHMM HAOJIOJAIMCh TPU Cly4yas BO3HUKHOBCHUS
aHaduIakcuu mocie MpuMeHEeHHsI cyrammajekca 16 Mr/kr (dactora BO3HUKHOBEHHS 2,0 %).
Haubonee pacnpocTpaHEHHOW HEXENaTeIbHOW peaKiield B TPYIE 3J0POBBIX JOOPOBOJIBIICB ObLIA
nucres3us (10 %).

Buipaosicennas bpaouxapous

B mocTpeructpainoHHBIX UCCIIEAOBAHMIX OBLIH 3a()UKCHPOBAHBI OT/EIBHBIEC CITyYan BhIPa)KEHHOU
OpasMKapauu ¢ OCTAaHOBKOM cep/illa B TEYEHHE HECKOJIBKUX MUHYT MOCJIE€ BBEICHUS CyramMmajeKca
IIPU YCTPaHEHUU HEMPOMBIIIIEUHOU O10Ka bl (CM. paznen 4.4.).

HalxﬂleHl’l’lbl C 6pOHx0]Z€20LlelMu 3abonesanuismu

B MOCTPETUCTPAIMOHHOM KIMHHUYCCKOM HUCCIICAOBAHUH C YYAaCTUCM MALIUCHTOB C 3a00JICBaHUSIMU
6pOHXOHeFOqHOﬁ CUCTCMbI B aHaMHEC3€C, y IMMallUCHTOB Ha6n}0z[an005 pa3BUTHC 6pOHXOCHa3Ma.
Bo3moxxHa MPUYUHHO-CJICACTBCHHAA CBA3b OTOT'O ABJICHUA C IPUEMOM CyraMmMaicKca. Bpa‘l JOJIXKEH
OBITh OCBCAOMIJICH O BO3MOKHOM pPa3BUTHU 6p0oncna3Ma Yy MNanueHTOB C 6pOHXOHCFO‘-IHBIMI/I
3a00JIcBaHUSIMH B aHAMHE3E.

Tayuenmul ¢ namonocuveckum odcuperuem
B ximuHHUYeCcKOM WCCIEeOBaHWM Y TMAIMEHTOB C TATOJIOTHYECKUM OXUPEHUEM MPOQHUIIb
HEXKENaTeNbHBIX peaknuii B 1eJoM ObUl CXOIeH ¢ NpoduiIeM Yy B3pOCTBIX MAIMEHTOB B
o0benuHeHHbIX uccnenoBanusix ¢assl [ — I11.

eTH
OrpaHuveHHbIe JaHHBIE MOKa3bIBAIOT, YyTO Mpoduiab Oe30macHOCTU cyrammajnekca (10 4 Mr/kr

BKIJIFOUUTENBHO) Y AeTel ObLIT TaKOU XKe, KaK Y B3POCIBIX.

COO6HI€HI/IG 0 MOAO03PEBACMBIX HEKECITATCIbHBIX PCAKITHMAX

BaxHo coolmate 0 mogo3peBaeMbIX HEXKENaTeNbHBIX PEeaKLUAX MMOCNe PEerucTpaluy npenapata ¢
IeNTbI0 00ECTIEYeHHUS HENPEPHIBHOTO MOHUTOPHHTa COOTHOIICHHS «I10JIh3a — PHCK» JIEKAPCTBEHHOTO
npenapara. MeIuIMHCKMM paOOTHHKAM PEKOMEHIYeTCs cOoOoO0IaTh O JIOOBIX MO03pEBacMBbIX
HE)KENaTeIbHBIX PEaKIUAX JIEKApCTBEHHOTO Mpernapara 4epe3 HaIllOHAJIbHBIE CUCTEMBI COOOICHHS
0 HEXXENATEeNbHBIX PEaKIUIX TOCYIapCTB-WICHOB EBpa3uiickoro 3KOHOMHYECKOT0 COI03a.
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 05.03.2026 Nz 4341
Poccniickast Peneparust (NMOCNEOOBATENBEHOCTE 0006)

denepanbHas ciryx0a o Hag30py B cdepe 3npaBooxpanenus (Pocsnpasuamzop)
109012, r. Mockga, CrnaBsiHCKas omaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru nin npr@roszdravnadzor.gov.ru
CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAMOHHON ceTH «IHTepHeT»:
https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Jlo HACTOSIIEr0 BPEMEHH 10 JTAHHBIM KIMHHYECKHX HMCCIICOBAHUIN OMHMCAHO OJHO COOOIICHHE O
CIIy4aifHON mepeno3upoBke mpemapara B go3e 40 mr/kr. Kakue-nmnbo 3HaYMTENbHBIC MOOOYHBIC
3¢ PEeKTHI OTCYTCTBOBAIIH.

CHUMIITOMBI

B wuccienoBanuu mo 0e30macHOCTH cyrammajieKe NMpUMEHsICS B 103ax 10 96 mr/kr. He Obuio
BBISIBIICHO KaKHX-THOO MOOOYHBIX 3(PPEKTOB (Kak Cephe3HBIX, TaK M HE CEPhE3HBIX), CBA3AHHBIX C
BBO/IMMBIMH J103aMHU.

Jleuenue

Bo3moxHO ynaneHue cyramMmmajiekca i3 KpoOBOTOKa METOJIOM MeMOIuan3a ¢ MpuMeHeHHueM (puibpTpa
C BBICOKOW THAPABIMYECKONM MPOHUIIAEMOCTHIO, HO HE (UIbTpa C HU3KOH TUIPABIMYECKON
MPOHUIIAEMOCThI0. Ha OCHOBaHMM KIMHUYECKUX MCCIEJOBAaHUN IOCie 3—6-4acoBOTO ceaHca
reMojuain3a ¢ QUWIBTPOM C BBICOKOH THIAPABINYECKOW MPOHUIIAEMOCTHIO KOHIICHTPAIUS
cyrammajieKkca B IJla3Me yMeHbIaeTcs mpuonu3utensHo Ha 70 %.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOCTBA

dapmakoTepaneBTHUYECKas TPYIINa: MPOoYHe JIedeOHbIe CPEICTBA; aHTUIOTHI.
Kong ATX: VO3AB35

MexaHu3M OeicTBUs

Cyrammajzekc mpeacTaBiseT co0oil MoAM(HUIMPOBAHHBIA TaMMa-LUKIOAEKCTPUH, KOTOPBIH
SIBJIIETCSl COEJUHEHUEM, CEJIEKTUBHO CBSI3bIBAIOUIMM MUOpenakcaHThl. OH GpopMHUpyeT KOMIUIEKC ¢
MHOpeaKCaHTaMU POKYPOHHsI OPOMHUIOM M BEKYpOHHUS OPOMHJIOM B IUIa3Me€ KPOBH, YTO MPUBOAUT
K CHMIKEHHMIO KOHIIEHTPAllUU MUOpETaKCaHTa, CBA3BIBAIOIIEIOCsS C HUKOTUHOBBIMU PELIETITOPaMU B
HEHPOMBIIIEYHOM CHHArce. DTO MPUBOANUT K YCTPAHEHUIO HEMPOMBIIIEUHOU OJI0KaIbl, BHI3BAHHOU
POKYpOHHSI OPOMUIOM MIJIM BEKYPOHHUSI OPOMUIOM.

dapmakonmnHamudeckue 3O EKThI

HaGmromanace detkas 3aBUCHMMOCTH 3(¢¢deKkTa OT J03bl CyramMMajieKca, KOTOPBIM BBOJWJICS B
pa3nUYHbIE TEpPUOABl BpPEMEHH W TMPU PA3NUYHOM TioyOuHE OJIoKa HEUPOMBIIICYHOM
npoBoaumocTu. Cyrammazieke BBoauiics B mo3ax ot 0,5 mo 16 Mr/kr kak mocjiae OJHOKPAaTHOTO
BBEJIEHUSI POKypoHUs Opommuaa B go3ax 0,6, 0,9, 1,0 u 1,2 MI/Kr uiam mocie BBEIEHUS BEKYPOHUS
opomuna B go3e 0,1 MI/Kr, TaK ¥ TOCIie BBEICHHS TOIJEPKUBAIOIIUX J103 STUX MHOPETAKCAHTOB.

Kimanueckas 3dbdhekTHBHOCTE U 0€30IIaCHOCTD

CyramMMaziekc MOXKET PUMEHATHCS B PA3IMUHBIC TIEPHOIBI BPEMEHH I10CIIE BBEACHUS POKYPOHHUS
OpoMua WM BEKypoHHs OpoMHua.
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COOTBETC T

Boccmanosnenue netipomviueunoti npogooumocmu 6 gryuae 2ﬂl;|60R0—Jr#%uvabnué;m0u GupRudr

B pangoMu3npoBaHHOM KIMHUYECKOM HCCIICIOBAHHH MMAIMEHTHI OBLIU paclpeieICHbI Ha 2 TPYTIIIbI
(rpynma BeKypoHHUs OpoMuUa U TpyIia poKyponus Opommuna). [locne BBeIeHUS TOCIETHEH 03B
pOKypoHHsI OpoMHIa W BEKypoHHS OpomMuaa 10 1—2 TOCTTETAaHWYECKHX OTBETOB, 4 MI/KT
cyrammaziekca win 70 MKI/KT HEOCTUTMUHA BBOJAMIIMCH CITy4ailHBIM 00pa3oM.

Bpemst (MuH) OT BBEJCHHMs CyramMmajeKkca WM HEOCTUTMHHA NpU TIyOOKOH HEWPOMBIIICUYHOU
6sokaze (1-2 nocTreTaHMYECKUX OTBETOB) ITOCIIE IPUMEHEHUS POKYPOHUS OpOMM/JIa MIIH BEKYpPOHUS

Opommua 10 BocctanoBieHus otHomeHus T4/T1 1o 0,9:

IMpenapar ns co3nanus
HeHpPOMBIIIEYHOT0 (JI0KA
(MHOpPEJIAKCAHT)

Hcnonb3yemble cxeMbl Tepanuu

Cyrammajexc (4 Mr/kr)

Heocturmun (70 MKI/Kr)

Poxkyponus 6pomuj

N (4ucno nanueHToB) 37 37
Menunana (MyH) 2,7 49,0
BapbsupoBaHue 1,2-16,1 13,3 - 145,7
Bexyponus opomuj

N (IuCII0 MaIMEHTOB) 47 36
Menauana (MUH) 33 49.9
Baposuposanue 1,4-68,4 46,0 -312,7

Boccmanosnenue netipomuvluieynoti npogooumocmu 6 cyuae cpeorell HeupoMbluLeyHOU O0J10KA0bl

B npyrom panaoMu3upoBaHHOM KJIMHUYECKOM HCCIEIOBAHUU MAlMEHTHl OBLIN pacIlpeieseHbl Ha
2 rpynmsl (TpyIina BeKypoHHUs: OpoMHuIa U TpyIina pokyponust oOpomuna). [locie BBeneHus mocineqHen
JI03BI POKYPOHHS OpOMU/Ia HIIM BEKYpPOHHsI OpOMHIa PH MOSBICHUH O0TBeTa T2 ciiydaifHbIM 00pa3om
BBOJIUJTUCH 2 MI/KT cyrammaziekca uii 50 MKI/KT HEOCTUTMUHA.

Bpems (MuH) OT BBeIeHHS CcyraMMajeKkca WJIM HEOCTUTMHHA TIpH TOSBICHUHM OTBETa
T> mocite npUMEHEHUsT POKYPOHUS OpoMHUAa WM BEKYpOHHS OpoOMHUAa 10 BOCCTAHOBIICHUS
otHomenus T4/T1 1o 0,9:

IIpenapar 15 co3naHusi Hcnoab3yemble cxeMbl TEpANIMU
LG OGO Cyrammajexc (2 Mr/Kkr) Heocturmun (50 MKI/Kr)
(MHOpeJIaKCAHT)
Poxyponus opomuj
N (9uCII0 MaIMeHTOB) 48 48
Menauana (MUH) 1,4 17,6
BapbupoBanue 09-54 3,7-106,9
Bexyponus Opomup
N (¥muciio marueHToB) 48 45
Menuana (MuH) 2,1 18,9
Bapoeuposanue 1,2-642 2,9-176,2

PeBepcust HelipoMbIlieYHOTO OJIOKA, WHIYLHHWPOBAHHOTO POKYPOHHUS OpPOMHUIOM, MPH MOMOIIU
cyramMmajiekca CpaBHUBajach C peBepcUeld HEHPOMBIIIEYHOro OJI0Ka, MHAYLHUPOBAHHOIO IIHC-
aTpakypueMm, MpU MOMOIIM HEOCTUTMUHA. {7 9TOro mocie MOSIBICHUS OTBeTa T2 MPHUMEHsUICS
CyraMMaJieKC B J103€ 2 MI/KT WM HEOCTUTMHUH B 1103¢ 50 mkr/kr. Cyrammanekc obecrieunBai 0osee
OBICTPYIO PEBEPCHUI0 HEUPOMBIIIEUHOTO OJI0Ka, HWHAYIIMPOBAHHOTO POKYPOHHS OpOMHIIOM, IO
CPaBHEHUIO C HEOCTUTMHHOM, WCIOJb3YEMbIM [IJI1 PEBEPCHMU HEUPOMBIIICYHOTO OJIOKa,
HHIYIUPOBAHHOI'O IIUC-aTPaKypPHUEM.
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COQOTBETCTBYET ZKCNEPTHOMY OTY

o1 05.03.2026 Nz 4341

(NOCNENOBATE HOC TS 0006
Bpemsi (MHH) OT BBeAeHMsI cyraMMajieKca WU HEQCTHIMUHA rmn—l TOfBHEHT bheta T, 1roche

MIPUMEHEHHS pOKYPOHUS OpPOMUIA UITH LM C-aTpaKypus A0 BoccTaHoBIeHUs oTHomeHus T4/T1 1o 0,9:

I[Mpenapar nJs co3nanus Hcnoab3yemble cxeMbl TepaANuu
HeHPOMBINIEYHOr o 0JI0KA Poxyponusi 6pomua u [uc-aTpakypuii 1 HEOCTUTMHUH
(MHOpeIaKCaHT) cyrammajgekc (2 Mr/Kr) (50 mMKr/Kr)
N (IrCII0 AIMEHTOB) 34 39
Menunana (MuH) 1,9 7,2
BapsupoBanue 0,7-6,4 4,2 -282

s Hemeonennoti pegepcuu

Bpems 10 BoccTaHOBIIGHHMS —TOCJA€ HMHAYLHMPOBAHHOTO  CyKIMHMWIXOMMHOM (1 MI/Kr)
HEHPOMBIIIIEYHOTO 0JI0Ka OBLIIO COMOCTAaBUMO C TAKOBBIM ISl cyraMmmasiekca (16 Mr/kr, uepes 3 MuH
1OCJIe BBEJICHHS MHOPENIAKCaHTa) IOCJe MHAYLHPOBAHHOTO POKypoHHs Opomumom (1,2 wmr/kr)
HEHPOMBIILIEYHOT 0 OJIOKA.

Bpemsi (MHH) OT BBeIEHHUS POKYPOHHUS OpoMHIIa M CyraMMaJeKca WIH CYKIIMHUJIXOJIWHA 0
Boccra"oBiieHus 1o orsera T 10 %:

IIpenapart st co3qaHust Hcnoab3yemble cXxeMbl TepaANHH
HeHPOMBIIIEYHOro 0JI0KA Pokyponusi 6pomuja u Cysxcnuamnxommn (1 Mr/kr)
(MHOpeTaKCaHT) cyrammajekc (16 mr/kr)
N (IuCII0 MaIMEHTOB) 55 55
Menauana (MUH) 42 7,1
BapbsupoBaHue 3,5-17,7 3,7-10,5

B rpynnoBom aHamm3e OBUIO MOKAa3aHO CIELYIOLIEE BpeMs BOCCTAaHOBIEHHS C IOMOILBIO
cyrammasekca (16 Mr/kr) nmocie npuMeHeHus: pokyponust opomuna (1,2 mMr/kr).

Bpems (MuH) OT BBeZIeHUS cyraMmajiekca 4yepes 3 MUHYThI TTOcTie BBEACHUS POKYPOHUS OpoMuaa 10
BocctaHoBieHus otHouenusa T4/T1 7o 0,9, 0,8 uau 0,7:

T4/T1 10 0,9 T4/T1 10 0,8 Ta/T1 10 0,7
N (4nciao narnueHToB) 65 65 65
Menunana (MyH) 1,5 1,3 1,1
Baposuposanue 0,5-143 0,5-6,2 0,5-3,3

Iayuenmsi ¢ napywenuem yHKyuu nouex

B ABYX OTKpBITBIX KJIMHHUYECKUX HCCIIEJOBAHUSX IMPOBOJWIOCH CpaBHEHHE A(P(HEKTHUBHOCTH U
0€30MaCHOCTH MPUMEHEHUS CyraMMaJieKca Y MalMeHTOB ¢ TSHKEIbIM HapylleHueM (YHKLIUU MOYeK
nin 0e3 Hero, MOJBEPraroluXcs XUPYPrudecKOMy BMEIIATEIbCTBY.

B oagHomM wu3 wuccnenoBaHuM CyraMMaZieKC BBOJAMJICS ISl yCTpaHEHHs! OJOKaJbl, BBI3BAaHHOU
POKYpOHHSI OpOMHIOM, ITPU HAIWYUH 1—2 MOCTTeTaHWYECKUX OTBETOB (4 MI/KT; n = 68); B Ipyrom
UCCIIEIOBAaHUM  CyraMMaJieKC BBOJAMJICS IpU TOABJIEHUM BTOPOrO OTBETA B  PEKUME
yerbipexpaspsaanoil crumynsuuu (T2) (2 mr/kr; n = 30). BoccraHoBieHHe HEWPOMBIIIEYHON
MPOBOJIMMOCTH TOciie OJOKazbpl ObUIO HE3HAUMUTENIbHO [OJbIIE Y MAlUEHTOB C TSXKEIbIM
HapyluleHrneM (QYHKIUU MOYeK IO CPaBHEHHUIO C MalMeHTaMHu Oe3 HapylleHHs (YHKIUH IMOYeK.
Ciy4aeB OCTaTOUYHOM HEWPOMBIIIEUHON OJIOKAJIbl UM €€ BO30OHOBJICHHUS Yy MAIIMEHTOB C TSHKEIBIM
HapyluleHreM (PyHKIUY oYeK B JaHHBIX MCCIIEI0BAaHUAX HE HA0JII01a10Ch.

Bruanue na unmepsan QTc

B Tpex kmuHWYeckuX wuccienoBaHusX (n = 287) cyramMmmaaekca, TPHUMEHSIEMOTO B pPEKUME
MOHOTEpaNnuUu WIK B KOMOWHAIMHM C POKYPOHMSI OpPOMHIOM WM BEKYPOHHUS OpOMHIOM, WIH B
KoMOMHaAIMu ¢ mnponodosoM uiu ceBopIypaHOM, HE HAOIIOAAIOCh KIMHUYECKH 3HAUYUMOIO
yBenuueHuss QT/QTc wHTepBama. OTH JaHHBIC TOATBEPXKIAIOTCS aHAIW30M OOOOIICHHBIX
pesynbraroB OKI' u HexenaTenbHBIX sBIeHU B uccneaoBanusx ¢asz I u I11.
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COOTBETCTBY
o1 0

(MOCNEOOBATE
Ilayuenmol ¢ namoao2uyeckum odcuperuem NOCNEAOBA

B xome imHuMueckoro wucciefoBaHus 188 mMmanMeHTOB, y KOTOPBIX OBUIO AMArHOCTUPOBAHO
IIaTONIOTMYECKOe OXMpeHHe (MHIeKC Maccel Tema > 40 kr/m?), oleHMBAIOCh BpeMs 10
BOCCTAQHOBJICHHUS TIIOCJIE YMEPEHHOM WJIHM TJIyOOKOH HEpPBHO-MBIIIEYHOW OJIOKA/IbI, BBI3BAHHOU
POKYpOHHsI OpOMHUIOM WU BeKypoHus Opomuaom. IlanmueHTsl momy4anu 2 Mr/kr wid 4 Mr/kr
cyraMMazieKca, B 3aBUCUMOCTH OT YPOBHS OJIOKaJIbl, B J103€, COOTBETCTBYIOIIEH JTHOO0 (haKkTHUECKON
Macce Tefna, 1100 uAeaabHOM Macce Tela CllydailHbIM 00pa3oM, C IBOITHBIM OCIICIICHUEM.
OObenHeHHOE O TITyONHE 0JIOKAIbI M HEPBHO-MBIIIEYHOTO OJOKUPYIOIIET0 areHTa, CpeiHee BpeMs
BOCCTaHOBJICHUSI OTHOIIIEHUS OTBETOB uYeThIpexpaspsaaHoil crumyssinuu (TOP) > 0,9 y marnueHToB,
KOTOPBIM BBOJMJIM CYraMMaJeKC, MCXOAs U3 (axThueckod maccel Tena (1,8 MuHYTHI), OBUIO
cTaTucTUdecku 3HaunMo MeHbIe (p < 0,0001) mo cpaBHEHHIO C MAIMEHTAaMH, KOTOPHIM BBOIMIIN
CyraMMaJieKc UCXOsl U3 UJieaaIbHOM Macchl Tena (3,3 MUHYTHI).

5.2. ®DapmMakoOKHHEeTHYECKHE CBOMCTBA

dapMaKOKMHETUYECKUE IapaMeTphl CyraMMaJieKca pPacCUMUTHIBAIOTCS HCXOJS U3 CYMMMPOBAHMS
KOHIIGHTpalui  CBOOOJHOrO CyraMMajJekca W CcyraMmajekca B COCTaBe  KOMILIEKca
cyrammajieKc-MuopenakcanT. @apMakOKMHETUYECKUE TapaMeTphl, Takue Kak kiupeHc (CL) u oobem
pacrpenenenus (V), CUUTarOTCsl OAMHAKOBBIMU ISl CyTaMMaJIeKca, HaXOSIIErocsi BHE KOMIUIEKca,
U CyraMMa/IeKca, HaXOJSIIErocs: B COCTaBe KOMILIEKCA ¢ MUOPEIaKCAHTOM.

Pacnpenenenue

HaOmonaemprii 00beM pacmpesiefieHus CyramMMajiekca B CTaOWJIIBHOM COCTOSHUU Y B3POCIBIX
MAlMEHTOB ¢ HOPMAIbHOM MOYedHON (yHkKIuei cocrasnser ot 11 1 mo 14 1 (ocHOBBIBasch Ha
CTaHIAPTHOM  (apMaKOKMHETHYECKOM aHaimm3e 0e3  pa3jciieHuss Ha  KOMIIAPTMEHTHI).
Hu cyrammaziekc, HU KOMIUIEKC CyraMMaJeKC-pOKYpOHHUSI OpOMHJ HE CBA3BIBAIOTCS C OelKaMu
IJIa3Mbl KPOBH WM dpuTpoutamu. [Ipu OGoMOCHOM BBEIEHHM cyrammajiekca B jo3ax oT 1 o
16 mr/kr ero (hapMaKOKWHETHKA HOCUT JIMHEHHBIN XapakTep.

buorpaucdopmars

CyraMMaz[eKc BBIBOAUTCA IIOYKaMHM B HCU3MCHCHHOM BHIC. Ha HaCTOSIH_II/Iﬁ MOMCHT B
JOKJIIMHUYCCKUX MU KIIMHUYCCKUX UCCIICA0OBAHUAX METa0OIUTEI cyraMmmaJekca HE 06Hap}’)KGHI>I.

OIUMUHALIMSA

VY B3pOCHbIX MAallMEHTOB ¢ HOPMAaJbHOM MOYEUHON (yHKIMEH, KOTOPHIM MPOBOJAMIACH AHECTE3HUS,
nepuos nomysbiBeneHus (T12) cyraMMazekca COCTaBisieT OKOJO 2 4, a OXMJAeMbIil KIHMpeHC
n3 mwia3zMel — 88 mu/mMuH. boitee 90 % no3n! BeiBOAUTCA B TeueHue 24 4; 96 % 10351 BRIBOIUTCS C
MOYOH, M3 KOTOpeIX 95 % cocraBisger Hen3MeHEHHbIN cyrammanekc. Menee yem 0,02 %
cyramMmajiekca BBIBOAMTCS 4Yepe3 KHIIEYHHUK M C BBLIBIXa€MbIM BO3AyXoM. IlpumMenenue
CyraMMazieKkca y 3/J0pOBBIX JOOPOBOJBIEB NPHUBOJMIO K IOBBIIIEHHOMY BBIBEACHUIO MOYKAMH
POKypoHHsI OpoMHIa B KOMILJIEKCE C CyTaMMaJIeKCOM.

Oco0nIe T'PYIIIBI TAITWUCHTOB

THayuenmoi ¢ noueunol HeOOCMAmMoOUHOCMbIO U TUYA NOACUTO20 B03PACMA

PapMaKOKMHETUYECKUE MApaMeTphl Y IMOXKWIbIX MMALMEHTOB C Pa3JIMYHOW CTEIEHBIO HapyIIEHUs
(GYHKIIUU TMOYEK, KOTOpas M3Mepsulach C TMOMOIIBIO OMpEeNieHUs] KIMpEeHCca KpeaTWHHHA, ObLIN
OLIEHEHBI TPU UCIIOJIB30BAHUH MOMYJISAIIMOHHOTO (PapMaKOKHMHETHYECKOTO aHAIIN3A.

PesynbpTatel (papMaKOKMHETHYECKOTO HCCIEIOBaHUS, B KOTOPOM MPOBOAMIOCH CpaBHEHHE
MAIMEHTOB C TSHKEJIBIM HapyIleHueM (YyHKIIHMHU MTOYeK U MalMeHTOB ¢ HOPMaJIbHOHN (DyHKIMEH MMoYeK,
MOKa3aJIi, YTO KOHIIEHTPAIlMK cyraMMajieKkca B Ijia3Me ObLIIM CXOJHBIMHM B T€YEHHUE IEPBOro yaca
rocyie BBEJICHHsI Mperapara ¥ BIOCIEICTBUN MOHMKAIUCh OBICTpee B KOHTPOJIbHOM rpymme. O0rmas
IIPOAOIKUTENBHOCTh JEHCTBUS CyraMMajiekca y MalUeHTOB C TSDKENIbIM HapylleHHeM (QYyHKIHUH
noyek Obljla yBeNUYEHa, YTO BBIPAXKAJIOCh B 17-KpaTHOM €€ yJUIMHEHUH. Y MAIlMEeHTOB C TSKEIBIM
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LIk

HapyluleHHeM (QYHKIMHM MOYeK HU3KHE KOHIIEHTpalUu cvraﬁﬂé%éklg%ﬁgéﬁg%&:% TR b

TE4YEeHHUE, 110 KpaliHell Mepe, 48 yacoB 110CIIE€ BBEJICHUS CyraMMa/ieKca.

PesynpTaTsl BTOPOro HcCaen0BaHus, B KOTOPOM IIPOBOJWIOCH CPABHEHUE NTALUEHTOB ¢ YMEPEHHBIM
WIA TSDKEJBIM HapylleHHeM (YHKIMM TOYeK C MalueHTaMU C HOPMalbHOW (YHKUHMEH MOuek,
IIOKAa3aJI4, YTO KIIMPEHC CyTaMMaJeKca IIOCTEIIEHHO YMEHbINAETCS U T1/2 TOCTENIEHHO YBEINYUBACTCS
co CHWXKeHueM (yHKuuH nodyek. Ilokazarenn ObuM B 2 pa3a ¥ B 5 pa3 BBIIIE Yy MAIMEHTOB C
YMEPEHHBIM M TsDKEJbIM HapylleHueM (YHKLIUU II0YeK COOTBETCTBEHHO. CyramMmajekc He
oOHapy>KUBAJICS MOCIIE 7 JHEW MMOCIe BBEACHHS O3bI AIMEHTaM C TSDKEJIBIM HapyIleHueM (QyHKIHN
IIOYEK.

O06o0uieHHbIe gaHHBIE (hapMaKOKMHETHYECKUX MapaMeTpoOB CyraMMaJeKca ¢ y4eToM Bo3pacTa U
(GYHKIMU TIOYEK MPeICTaBICHbl HIKE!

I[MapameTpsl NanueHTOB CpenHee 3HaY€HHE MPOTrHO3UPYEMBIX
dhapmakokuneTnuecknx napamerpon (KB %)
Jdemorpaduueckasn I[Moyeunas pyHkuus Kuamnpenc, O6bem Bpems
rpymma (KIMpeHC KpeaTHHHHA, MUI/MUH) | MJI/MAH | pacmpelejeHUsl | MOJyBbIBeIeHHs
(€) (1)

B3spocieie HopwmanbHas 100 | 88 (22 %) 12 2 (21 %)
40 ner, Hapymennas | Jlerkas 50 | 51 (22 %) 13 4 (22 %)
75 kr Cpennsist 30 | 31 (23 %) 14 6 (23 %)

(ymepeHHas)

Tsoxenas 10| 9(22%) 14 19 (24 %)
[Toxwuibie HopwmanbHas 80 | 75 (23 %) 12 2 (21 %)
75 ner, Hapymennas | Jlerkas 50 | 51 (24 %) 13 3(22%)
75 kr Cpennsist 30 | 31 (23 %) 14 6 (23 %)

(ymepeHHas)

Tspxemas 10| 922 %) 14 19 (23 %)
[Moapoctku Hopmanbhas 95 | 77 (23 %) 9 2 (22 %)
15 ner, Hapymennas | Jlerkas 48 | 44 23 %) 10 3(22%)
56 kxr Cpennsis 29 | 27 (22 %) 10 523 %)

(ymepenHas)

Tspxemas 10| 8(21 %) 11 17 (23 %)
Hetu Hopmanbhas 511 37(22%) 4 2 (20 %)
7 mer, Hapymennas | Jlerkas 26 | 19 (22 %) 4 3(22%)
23 xr Cpennsist 15| 11 (22 %) 4 522 %)

(ymepenHas)

Tsoxemas 51 322%) 5 20 (25 %)

IIpumeuanue: KB — koapdunuenT Bapuanuu.

Ilon
Paznuuns ¢papMakOKHHETUKH B 3aBUCUMOCTH OT T10JIa HE HAOIFOIaTUCh.

Macca mena

[TonmynaumoHHBI  (apMaKOKMHETHUYECKUN — aHaJu3
HE IIPOJIEMOHCTPUPOBANT  KJIIMHUYECKH  3HAYMMOMU
pacrpeneseHus cyraMmMaeKkca OT MacCel Teja.

Y B3POCJIBIX HW TOXKHUIBIX TAUCHTOB
3aBUCMMOCTH  BBIBCACHHUA  HJIIH o0beMa

Ooxcupenue

B 01HOM KJIIMHUYECKOM HCCIIEJOBAHUH y NAIIUEHTOB C NATOJOTUYECKUM 0)KMPEHUEM CyTaMMaJIeKC
MIPUMEHSIICSA B 103€ 2 MI/KT U 4 MI/KT' B COOTBETCTBUU ¢ (pakTHueckoi (n = 76) wnu uneanbHOU
(n = 74) maccoii Tena. DKCMO3MLUS CyraMMajieKca MOBBIIIANACH JI0303aBHCUMO U JIMHEHHO B
COOTBETCTBUHU C (PaKTUUECKOW WM HJACATbHON Maccoil Tena. KiMHWYeCKW 3HAYMMBIX pPa3IHuui
(apMaKOKMHETUYECKHX MapaMeTpOB y MAIMEHTOB C IMATOJOTHUYECKUM OXHPEHHEM U B O0IIei
MOMYJISAIUN HE HAa0JII01a10Ch.
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(MOCNEOOBATENEHOCTE 0008)

5.3. JlaHHble JOKJIUHUYECKOI 0e30MacHOCTH

COOTBETCTBYET 2KCNEPTHOMY OTYETY

JIOKITMHUYECKHE JaHHbIE HE BBISIBIIIN OCOOBIX PUCKOB JJIS YEJIOBEKa HA OCHOBAHUU TPAAMIIMOHHBIX
ucciesoBaHuil papmaxonoruyeckoil 06€30MacCHOCTH, TOKCUYHOCTH IMOBTOPHBIX 103, MOTEHLHMala
TCHOTOKCUYHOCTH W TOKCHYHOCTH B OTHOIIGHHUH PEHNPOAYKTUBHOH (DYHKIMH, MECTHOMH
MIEPEHOCUMOCTH MJIA COBMECTUMOCTH C KPOBBIO.

CYI‘aMMal[eKC 6BICTpO BBIBOJUTCA U3 OpraHru3Ma Yy JOKJIMHUYCCKUX BUJIOB ) XUBOTHBIX, XOTA B KOCTAX
n 3y6ax IOBCHUJIBHBIX  KPBbIC O6H3py>KI/IBaJ'II/ICI) OCTaTOYHBIC KOJHUYCCTBA CyramMmajckca.
I[OKJII/IHI/I‘ICCKI/IG HCCIICAOBAHHA Ha MOJIOABIX B3POCIIBIX M 3PCJIbIX KpPbICAX IOKA3bIBAKOT, 4YTO
cyraMMaJ€KC HE OKa3bIBACT OTPULATCIIBHOI'O BJIWAHHA Ha LBET HUIJIIM KAa4CCTBO KOCTGI\/’I, CTPYKTYPY
KOCTEH WM MeTa0OJIM3M KOCTHOM TKaHHU. CyraMMaI[CKC HC BJIHACT HAa BOCCTAHOBJICHHC IIOCJIC
nepeiomMa u peMOACINPOBaHUA KOCTH.

6. PAPMALLEBTUYECKUE CBONCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

XnopoBogopoiHas kuciaoTa (st koppekiuu pH)
Hatpus ruapoxeun (s koppekiuu pH)
Bopna nna nabexumit

6.2. HecoBMecTHUMOCTD

JlaHHBII1 JIEKapCTBEHHBIN MperapaT He CIe1yeT CMEIUBATh ¢ IPYTUMH IIperapaTaMy U pacCTBOPaMHU
3a UCKIIIOYEHHEM TEX, KOTOPBIE YKa3aHbl B paznene 6.6. Ecinu cyraMmMazekc BBOIUTCS Yepe3 €AUHYI0
MH(QY3UOHHYIO JIMHUIO C JIPYTUMH JIEKapCTBEHHBIMHM IIpernapaTaMH, €€ HeoO0XOAMMO IMPOMBIBATh
(nammpumep, 0,9 % pacTBOpoOM HaTpus XJIOPHJIA) MOCTIE BBEICHHS CyraMMasieKca.

dusnueckas HECOBMECTUMOCTh CyraMMajiekca HaOo/anach ¢ BepalnaMuiIioM, OHJIAHCETPOHOM U
PaHUTHINHOM.

6.3. Cpok rogHocTH (CpOK XpaHeHmusl)

3 rona.

IIpuroToBiIeHHLIN PaCTBOP

ITocne passenenus cyrammanekca 0,9 % (9 mr/mi) pacTBopoM HaTpusi xjopuaa uzuueckas u
XUMHYEcKas CTa0MIBHOCTH MpenapaTa coxpansercs B Tedenue 48 4 npu remmneparype 2 — 25 °C. [Ipu
BCKPBITUM (pJIaKOHA, COJIEPIKAILEro CYraMMaJeKC, HEOOXOIMMO CTpOro coOJII0AaTh MpaBUiIa
acenTuku. BBeneHue mpenapara HeoOXoIuMO HayMHaThH Oe3 mpomemsieHus. Eciou cyrammanekc
MPUMEHSIETCd OTCPOYEHO, TO COOJIOJACHHWE BPEMEHM M YCIOBMH XpaHEHUS N0 €ro MpUMEHEHHs
SIBJIIETCSL OTBETCTBEHHOCTHIO Bpaua. Eciin pazBenenue ObLI0 MPOM3BEIEHO B HEKOHTPOJIUPYEMBIX U
HEBAJIMIMPOBAHHBIX ACENTUYECKUX YCJIOBMSIX, TO BPEMs XpaHEHMsI Pa3BEACHHOIO pacTBOpa HeE
JOJDKHO TpeBbIuaTh 24 4 npu temmneparype 2 — 8 °C.

IIpu XpaHeHUM B HE 3AILMIIEHHOM OT CBETa MECTE COJEPKUMOE (PJIaKOHA CIIEAYeT UCIOJIb30BaTh B
TEYEeHHE 5 CYTOK.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NP XPAHEHHH

XpaHuUTh NpHU Temreparype He Boiire 25 °C B OpuruHaIbHON yImakoBKe ((JIakoH B IMayKe) I TOTO,
I-IT06E>I 3alllUTUTH OT CBETA.

He 3amopaxuBats.

VYcnoBust XxpaHeHus! ociie pa3BeeHUs JIEKApCTBEHHOTO MperapaTa cM. B pazzene 6.3.
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6.5. XapakTep u coaepkaHue YNaKOBKH

ITo 2 M Bo (hmakoH w3 OECIBETHOTO CTEKJIa TUNA [, YKYMOpeHHbIH mpoOKoi U3 OpOMOYTHIIOBOTO
KaydyKa U 00KUMHBIM aTFOMUHHEBBIM KOJIIMAYKOM C LIBETHBIM MOJIUIPONIICHOBBIM JUCKOM.

[To 5 ¢dnakoHOB B KapTOHHOM JIOKeMeHTe. [lo 2 KapTOHHBIX JIO)KEMEHTa BMECTE C JHCTKOM-
BKJIQJIBIIIIEM [TOMEIAIOT B MAYKy KapTOHHYIO, HA KOTOPYIO JOMOJHUTEIHHO MOTYT ObITh HaHECEHBI
3alIUTHBIC HAKJIECHKH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3AUMU HUCIOJb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara wjiM OTXOA0B, MOJYYEHHBIX INOCJIe NMPUMEHEHHs JEeKAPCTBEHHOr0 mpenapara u
Apyrue MaAHMIYJISIIMU € NpenapaTomM

I/IHCTDVKL[I/II/I 11O IPUIOTOBJIACHUIO JICKAPCTBCHHOI'O MMpfriapaTta nepca NpuMCEHCHUEM

[Ipemapat Cyrammasnekc-TeBa MOKeT ObITh BBEJIEH B OJHY CUCTEMY JJIsi BHYTPUBEHHOT'O BBEJACHUSA
BMECTE CO CJICAYIOMUMH UH(PY3UOHHBIMH PaCTBOPAMHU:

e 0,9 % (9 mMr/mi) pacTBOPOM HATPHUSI XJIOPHUIA;

e 5% (50 mMr/mi1) pacTBOPOM TITFOKO3HI;

e 0,45 % (4,5 mr/mi) pactBopoM HaTpus xyopua ¢ 2,5 % (25 mr/mit) pacTBOPOM TITFOKO3HI;
e pacTBOpOoM PrHrepa ¢ MOJIOYHON KHCIIOTON;

e pactBOopoM PuHrepa;

® 5% (50 mr/mi) pactBopom riroko36I B 0,9 % (9 Mr/mur) pactBope HaTpHsI XJIOPHIA.

WNHudy3nonHas cucrema 1oiKHA ObITh THIATENBHO MpoMbITa (Hanpumep, 0,9 % pactBopoM HaTpus
XJIOpU/1a) MEXly IpuMeHeHneM npemnapara Cyrammaziekc-TeBa U Jpyrux Mpenaparos.

IlpuMmeHeHue vy erei

Jns npumenenus y gaereit mpemapar Cyrammanekc-TeBa moxHo pasBectd 0,9 % (9 mr/mn)
pacTBOPOM HATPHs XJIOpUAA 10 KOHIeHTparuu 10 mr/mit.

YTuauzanus

Bech ocraBimmiicst ekapCcTBEHHBIN MpenapaTr U OTXOJbl CIEAYeT YHUUTOXKUThH (YyTHJIM3UPOBATh) B
COOTBETCTBUM C  TpeOOBAHUSAMH  3aKOHOAATENBCTBA  TOCYAApCTB-wieHOB  EBpasuiickoro
HYKOHOMHYECKOTO COI03a.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

N3panip
Tesa ®@apmanesruueckue [Ipennpusatus Jlta.
124 JIsopa A-Hesua Ct., Tenb-ABus 6944020

7.1. IIpeacraBuTeNb AEPAKATE/IS] PETHCTPAIMOHHOIO Y10CTOBEPEHHUs

[IpeTen3nn moTpeduTENEH HAPaABIATH MO AAPECy:

Poccuiickas Penepanius

000 «TeBa»

115054, r. Mockga, yi. Banosas, 35
Tenedon: +7 (495) 644 22 34
OnexrponHas noyra: info@teva.ru
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8. HOMEP (HOMEPA) PETUCTPAIITMOHHOI'O YI[OCfbbE-IFﬂHﬁ;"[TEHEHL- CTb 0008)

JITT-Ne(007994)-(PT-RU)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapctBensslii npenapar Cyrammajiekc-TeBa OTHOCUTCS K KAaTETOPUU OTITYCKa IO PELENTY.

OOmiast xapakTepucTuka JliekapcTBeHHOro mnpemnapata Cyrammazaekc-TeBa qocTynmHa B €IUHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3suiickoro 3KOHOMHUYECKOTO COK03a U Ha

ouIHaIEHOM caiite YIIOJTHOMOYEHHOTO oprana (9KCIIEepTHOIA OpraHu3aIiH)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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