COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 19.12.2025 N= 31682

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Hectunun, 100 Mr/mi1, pacTBOp AJiE BHYyTPUBEHHOT'O BBEIACHHUSI.

2. KAYECTBEHHBIN M1 KOJTMYECTBEHHBI COCTAB

JleicTBy1o1I€€ BEIECTBO: CYyTaMMaJIeKC.

Kaxapiit M1 pactBopa cogepkut 100 Mr cyrammazekca HaTpus (B epecyeTe Ha CyraMMaeKc).
Kaxnas ammnyna oobemom 2 mut comepxkut 200 mr cyrammanekca HaTpusi (B Iepecuere Ha
CyraMMaJieKc).

Kaxnas ammyna oosemom 5w comepxut 500 Mr cyrammazaekca HaTpus (B Tepecdere Ha
CyraMMaJieKc).

BcnoMoratenpHbie BEIIECTBa, HAJMYKUE KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: HaTpuil (cM. paszen 4.4.).

[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBOp 111 BHyTPUBEHHOT'O BBEJCHUS.

Ot GecuBETHOTO JI0 CJIETKa JKEJITO-KOPUYHEBOT'O IIBETA MPO3PAYHBII pacTBOD.

4. KNIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

JlecTuHun moOKa3aH K NPUMEHEHHUIO y B3pOCIbIX B Bo3pacte oT 18 jer nans ycTpaHeHus
HEHPOMBIIIEYHOM 0JI0Ka/bl, BEI3BAHHON POKYPOHUS OPOMUIOM UM BEKYPOHHSI OPOMHJIOM.
JlecTuHMI MOKa3aH K NPHUMEHEHUWIO y JeTed M NMOAPOCTKOB B BoO3pacTe oT 2 ao 17 ner mid

yCTpaHEHUs] HEMPOMBIIIIEUHOM OJ0Ka/bl, BHI3BAHHON POKYPOHUSI OPOMHUIOM.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUS

Cyrammazekc JTOJKeH BBOAMTBLCS TOJIBKO aHECTE3MOJIONOM WIIM TOJ| €ro pyKoBOACTBOM. Jlis
HAOJIOZICHUST 32 CTENEHBIO HEHPOMBIIIIEYHON OJOKaaAbl U BOCCTAHOBICHHEM HEHPOMBITIICUHON
MPOBOJUMOCTH PEKOMEHIYETCSI MPUMEHSTh COOTBETCTBYIOIINI METOJ MOHUTOPUHTA.

Pexum go3upoBaHus

PexomennyeMas 103a cyramMmmajiekca 3aBUCUT OT CTEIEHU HEWPOMBIIIEYHOU OIOKaIbl, KOTOPYIO
HEO0OXOMMO YCTPAHHT.

PeKOMeHJIyeMaSI J03a HE 3aBHCHUT OT BHJa aHCCTC3HMU.
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pa3INYHON ITyOUHBI, BBI3BAHHOM POKYPOHUS OpPOMUIOM HIIM BEKYPOHUSI OPOMUIOM.
Bspocnvie

Ycempanenue netipomvruweynot 6]10Ka0bl, BLI36AHHOU _POKYDOHUSL 5DOMu()0fl/l Uiu 6€KYPOHUA

OpoOMUOOM, 8 CIAHOADIMHBIX KIUHUYECKUX CUMYAUUSIX

Cyrammajiekc B 03¢ 4 MI/KT peKOMEHIyeTCsl BBOJAUTh, KOT/Ia BOCCTAHOBJICHHE HEHPOMBIIIICYHON
IPOBOAMMOCTH  JOCTUIJIO YpPOBHS 1—2 TOCTTETAaHMYECKUX COKpalleHUul (B pexuMe
noctretanndeckoro cuera (IITC)) mocne Oiokanpl, BBI3BAaHHOW POKYPOHHUS OpPOMHIOM HIIA
BeKypoHusi OpomuaoM. CpenHee Bpemsl [0 IIOJHOTO BOCCTAaHOBIICHUS HEHPOMBIIICYHON
IPOBOJUMOCTH (BOCCTaHOBIICHHE COOTHOLICHHS aMIUIMTY]l YETBEPTOrO W IEPBOrO OTBETOB B
pexuMe yetsipexpaspsanoit crumyisiun (T4/T1) 1o 0,9) cocTaBnsier mpuOIM3UTENBHO 3 MUH (CM.
pazmen 5.1.).

Cyrammajgekc B J03€ 2 MI/KI' PEKOMEHIYeTCS BBOJUTH, KOTJa CIIOHTAHHOE BOCCTAHOBIICHHE
HEHPOMBIIIIEYHOW TMPOBOAUMOCTH TOCie OJOKaabl, BBI3BAHHOW POKYPOHHS OpPOMHUIOM WU
BEKYpOHHUS OPOMUIOM, JOCTHIJIO HE MEHEE 2 OTBETOB B PEKUME YETHIPEXPa3psIHON CTUMYJISIIIA
(TOF). Cpennee Bpemsi 10 BoccTaHOBiIeHuUs oTHomeHus T4/T1 o 0,9 cocramiseT okoino 2 MUH
(cMm. pasgen 5.1.).

[Tpu npuMeHEeHNN PEKOMEHJOBAaHHBIX JI03 CyraMMaJieKca JUIsi BOCCTaHOBIICHUS HEHPOMBIIIICYHON
IPOBOJUMOCTH B CTaHAAPTHBIX KIMHUYECKHX CHTyalusx Oosee OBICTpOEe BOCCTAHOBJIICHHE
otHotreHust T4/T1 mo 0,9 mpoucxomuT B ciydae, KOrja HEHpOMBIIIeYHas OJ0Kaja BhI3BaHA
POKYPOHHSI OPOMHJIOM T10 CPABHEHHUIO C BEKYPOHUs OpoMuI0M (cM. pazaen 5.1.).

Dxcmpennoe ycmpaneHue HetupombliueyHou 0J10Kaobl, 8bl36AHHOU POKYPOHUSL ODOMUOOM

[Ipy BO3HHMKHOBEHHMH HEOOXOAMMOCTH B HEMEAJEHHOM BOCCTAHOBJIEHMM HEHPOMBIIICUHON
IPOBOJUMOCTH TpH OJIOKajae, BBI3BAHHOM POKYpPOHHMsS OpOMHJIIOM, pPEKOMEHJyeMas J/103a
cyramMmajiekca coctanisieT 16 Mr/kr.

[Tpu BBegenun 16 Mr/kr cyraMmmajekca yepes3 3 MUH Hocje BBEACHUS OOIIOCHOM 103bI 1,2 MI/KT
POKYpOHUS OpoMUJIa CpeiHee BpeMsl BoccTaHoBIeHUs oTHomIeHus T4/T1 o 0,9 cocTaBnsiet 0koJo
1,5 mun (cm. pazmen 5.1.).

JlaHHBIE O NPUMEHEHMM CYraMMAaJeKca IPHU SKCTPEHHOM BOCCTAHOBJICHMM HEWPOMBIIIEYHON
MPOBOAMMOCTH MpH OJI0Ka/e, BEI3BAHHOM BEKYpOHHSI OPOMUIOM, OTCYTCTBYIOT.

Ilosmoproe 66eo¢eHe CVZCIMMCI@@CCCI

B uHcKiIIOUMTENBHBIX CUTyallMsAX TIpU peKypapu3allMd B IOCIEONEPALMOHHOM IIEpUOJE
(cM. paznen 4.4.), mocie BBeIEHHUs cyramMmMmajiekca B J103€ 2 MI/KT WK 4 MI/KT, peKOMeHyemMas

MOBTOpHasl J03a cyrammajaekca cocrtapisier 4 mr/kr. Ilocie BBeneHUs MOBTOPHOM H03bI
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MOMEHTA MOJTHOTO BOCCTAHOBJICHUS HEHPOMBIIICYHOH (DYHKITHH.

Ilosmopnoe 86eoderue DPOKYDOHUA 6p0Mu0a Uiu 6€KYPOHUA 6pomu()a nocie 66e0eHus.

cyeammaoekca

[TpomMexxyTKH BpEMEHH, Yepe3 KOTOPbIe MOKHO TIOBTOPHO BBOJHMTH MUOPEIIAKCAHTHI, PHBEICHBI
B paznene 4.4.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem @yHKyuu novex

VY HanueHToB ¢ JIETKUM U yMEPEHHBIM HapylleHHeM (pYHKIMU Movek (KJIupeHc KpeatuHuHa > 30
u <80 MI/MHUH) clieayeT NPUMEHATH JO3blI IpemapaTa, PEKOMEHJIOBAaHHBIC IS B3POCIBIX
NaIMeHTOB 0e3 HapyIIeHUs! (YHKIUHU ITOYEK.

[IpumeHneHue cyramMmajiekca y NalueHTOB C TSXKEIbIMU HApYIIEHUSIMU (DYHKITUH [TOYEK, BKIIFOYas
MalMeHTOB, HaXOIAIIMXCSA Ha Tremomuanu3e (kaupeHc kpeatuHuHa < 30 mur/MuH),
npoTuBONoOKa3zano (cM. pasznen 4.3.). B Hacrosimiee BpeMsi HEIOCTaTOYHO JaHHBIX 110
0€30MacHOCTH, KOTOPBIC MO3BOJIMIM OBl PEKOMEHIOBATh NMPUMEHEHHE CyraMMajieKca y 3TOH
IPYIIIBI MAIMEHTOB (cM. pasjen 5.1.).

Tayuenmsi noscunozo eospacma

[Tocne BBepcHMs cyraMMazekca nmpu Ham4auu 2 oTBeToB B peskume TOF crumynsiuu Ha oHe
0JIOKaJIbI, BRI3BAHHOW POKYPOHHSI OPOMHJIOM, TIOJTHOE BPEMsI BOCCTAHOBJICHHSI HEHPOMBIIIICYHON
npoBoaumocTu (otHoruenue T4/T1 mo 0,9) y B3pocibix nanueHToB (18—64 roma) cocraBiseT B
cpenHeM 2,2 MUH, Y TTOKUITBIX MalueHToB (65—74 roga) — 2,6 MUH U y OYEHB MTOKUJIBIX TAI[UEHTOB
(75 ner u crapmie) — 3,6 mun. HecMOTpst Ha TO 4TO BpeMsi BOCCTAHOBJCHHS HEHPOMBIIIICUHOMN
MIPOBOJAMMOCTH Y TIOKHMJIBIX TTAIUEHTOB HECKOJILKO OOJIBIIIE, JIO3BI CyraMMaIeKca PEKOMEH TYFOTCS
TaKHe e, KaK U ISl B3POCIIbIX MAIMeHTOB O0BIYHON BO3pACTHOM rpymisl (cM. pasznen 4.4.).
Tayuenmoi ¢ odrcupenuem

VY ManueHToB ¢ O)KUPEHUEM, BKITFOUAs MAIMEHTOB C MATOJOTUYCCKUM OKHPEHUEM, PAcUeT J03bI
cyrammajieKkca JJOJDKSH OCYIIECTBIISATHCS HCXO/I U3 (haKTHIeCKOoM Macchl Tena. HykHo cienoBaTh
PEKOMEHIyeMbIM J03aM, MPEITI0KEHHBIM IS B3POCIBIX MaIlMEHTOB.

Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu

VY ManMeHToB ¢ JICTKUM M YMEPEHHBIM HapyIIeHHEeM (YHKIMH MEYCHH PEKOMEHIYEMBbIC 03B
mperapaTa OCTalOTCS TaKUMH JKe, KaK W Yy B3POCIBIX MAI[MCHTOB, MOCKOJBKY CyraMMaJeKc
BBIBOJIUTCSl TJIABHBIM 00pa3oM Modkamu. [3-3a HEZOCTATOYHOCTH MAHHBIX IO TPUMEHEHUIO
cyramMmaJiekca y MalleHTOB C TsDKEJIbIMUA HapyIIeHUsIMH (DYHKIIUU TIEYeHU U B CIIydasx, KOraa
HapylieHne (QYHKIMA TI€YCHW COIMPOBOXKIACTCS SIBIICHUSAMHU KOAryJolaTHH, MPUMEHSTH

CyraMMaJIeKC pEKOMEHIYETCsI ¢ 0C000# 0CTOPOKHOCTRIO (cM. pasaen 4.4.).
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JlaHHbBIE IO IPUMEHEHUIO CyraMMajieKca y JeTell orpaHuydeHbl. MIMEIoTCsl naHHbIE O BBEIECHUU
npernapara Jjsl yCTpaHSHHsI HeHPOMBIIIEYHON OJIOKa Ibl, BEI3BAHHON POKYPOHHS OPOMHJIOM, IIPH
nosiiieHuu 2 oTBeTOB B pexkume TOF crumynsinuu.

Jlemu u noopocmku 6 so3pacme om 2 0o 17 n1em

Jlns ycTpaHeHus: HepOMBIILIEYHO!N OJI0Ka/bl, BBI3BAHHOW POKYPOHHS OPOMUIOM, B CTaHAapTHOU
KJIMHUYECKOHN MPAKTUKE Y IETEeH 1 IOAPOCTKOB B BO3pacte oT 2 10 17 et peKoMeHayeTCsl BBOAUTD
CyraMMaJiekc B 03¢ 2 Mr/Kr (mpu Hamuuu 2 otBeToB B pesxkume TOF ctumyssiium).

Jpyrue cuTyanuu BOCCTAaHOBJICHUS HEMPOMBILIEYHOM IPOBOJUMOCTH, BCTpPEYANOIINECS B
CTaHJAPTHOM MPaKTHKE, He ObLTH N3YyYEHBI, TO3TOMY B 3THUX CITy4asiX IPUMEHATh CyTraMMaJIeKC He
PEKOMEHIYETCS 10 MTOJIy4EHHUS [TOCIEAYIOIUX TaHHBIX.

OKCTPEHHOE BOCCTAHOBJICHHE HEHPOMBIILIEYHON NIPOBOJUMOCTHU IIPU BBEICHUM CyraMMmaziekca y
JeTeil ¥ MOAPOCTKOB B Bo3pacTe oT 2 1o 17 jer uccienoBaHo He ObLIO, M MO3TOMY B 3THX
CUTYalUsIX IPUMEHEHHE Npenapara He pEKOMEHAYETCS 10 MOIYYEHUsI TOCIEIYIOIINX JaHHbIX.
Jisl TOBBINIIEHUST TOYHOCTH JO3UPOBAHUS y JIETel cyrammaekc B 1o3upoBke 100 Mr/mMi MOKHO
pazsectu 10 10 mr/mi (cMm. pasgen 4.2.).

Hemu 6 éospacme 0o 2 nem

HmeeTcst orpaHnyYeHHBIN OIBIT IPUMEHEHUS cyramMmajiekca y ereil B Bozpacte oT 30 nHel 1o
2 JIeT ¥ HET OIbITa PUMEHEHHUSI Y HOBOPOXKJIEHHBIX (B Bo3pacte 10 30 nuei). B cBs3u ¢ atum
IIPUMEHEHUE CyraMMaJeKca y AAaHHOM IpYINIbl NAaUMEHTOB IPOTHUBOIOKA3aHO 0 IOIYYECHHS
JIOTIONTHUTEIIbHBIX KIMHUYECKUX JIaHHBIX.

Criocob nnpuMeHeHus

Cyrammaziekc mpuMeHseTCS BHYTPUBEHHO CTPYWHO B BUJE OJHOKPATHOW OOTIOCHOW MHBEKIIUU,
KOTOpasi BBOAWTCS B TeueHwe 10 CeKyHJ B CHCTEMY Ui BHYTPHBEHHOTO BBEICHHS (CM.
pazmen 4.4.).

HMHCcTpyKImMy 10 NPUTOTOBJIEHUIO JIEKAPCTBEHHOIO IIpenapara nepes IpUuMEHEHUEM IIPUBECHBI B

paznene 6.6.

4.3. IlpoTuBONOKa3aHUS

- TUTIEPYYBCTBUTEIHHOCTh K JEHCTBYIOIIEMY BEIIECTBY WJIM K JIIOOOMY W3 BCIOMOTATEIBHBIX
BEIIIECTB, IEPEUUCIICHHBIX B pazzaene 6.1.;

- IETH J0 2 JET;

- TSDKEJIble HapyIIeHus: GyHKIMHU MoYeK (KiaupeHc kpeatnHuHa < 30 MII/MUH) W/WUIH NI€UYEHH.
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B OOBIYHOM  aHECTE3MOJIOTMYECKOM  MpaKTHKE  TpU  HCIOJb30BAHMM  HAPKO3a,
COIPOBOKIAIOIIETOCS HEHPOMBIIIIEYHOH 0JI0KaI01, pPEKOMEHyeTCsl HAOIIOCHHE 32 TTAIIHCHTAMHU
B IIOCJICONEPALMOHHBIA MEPUOA Ha MPEIMET pa3BUTHs HEOJAronmpUATHBIX SBJICHUN, BKIIOUYas
MOBTOPHYIO HEHPOMBIIIEYHYIO OJI0Kay.

MOHUTOPHUHT  ABIXaTeNbHOM  (GVHKIMKA  BO  BPEMS  BOCCTAHOBJICHHS  HEUPOMBIIIEYHOU

OPpOBOAUMOCTH

[IpoBOAUTH UCKYCCTBEHHYIO BEHTHJIALIMIO JIETKUX HEOOXOJUMO JIO IMOJHOTO BOCCTaHOBICHHS
aJICKBaTHOT'O CaMOCTOSITENIbHOTO JIbIXaHUS MOCJIE yCTpaHeHHs HelpoMbliedHoi Onokaabl. Eciu
JaXe MPOMU3O0LLIO IOJHOE BOCCTAHOBJIEHUE HEHPOMBIIIEYHONM IPOBOJUMOCTH, ApYyrue
JIEKapCTBEHHBIE MPENapaThbl, KOTOPbIE IPUMEHSUIMCH B MIEPU- U MIOCIEONEPALMOHHBIN EPUOIbI,
MOTYT YTHETaTh ABIXaTeNbHYIO (YHKIMIO, M TOATOMY MOXKET IMOTpeOOBaThCsl MPOAJICHHAS
MCKYCCTBEHHAsI BEHTUJISIUS JIETKUX.

Ecnmun mocne »KkcTyOanuy TMOBTOPHO pa3BUBAETCS HEWpOMBINIEUHas OJI0OKaaa, HEOOXOIHMMO
BOBPEMsI 00€CTIEUUTh a/IEKBaTHYIO BEHTUIISILIUIO JIETKUX.

Bnusnue Ha reMocTas

B wuccnenoBaHusx Ha 100poBosIbLIAX J103bl cyramMmajekca 4 MI/Kr M 16 MI/KT BBI3bIBAIU
IIPOJIOHTAIUIO CpeIHEMaKCUMAaJIbHbBIX 3HaYeHUN aKTUBUPOBAHHOTO YaCTUYHOTO
TPOMOOTIIACTHHOBOTO BpeMeHu Ha 17 1 22 % COOTBETCTBEHHO, a 3HAYCHUsI POTPOMOMHOBOTO
BpeMeHH (MeXIyHapoaHoe HopMmaiau3oBaHHoe oTHomenne (MHO)) — mwa 11 um 22 %
COOTBETCTBEHHO. JlaHHAs OrpaHWYeHHas NPOJIOHTAllMsl AKTUBUPOBAHHOIO YacCTHYHOTO
TPOMOOIIJIACTUHOBOTO BpeMeHU U mpoTpomoOuHoBoro Bpemenn (MHO) nmena KpaTkocpoUHbIN
xapakrep (< 30 Mun).

AHanu3 KIMHAYEecKoH 6a3bl 1aHHBIX (N = 3519) nmokasai, 4YTo KIMHUYECKH 3HAYMMOT'O BIUSHUS
cyraMMajiekca, IpUMEHsIeMOTo B BUI€ MOHOTEpANUU WM B KOMOMHAIIMK C aHTUKOATyJIsHTaMH,
Ha YacTOTY MepHU- UM TOCIIEONepallMOHHBIX KPOBOTEUEHN HE HAOII0JaI0Ch.

B uccnenoanuu ¢ yuacruem 1184 nanneHToB, NoABEPrIINXCs XUPYPTUUECKOMY BMEIIATEIbCTBY
U TI0JTy4YaBIIMX COMYTCTBYIOILYIO TEPANUIO AHTUKOATYITHTaMH, HaOJI0JalloCh HE3HAYUTEIbHOE U
TPAH3UTOPHOE MOBBIIIEHNE AKTUBUPOBAHHOIO YAaCTHMYHOIO TPOMOOIIACTHMHOBOIO BPEMEHH U
nporpomoOuHoBOoro Bpemenn (MHO), cBsizaHHOE C MPUMEHEHHEM CyraMMaJieKca B J103€ 4 MI/KT,
KOTOpO€ HE€ MPUBOAMIO K MOBBIIIEHUIO PUCKA KPOBOTEYEHHS 0 CPABHEHUIO C OOBIYHBIM
JICYECHUEM.

B skcniepumenTax in Vitro 6pu10 00HApYKEHO JOMOJIHUTEIBHOE YBEIHYCHNUE aKTHUBHPOBAHHOTO
YaCTUYHOTO TPOMOOIUIACTHHOBOTO BPEMEHU U MPOTPOMOMHOBOrO BPEMEHU INPU MPUMEHEHUU

cyramMmajiekca C aHTaroHuctamu ButamuHa K, HeppaKIMOHUPOBAaHHBIM Te€MapuHOM,
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BHUMAaHUE KpaTKOBPEMEHHBI XapaKTep OrPAaHUYEHHOIO YBEJIWYEHHS, AKTHBHPOBAHHOIO
YaCTUYHOTO TPOMOOIUIACTUHOBOTO BPEMEHHM M IMPOTPOMOMHOBOTO BPEMEHH, BBI3BAHHOTO
cyraMMajZiekcoM (B BUIE MOHOTEpanMM MIM B KOMOMHALMM C  BBIIIEYKAa3aHHBIMU
AHTUKOATyJITHTaMH), MaJIOBEPOSATHO, YTOOBI CYIraMMaJIEKC YBEJIMUUBAJ PUCK KPOBOTEUECHUH.
[TockonbKy pHCK BO3HMKHOBEHHUSI KPOBOTEUEHHS HE M3y4aJICs CUCTEMHO IpPU BBEIEHHH Ooliee
BBICOKMX, 4YeM 4 MI/KT, 1103 cCyrammajeKkca, IOKa3aTeld KOaryJsuH CIeAyeT TIaTeIbHO
KOHTPOJHMPOBATh B COOTBETCTBUU CO CTAHAAPTHON KIMHMYECKOW NPAKTHUKOW Yy MAIMEHTOB C
JMArHOCTUPOBAHHBIMM KOAryJIONaTUSAMU M Yy MalMEHTOB, NPUHUMAIOIIMX AHTUKOATYJISHTHl U
cyramMmmasiekc B j103¢ 16 Mr/kr.

VY nanueHTOB, MOJYYaBIIMX CTAHJAPTHYIO MOCTONEPANMOHHYIO MPO(PHIAKTHYECKYIO TEPaIuio
aHTUKOATyJIssHTaMM, (apMaKkoOJAMHAMHUYECKOE B3aUMOJEHCTBME HE MMEN0 KIMHUYECKOIro
3HayeHus. Creayer MposIBIATh OCTOPOXKHOCTh IPU NMPUMEHEHHHM CYraMMaJIeKca y MalueHTOB,
MOJIyYaAIOLUX TEPANUI0 AHTUKOArYJSIHTAMU WM TOJY4aBIIUX €€ paHee. [IoBBIIIEHHBIN pHUCK
Pa3BUTHS KPOBOTEUYECHUI MOKET HAOIIOIAThCS Y CICTYIONNX MAIlMEHTOB:

- C HAaCJEICTBEHHbIM JepuuuTOM BuTaMUH K-3aBUCHMBIX (haKTOPOB CBEPTHIBAHUS KPOBH;

- C KoaryJonaTusMu B aHaMHE3€;

- ¢ mpou3BogHbIMU KymMapuHa u MHO Bbite 3,5;

- IPUHUMAIOIINX aHTHKOATYJISIHTHI M CyTraMMaJieKe B 03¢ 16 MI/KT.

Ecnu npuMeHeHune cyramMmmajexca Bee ke He00X0JMMO, TO @HECTE3HOJIOT JJOJKEH OLIEHUTD MOJIb3Y
IIPUMEHEHHUS CYTaMMaJIeKca U PUCK Pa3BUTHS KPOBOTEYEHMUSI, IPUHUMAs BO BHUMAHHE Pa3In4HbIE
¢dakTopbl (KpOBOTEUEHMsS] B aHAMHE3€, BUJ XUPYPrUYECKOro BMeELIATeNbCTBA). Takxke Yy
NAMEHTOB, BXOASAIIUX B IPYIIY PUCKA Pa3BUTUS KPOBOTEUEHUIN, HEOOXOAMMO KOHTPOIUPOBATh
napaMeTpsl TEMOCTa3a U CBEPTHIBAEMOCTH KPOBH.

[Tpu BCKpBITHM aMIyJIbl, cO/EpIKalleld cyraMMazieKc, He0OX0AUMO CTPOTO COOII0AATh MpaBUIIa
acenTUKU. BBeneHue npenapara He0OX0AUMO HauMHaTh Oe3 mpomeieHus. Eciu cyrammazaexc
MPUMEHSIETCS OTCPOYEHO, TO COOJIIOJIEHNE BPEMEHH M YCIOBHI XpaHEHHs J0 €ro MpUMEHEHUS
ABJIIETCS OTBETCTBEHHOCTBIO Bpaya.

JIroOble OCTaTKH COAEPKUMOIO aMIlysibl MOCI€ MPUMEHEHHMsS CyraMMajieKca JOJKHBI ObITh
YHUUYTOKEHbI B COOTBETCTBUHM C IPUHATHIMH B IAHHOM PETHOHE TPEOOBAHUSIMHU.

Bo0300HOBIIEHIIE HEUDOMBIIIIEYHOU OJIOKAIBI

B xaMHMYECKHX MCCIIEJOBAHUAX C YUYAaCTHEM IallMEHTOB, MOJyYaBIIUX POKYPOHHUS OpOMU MU
BEKYpOHHUs OpOMU, PH IPUMEHEHUN cyraMMa/ieKca B 103€, MOKa3aHHOM [l COOTBETCTBYIOIIECH
IyOMHBI HeWpoMbleyHo Omokaabl (N = 2022), yactoTa BO30OHOBIEHHUS HEWPOMBIIICYHON

0J10KaJIbl, KOTOpAsk OLIEHUBAJIACH C TOMOIIBI0O MOHUTOPUHTa HEMPOMBIIIIEUHOM TPOBOIUMOCTH HIIN
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MOXET TMPHUBECTH K YBEJIMYCHHIO PHCKAa BO30OHOBJICHHUS HEWPOMBIIMICYHOUW OJIOKAIbI IOCIE
HIEPBUYHOTO BO30OHOBJICHUS HEHPOMBIIIEYHON MPOBOAMMOCTH M IIOATOMY HE PEKOMEHIYETCS
(cMm. pasgenst 4.2. u 4.8.).

I[IpoMeXKyTKH BpEMEHH, Yepe3 KOTOPHIC MOKHO ITIOBTOPHO BBOJWTH MHMOPEIAKCAHTHI IIOCIIE

BOCCTAHOBJICHHUA HCfIDOMLIH.IG‘-IHOfI OPpOBOAMMOCTH C IMTOMOIIBIO CyraMMaacKca

[ToBTOpHOE BBEICHHE POKYpPOHHSI OpOMHIA WM BEKYpOHHUS OpoMHUAa IOCIE MPUMEHEHUS

cyrammasgekca (110 4 Mr/kr) BO3MOKHO 4epe3 CIeAYIoLue MPOMEKYTKH BpeMEeHH:

MuHuMaNbHBIN Muopenakcaut (HMBA), BBoniuMmas go3a

IIPOMEXYTOK BPEMEHU

5 MHH 1,2 mMr/Kr poKypoHus OpoMuia
4y 0,6 mr/kr pokyponus 6pomuaa uinu 0,1 Mr/kr BeKypoHuUs
OopomMua

ITpu BBeneHMM poKypoHUs OpoMuia B 1o3e 1,2 Mr/kr B TedeHue 30 MUH 11OCI€ BOCCTAHOBJICHUS
HEHPOMBIIIEYHOM MPOBOJMMOCTH MO/ ACWCTBUEM CyramMMajiekca IOBTOPHOE BO3HMKHOBEHHE
HEUPOMBIILIEYHON OJIOKaZbl MOXKET BO3HMKAThb C 3aJ€pXKKOH NOpUMepHO 10 4 MHH, U
IPOIOJDKUTEIPHOCTh HEWPOMBIIICYHOW OJIOKaZbl MOXET COKPATHTHCS MPHOIM3UTENBHO 0
15 muH.

OcHOBBIBasICh Ha (papMaKOKMHETUYECKOM MOJIENTH, IPOMEXKYTOK BPEMEHH, Yepe3 KOTOPbII MOKHO
noBTOpHO BBOAMTH 0,6 MI/Kr pokypoHus Opomuaa wim 0,1 Mr/kr BekypoHus Opomuaa mocie
NPUMEHEHHS CYraMMaJIeKca TMalueHTaM C JIETKUMH WM CPeTHHUMH HapyHIIeHUsIMHU (QYHKIIUU
MOYeK, JOJDKEH COoCTaBlATh 24 4. B ciaydae ecnu Tpebyercs Oosee KOPOTKHHA MPOMEKYTOK
BpPEMEHH JUIsI BO30OHOBIIEHHUS] HEHPOMBIIIEYHON OJOKafbl, 103a POKYPOHHsS OpomHIa TOJIKHA
COCTaBJIATH 1,2 MI/KT.

IToBTOpHOE BBEJACHNE POKYPOHHUS 6DOMI/IJIa NI BEKYPOHHUA 6DOMI/I}13 IOCJIC HEMCAJICHHOTO

YCTpaHEeHUs HeEHpOoMBIIeuHon 0okaabl (16 MI/kr cyramMmmazaekca)

B peaxux ciydasx, korga HeoOXOIUMO HEMEIJICHHOE yCTpaHEHHE HEHpPOMBIIIEUHOTO OIIOKa,
PEKOMEHIYEMBII POMEKYTOK BPEMEHH U1l IOBTOPHOTO BBEJICHHSI MUOPEIAKCAHTOB COCTABIISIET
24 4.

Ecnu BO3HMKaeT HEOOXOAMMOCTh B HEHPOMBIIIEYHONW OJIOKaZe O MCTEYCHHUS ITOTO BPEMEHH,
JTOJKHBI IPUMEHSTHCS. HECTEPOUTHBIE MUOPETaKCAHTHI.

Havano aeicTBus AemoNApU3YIOMIET0 MHOPEITAKCaHTa MOXKET OBITh 0o0Jiee MEIJICHHBIM, YeM
nmpeamnojgaracTcsd, BCJICACTBUE TOTO, YTO 3HAYUTCIbHAA YaCTh MOCTCUHANITHYCCKNX HUKOTUHOBBIX

peucuTopoOB MOXKCET OBITh BCE CIIC 3aHATa MUOPCIIAKCAHTOM.
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Hapymenne @yHKINH HOYEK

Cyrammazekc He peKOMEHAYeTCs K IMPUMEHEHHIO Y MAalMeHTOB C TSHKEIBbIM HapyLIeHHEM
(GyHKIMU TIOYEK, B TOM YUCIIE y MAlMeHTOB, KOTOPHIM HEOOXOAUMO NMPOBEJACHHUE AMAIH3a (CM.
pazmen 5.1.).

BzanmoeicTBus, O6VCJIOBJ'I€HHI)I€ JUIMTEIILHBIM JICHCTBHEM PDOKYPOHHUS 6DOMI/II[a HJIN BEKYPOHUA

Opomua

B CJIydac NpUMCHCHUS B IOCTOIICPAlMOHHOM IHECPUOAC MPCIIAPaTOB, MOTCHIUAJIBHO BJIUAIOMIUX
Ha HEHPOMBIINICUHYI0 OJIOKagy, cieayer oOpaTHTh o0co0Oe BHHMAaHHE Ha BO3MOXKHOE
BO300HOBIICHHE HEHPOMBIIICYHOH OJIOKa/IBI.

Taxoke crnexyer oOpaTuTh BHUMAaHUE B MHCTPYKLMU 110 MPUMEHEHHUIO POKYPOHUS OpoMuaa Hiu
BEKypOHHUs OpOMU/Ia Ha CITMCOK MPenapaToB, KOTOPHIE HOTEHIIMPYIOT HEHPOMBIIICYHYIO OJIOKay.
Eciu naOmronmaercss BO300HOBJICHHE HEHPOMBIINIEYHOH OJIOKAgbl, MOTYT IOTPeOOBATHCS
MCKYCCTBEHHAsl BESHTHJISLMS JIETKMX M IOBTOPHOE BBE/ICHHE CYyraMMa IeKca.

Wudopmanus o Apyrux BO3MOXKHBIX THUIAX B3aUMOJCHCTBUS (IO THUIY CBSI3bIBAHUS WJIU
BBITECHEHUS) IIPEICTaBlIeHa B pa3zaene 4.5.

IIoBepXHOCTHAs aHECTE3US

Korna BoccTaHOBICHHE HEHPOMBIIICYHONH MPOBOJMMOCTH IMPOBOJIWIOCH HAMEPEHHO B XOJIE
aHecTe3uu (BO BpeMsl KJIMHWYECKUX HCCJICIOBAaHUMN), W3peAKa OTMEYAIUCh TPU3HAKU
MOBEPXHOCTHOW aHecTe3WH (IBWKCHHS, Kalllellb, TPUMACHI, BTSITUBAHHUE JHIAOTPAXCATbHON
TPYOKH).

Ecnu ycrpanenue HelipoMblIlieqHON OI0KaAbl MPOU3BOAUTCS BO BpeMsi IIPOBEICHHS aHECTE3HH,
MOJKET TOTPEOOBATHCS BBEJICHHUE JIOTIOTHUTEIBHBIX JI03 aHECTCTHKOB /MU OITUOH]IOB.

Bripaxxennas Opaaukapaus

B penkux ciydasx BelpakeHHast Opaankapans Habojanach B TeU€HUE HECKOJIBKUX MUHYT 1OCIIe
BBEJICHUS CyraMMajieKca JUls yCTpaHEHHUs] HeHPOMBILIEYHON OJIOKaIbI.

OnucaHbl eTUHUYHBIC CITy4Yan OpaJuKapIuK ¢ OCTAaHOBKOM cepia (cM. paszaen 4.8.). Y nanueHToB
CJIeZyeT TIIATEIFHO KOHTPOJIUPOBATh COCTOSTHUE TEMOJMHAMUKH BO BPEMsI M TIOCJI€ YCTPAHEHUS
HepoMblleyHoi Osiokaapl. JleueHHe aHTUXOJIMHEPTUYECKHMHU IpernapaTaMu, TaKUMH Kak
aTpPOIHH, CIeyeT Ha3HAuaTh, €CJIM HaOIr01aeTCsl KIIMHUYECKU 3HauYuMast OpaguKapus.

HapvmeHHe d)VHKHI/II/I INEYCHU

CyramMmajgexkc He MeTa0OJu3MpyeTcss B IEYeHH, MOITOMY HCCIEJOBaHMS Ha MalMeHTax C
HapyleHHOH (yHKIMeH NMeYeHn He MPOBOAWINCH. [Ipy mpuMeHeHur npenapara y MaueHToB ¢
TSOKETIBIMU HapyIIEHUSIMH (DYHKIIMM TEYEHH CIIEAYeT COONI0aTh OCOOYI0 OCTOPOXKHOCTH. B
cllydyae eclii HapylleHue (DyHKUIMU MEeYeHH COMPOBOXKIAETCS SBJICHHUSAMH KOAaryjiolaTHH, CM.

noapas3aci «Brnusgane Ha TeMocTasy.
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HDI/IMCHCHI/IC cyraMMaJIcKCa B YCJIOBUAX MHTCHCUBHOU Té%

[IpumeHeHne cyraMMmaneKca y MAIEeHTOB, MOJyYaBIIUX POKYPOHHUS OpOMHUI MM BEKYpPOHUS
OpoMuJ1 B yCIOBUSIX OT/AEIEHUS MHTEHCUBHOM Tepanuu, He U3y4anoch.

IIpuMeHeHne cyraMMajiekca Juid YCTpaHSHUs HEMPOMBIIICYHOM 6J'IOK8,IIBI, BBI3BAHHOM JPYTUMU

MUOpEIaKcaHTaMy (He POKYPOHHS OPOMHIOM WK BEKYPOHUSI OpOMUIOM)

Cyrammanekc He JIOJDKEH NPUMEHSThCS ISl yCTpaHEHUs OJOKaabl HEHPOMBIIICYHOH
MpoBOAUMOCTH, BBI3BAHHOU TaKHUMU HECTCPONAHBIMU MHUOPCIIAKCAHTAMHU, KaK CchaMeTOHI/Iﬁ 1501050
COCZIMHEHUS OCH3MIM30XHHOJIMHOBOTO Psija.

Cyrammajiekc He JOJDKEH MPUMEHSTHCS IS yCTPAHEHUS] HeWPOMBIIIEYHOW OJIOKA IbI, BBI3BAHHOM
JPYTUMH CTEPOHUIHBIMUA MHOPEIAKCAHTAMH, OTIIMYHBIMHU OT POKYPOHHS OpOMHU/IA WIIH BEKYPOHUS
OpomuIa, MOCKOJBKY JaHHbIe 00 3()QeKkTUBHOCTH M OE30MACHOCTH /ISl TAaKOTO MPUMEHEHUS
OTCYTCTBYIOT. ECTh TOJIbKO OrpaHUYEHHBIC JAHHBIC 110 YCTPAHCHHUIO OJIOKabl HEUPOMBIIICYHOU
IPOBOJIMMOCTH, BBI3BAHHOW IMTAHKYPOHHSI OPOMHUIOM, OJTHAKO MX HEAOCTATOYHOE KOJHYECTBO HE
MO3BOJISIET PEKOMEH/IOBATh CYraMMaJIeKC JIsl BOCCTAHOBJICHUS HEHPOMBIIIICYHON MTPOBOAMMOCTH
B ClTydae MPUMEHEHUS 3TOTO MHOPEIAaKCaHTA.

3aMeIJIEHHOE BOCCTAHOBJIICHHUE

[Ipu cocTOSIHMSX, CBSI3aHHBIX C YIJIMHEHUEM BPEMEHH MHPKYISIUH (CEepAeUHO-COCYAUCTHIC
3a00JeBaHus, TOXWION Bo3pacT (cMm. pasnen 4.2.), OTEYHOE COCTOSIHHME (Hampumep, B CBS3U
TSDKEJIBIM ~ HapylleHHeM (QYHKIUM TICYCHH)), BPEMs BOCCTAHOBJICHHMS HEHPOMBIIICUHON
MIPOBOJIUMOCTH MOXKET YBEIIMYMBATHCS.

Peakiiuy rTunep4yBCTBUTEILHOCTH

Bpaq JOJIDKCH OBLITH TOTOB K MOSBJIECHUIO BO3MOKHBIX peaKuHﬁ THICPUYIYBCTBUTCIBHOCTH U NOJIDKCH
CO0JTI01aTh HEOOXOIMMBIC MEPBI MMPEIOCTOPOKHOCTH (CM. paszzen 4.8.).

BcnoMorarenbHEIE BEIIECTBA

JanHblil mpenapar coaepkuT MeHee | Mmousb (23 Mr) HaTpus Ha 1 MII, TO €CThb 1O CYTH HE

COJICPKUT HATPHSL.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MpenaparaMH W JApyrue BHIbI
B3aMMO/JEHCTBHUSA

Wndopmarnus, npeacrapieHHas B JaHHOM pa3jiee O CIIOCOOHOCTH CBSI3bIBAHUS CyraMMajieKca ¢
JpPYTUMHU JIEKaPCTBEHHBIMU CpPEJICTBAMH, IIOJy4Y€Ha HA OCHOBAaHUM JOKJIMHMYECKHX U
KJIMHUYECKHX HCCIEeIOBAaHUN, a TakkKe MOJCIMPOBAaHUS, C y4eToM (apMakoIuHAMUYECKHX
3ppeKToB  OIOKATOPOB  HEHPOMBIIIEYHOH  MPOBOAMMOCTH U (hapMaKOKHUHETHUYECKOTO
B3aMMOJIEHCTBUS MeXAy OJoKaTOpamMH HEHPOMBIILIEYHON MPOBOJMMOCTU U cyrammazekcom. He

OXXHNAACTCA KIIMHNYCCKH 3HAYUMOTI'O (I)apMaKOHHHaMH‘-IeCKOFO B3aHMO}IeI>'ICTBH5[ cyraMmmaJiekca €
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(bapMaKoIMHAMUYECKOTO B3aMMOJICHCTBHS C ICKAPCTBEHHBIMU CPEACTBAMH:
- s topemuderHa u (Qy3uIOBONH KHCIOTHI HE HCKIIOYAIOTCS B3aMMOICHCTBHS IO THITY
BBITCCHCHUS (KJIMHUYECKH 3HAYMMOE B3aUMOJICHCTBHUE 110 TUITY CBSA3BIBAHUS HE OXKUIACTCS);
- JIJIs1 TOPMOHAJILHBIX KOHTPALICIITUBOB HE UCKITIOYACTCS BO3MOYKHOCTD B3aUMOJICHCTBHS 110 TUITY
CBSI3bIBaHUS (KJIMHUYECKU 3HAYUMOE B3aMMO/ICHCTBHE 110 THITY BBITCCHEHUS HE OXKHJIACTCH).
BzauMoneiicTBusl, MOTEHNMAILHO BIHSIONIME Ha 3G(QEKTUBHOCTL cyraMMagekca (CM. TakKe

pazzaen 4.4.)
Topemughen

TopemugeH, KOTOppIi UMEET OTHOCUTENIFHO BBICOKYIO aUHHOCTD C CYyraMMaJeKCcoM M JUis
KOTOPOTO BO3MOXKHO BO3HMKHOBEHHE OTHOCHTEIBHO BBICOKOM IIA3MEHHON KOHLEHTPAIHH,
CHocOo0eH B HEKOTOPOW CTENEHU BBITECHATb BEKYPOHHUS OpOMUJ WM POKYpPOHHUS OpoMun u3
KOMILIeKca ¢ cyrammaiekcom. [loatomy BoccTanoBieHue otHomenus: T4/T1 1o 0,9 Moxet ObITh
3aMeJICHO y MAIIMeHTOB, KOTOPHIE MMOJTydalld TOpeMU(EH B JIEHb ONEPaIHH.

Dy3u0o6as KUCIOMA NPU 6HYMPUBEHHOM 86€0€HUU

BBenenue ¢y3u10Boit KUCIOTHI B NPEIONEPALMOHHOM MIEPUO/IE MOXKET MPUBECTH K HEKOTOPOMH
3asepxkke BoccraHoBieHus: TOF (T4/T1) orHomenus no 0,9. OpgHako B mocieonepanuoHHOM
nepuojsie HE MpPEIojaraeTcs pa3BUTHA PEKypapH3alllH, IOCKOJIBKY CKOPOCTh HH(}Y3Un
(by3uI0BOI KHUCIIOTHI COCTABIISIET O0JIee HECKOIBKHIX YacoB, a €€ KyMYJIALUs B KPOBH — Oojee 2—
3 mHen.

B3anMoieficTBHs, TOTEHIMATBHO BAUSIONINE Ha YPGEKTUBHOCTD JPYTUX OPENapaToB (CM. TaKkxke

pasznen 4.4.)

FOpMOHa]leble KOHmpayennuesl

BzaumopeiictBue Mexay cyraMMmanekcoMm (4 MI/KT) U MPOTeCTepPOHOM MOXKET MPHUBECTH K
CHI)KEHMIO dKcmo3ulinu mporectepona (34 % ot miomaau noa hapMakOKUHETHUYECKONH KPUBOU
«koHueHtpanus — BpeMsd» (AUC)), koTopoe oJ00HO CHUKEHUIO, HA0II0JaeMOMY TIPH MPHEME
CYTOYHOH 03Bl MEPOPaANbHOIO KOHTpAleNTHBa Ha 12 4acoB mo3ke OOBIYHOIO, YTO, B CBOIO
ouepe]ib, MOXKET MPUBECTU K CHIKEHUIO d(D(PEKTUBHOCTH KOHTPALICIITIH.

JIJist 5CTPOr€HOB MOKHO TaKXke 0XuaaTh cHIbkeHue s¢pdekra. [loaTromy BBeneHue O0MFOCHOU
JI03BI CyraMMa/IeKca pacCMaTpUBaeTCsl Kak SKBHBAJICHTHOE OJHOM MPOMYIIIEHHOW CyTOYHOU J03€
NEPOpPAIbHBIX TOPMOHAJIBHBIX KOHTPALCIITUBOB (KOM6I/IHI/IpOBaHHBIX HIIN COACPpKAIUX TOJIBKO
nporectepoH). Ecnu mepopanbHBIi KOHTpalleNTHUB OBLT TPUHIAT B JACHH NPUMEHEHUs
cyrammasiekca, HeoOX0AUMO O0OpPaTUTHCA K pa3/iely HHCTPYKIIMHU M0 MPUMEHEHHUIO TIEPOPATLHBIX

KOHTpalUCITUBOB, OIMUCBIBAIOIIEMY }IeﬁCTBI/IH IIpH IPOITYCKE OO35I.

10
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OT MEPOPAJIBHOrO, IALMEHT JOJDKEH HCIIOIb30BATh JIONOJHUTEIBHBI HErOPMOHAIBHBIN
KOHTPAIIEITUBHBI METO/ B TEUCHHE MOCIEAYIOIUX 7 AHEW W 00paTuThCs 3a MHPOpManuen K
MHCTPYKLMH 110 IPUMEHEHUIO JaHHOTO KOHTPALIENITUBA.

Bausane Ha J'Ia6ODaTODHBIC IIoKa3aTcjinu

B menom cyrammanekc HE OKa3bIBAaeT BIMSHUS Ha JIaDOpaTOpHBIE TECThl. B0O3MOXXHBIM
UCKIIFOYEHHMEM SIBIICTCA TECT 110 KOJIMYECTBEHHOMY OIIPEIEICHUIO IIPOreCTEPOHA B ChIBOPOTKE
KpOBH (TIpU KOHLEHTpALMK CyraMMaziekca B ria3me kposu 100 Mkr/mur).
eTH

CrenyanbHbIX MCCIEJOBAaHUM y JeTell 10 M3Y4YEHMIO B3auMOJEHCTBUs npenaparta JlecTuHui ¢
JPYTUMU JIEKApCTBEHHBIMM CPEICTBAMM HE NPOBOAWIOCH. [Ipy npuMeHeHnu npenapara y nereu
HE00X0/1MMO NPUHUMATh BO BHUMAHUE JaHHBIE, [TOJyYEHHbIE Y B3POCIIBIX, a TAK)KE HH(OPMALIHIO,
MIPEACTABICHHYIO B pazzene 4.4.

Bo3Mo0KHBIE TULIBI B3AUMOJIENCTBHUS.

Bzaumooeiicmeusi no muny ceazvieanusl

BcnenctBue BBenenus cyrammaziekca 3QpQpeKTHBHOCTh HEKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB
MOJKET CHHU3UTHCS U3-32 YMEHbBIIEHUS HUX (CBOOOJHOI) IUIa3MEHHOW KOHIEHTpPAIUU (CM.
pasnen 4.5.). B takoii cutyanuu HE0OXOUMO JTHOO TTOBTOPHO BBECTH JAHHBIN JICKAPCTBEHHBIH
npenapar, Ju00 Ha3HAYUTh TEPANCBTUYECKH JKBHBAJICHTHBIM JICKAPCTBEHHBIN Mpernapar
(MpeAnoYTUTETHHO JPYTroro XUMHUYECKOTO KJ1acca) u/uiu COOTBETCTBYIOIIIEE
He(hapMaKoJIOTHYECKOE BO3/ICHCTBHE.

Bzaumooeticmsus écnedcmeue gvimecHenuss MUOPENAKCanma U3 KOMNIAEKCA ¢ Cy2amMmaoeKcom
BcenencrtBue  BBeneHHs  HEKOTOPBIX — JICKAPCTBEHHBIX  IpEMapaToB  TOCIE MPUMEHEHUs
cyramMmmajiekca TeOpeTUYECKH POKYPOHHUSI OPOMUI U BEKYPOHUS OPOMU MOTYT OBITH BHITECHEHBI
U3 KOMILIEKCA C CyraMMajeKCoOM, B pe3yjibTaTe 4Yero MOXKeT HaOII0AaThcs BO300HOBIIEHHE
HelpombiliedHo Ornokaapl. [lomoOHOTO poja B3auMMOIEWCTBHS HAOMIOMAIOTCS TOJIBKO C
HEKOTOPBIMHU TIpernapatamu (Hanpumep, TopeMudenoM, Gpy3umoBoit kucinotoit (cM. pasaen 4.5.)).
B pesynpTaTe mpuUMEHEHHs STHUX MpemapaToB BO3MOKHO BO300HOBJIEHHE HEHPOMBIIIECYHOMN
Onokazpl. B Takux cmydasx HeoOX0IuMO BO30OHOBUTH MPUMEHEHHE UCKYCCTBEHHON BEHTUIISIIUU
nerkux. MH}py3n0OHHOE BBEACHHUE MperapaTa, MPUBEANIEro K BHITECHEHUIO POKYPOHUsSI OpoMuIa
WJIM BEKYPOHUS OpOoMH/JIa U3 KOMILJIEKCA C CyraMMaIeKCOM, JI0JKHO OBITh IIpekpalnieHo. B cioyyae
€CJIM MPEAINOoaraeTcsi pa3BUTHE B3aMMOJICHCTBHS IO TUIY BBHITECHEHUS MOCJIE TApEHTEPATLHOTO
BBEJICHUS JIPYroro JEKapCTBEHHOTO Mpemnapara (KoTopoe ObUIO clIeNaHo B TeUeHHe 7,5 4 mocie

MIPUMEHEHHUS CyraMMaiekca), He0OX0JUMO ITPOBOAMUTD MTOCTOSIHHBIM KOHTPOJIb (TPUOIU3UTENBHO

11
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NPU3HAKOB BO30OHOBJICHUS OJIOKAIBI.

Knuanyeckn 3HauuMoe (apMakoJAWMHAMHYECKOE B3aMMOICHCTBHE C JPYTUMH JIEKapCTBEHHBIMU

npernaparaMu MOXHO 0)KUIATh:
- 1 Topemudena M (y3uaOBOH KHCIOTHI HE HCKIIOYAIOTCS B3aUMOJCIHCTBHS IO THITY
BBITECHEHHUS (KIIMHUYECKH 3HAYMMOE B3aUMOJICHCTBHE MO THITY CBSI3bIBAHUS HE 0XKUIACTCS);
- 1711 TOPMOHAJIBHBIX KOHTPAIEITUBOB HE UCKIIIOYAETCSI BO3MOXXHOCTh B3aMMOJICHCTBHSI IO
THUITy CBSA3BIBaHUS (KIMHUYECKM 3HAYMMOE B3aMMOJICHCTBHE IO THUILYy BBITECHCHHS HE
0’KHJIaeTCs).

B3zaumooeticmeus ¢ anmukoazyiaHmamu

Bonee monpoOHBIE CBeneHUS O BPEMEHHBIX YBEIMYCHHUAX MApaMETPOB  KOAryJISIHH,

HaOJF0IaeMBbIX B KIMHMYECKUX HCCICIOBAHUAX, a TakkKe O IN Vitro B3ammopeicTBuH ¢

AHTHUKOAryJIIHTaMH CM. B IIOAPA3JALIIC «BausHue Ha remocTasy pasaciia 44,

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepeMeHHOCTH

Knunuueckue uccneaoBanus Mo NPUMEHEHHIO MpenapaTta JleCTUHUI ¢ ydacTueM OepeMeHHBIX
JKSHIIUH HE TIPOBOIUIIHCH.

HccnenoBanusi Ha )KUBOTHBIX HE TOKA3aJIM MPSIMOTO WJIM OMOCPEIOBAHHOTO IMOBPEKIAIOIICTO
NEHCTBUS HA Te4YeHHEe OEepeMEHHOCTH, pPa3BUTHE AMOPHOHA/IIONA, POABI M IMOCTHATAIbHOE
pa3BUTHE.

[TpumensTh npenapat JlecTHHUT y OEpEeMEHHBIX KEHIIUH CIIETYET C OCTOPOKHOCTBIO.

JlakTanus

HewusBecTHO, BBIAENSACTCS I CyraMMAaJIeKC C MOJIOKOM Yy 4YenoBeka. MccnenoBanust Ha sKHUBOTHBIX
MOKa3aJi, YTO CYyraMMaJIeKC MPOHUKAET B TPYAHOE MOJIOKO.

BcacreiBanue UKITI0IEKCTPUHOB IPH MTPHEME BHYTPh HU3KOE U HE OKa3bIBACT BIUSHUS HA peOCHKa,
HaXOJIAIIEroCs] Ha TPYJHOM BCKapMJIMBAaHHH, TOCJIE€ BBEICHUSI OOJIFOCHOM 03Bl CyraMMmajieKkca
KOpMsIIIel MaTepHu.

[TpumensTe mpemnapar J{eCTUHWI y SKEHIIMH B MEPHOJ TPYAHOTO BCKAapMIIMBaHUS CIEAYeT C
OCTOPOKHOCTBIO.

DdepTUIbHOCTD

I/IBYLICHI/IC BJIMAHUA IIpCIIapaTa I[CCTI/IHI/IJ'I Ha (bCpTI/IJ'ILHOCTB Y 4CJIOBCKA HC ITPOBOANIIOCH.

HccnenoBaHus Ha )KMBOTHBIX HE ITOKAa3aJIM HETaTUBHOTO BIMSHMS.
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4.7. BausiHue Ha CIMOCOOHOCTH YNPABJATH TpchnbgHﬁM'tﬁéﬁI%muh TDE‘IH(')'JFE;II‘L c

MeXaHM3MaMH

Crnenyer w30eraTh BBIMOJTHEHHS MOTCHIMAIBLHO OMACHBIX BHUJIOB JCSATEILHOCTH, TPEOYIOIIHUX
BBICOKON CKOpPOCTHM ICHXOMOTOPHBIX PEaKIMii, TAKUX KaK BOXKJIEHHE TPAHCIIOPTHOTO CPEACTBA
WJIY YIIPaBJIECHUE MEXaHU3MaMH.

OTCyTCTBYIOT Kakue-TuOO JaHHbIE O BIMSHUM Tpernapara JlecTHHMI Ha CIOCOOHOCTh K

BOXICHHIO TPAHCIIOPTHOI'O CPCACTBA UJIM YIIPABJICHUC MCXaHU3MaMU.

4.8. HexkennaTesibHbIE peakunu

BezonacHocTh cyrammanekca Oblia OIEHEHA B MCCIIENOBAHUAX C ydacTHeM 3519 manueHToB ¢
IOMOIIBI0 O0BbETUHEHUsT 0a3bl JaHHBIX MO OE30MaCHOCTH, IOJYYEHHBIX Ha OCHOBAHUU
KIIMHUYECKHUX nccaenoBanuit gas -1l

B moarpymnmne oObeAMHEHHBIX MJale00-KOHTPOIUPYEMBIX HCCIEAOBAHUM, B XO0J€ KOTOPBIX
MAIUEHTHl TOJIyYadl aHECTE3WI0 W/MIU OJIOKaTOphl HEHpOMBIMEYHOH mpoBogumocty (1078
Y4aCTHUKOB MCCJIEZI0BAHUS 10 BO3JICHCTBUIO CyramMmMa/ieKca o CpaBHEHHIO ¢ 544 ydacTHUKaMU B
rpynne mnane6o), HaOmOJanu CleIyIoIMe HeXelaTeNbHbIe peakuud y > 2 % MalueHToB,

MoJIydyaBlInX CyraMmaJiekc, 4ro, 1o KpaﬁHeﬁ MCpPEC, B ABA pas3a BBIIIC 110 CPABHCHUIO C rpynnoﬁ

mianedo:
CucremHo- He:xkenarenbHas Cyrammajekc nanedo
OpraHHbIi Kjacc peakums n=1078 n = 544
(mpeanmoYTHTEIbHBIH
TEPMHUH)
% %
TpaBMmsl, OcnoxHeHnue B 4 0
MHTOKCUKAIIUU U | ABIXaTeNbHBIX MYyTAX
OCJIO’)KHEHUS 10CJIe aHECTE3UU
101(13%8) OcnoxHeHus 3 <1
AQHECTE3UHU
ApTtepuanbHast 3 2
THUTIOTEH3HSI,
BbI3BaHHAs
MpOLENYypOr
[Tpouenypusie 2 1
OCJIO’KHEHUS
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COOTBETCTEYET 3KI
ot 19.12.

(MOEEQUEA

Hapymenns co | Kamenn

CTOPOHBI
NBIXaTEIbHON

CHUCTEMBI,  OpPraHOB
IPYAHOM KIETKH U

CpelnoCTeHHs

B kinmHMYECKMX HCCIENOBaHMAX OCIOKHEHUS, HaOJI0JaBIIMECs] BO BPEMs aHECTE3UH WU
XUPYPrU4eCKOH  MpOLENypbl, U  ONHUCAaHHbIE  HCCIENOBAaTEJIEM C  HCIOJb30BAHHUEM
COOTBETCTBYIOIIUX TEPMHMHOB, ObUIN CIPYNIMPOBAaHbl B COOTBETCTBUHU C NPUBEIECHHBIMU HMKE
KaTeropusiMU HeXeaTeIbHbIX SBJICHUN U BKIIOYAJIN:

Oc0KHEHUS aHECTE3UH CO CTOPOHBI OPraHOB JbIXaHMS

OCJIO)KHGHI/I?I co CTOpOHI)I OpFaHOB JAbIXaHWs, CBsJA3aHHBIC C aHGCTCSI/ICfI, BKJIFOYAJIN
COIMPOTHBIICHUE IHIOTPAXCATHHON TpyOKe, Kallellb, HEOOJBIIYI0 JIBUTATCIBHYIO PEAKIMI0 Ha
BBEJICHUE HHAOTPAXCANIbHON TPYOKH, PEaKIMI0 AKTHUBAIMM LIEHTPAIbHOW HEPBHON CHUCTEMBI
(LTHC) BO Bpemsi XHPYprHuYeCKO#l MpPOLEAYpHI, Kallledb BO BpPEMs BBEICHUS AHECTE3UU WIIH
BBITIOJTHCHU A xnpypmqecxoﬁ HpOHeI[ypI)I WIN CIIOHTAHHOC AbIXaHHUC ITallMC€HTA, CBA3aHHOC C
aHeCTE3HeH.

Ocn0XHEHUS IpU IPOBEACHUN aHECTEC3NHU

[TosiBneHue ABUraTeIbHON aKTUBHOCTH, Kallllsl, IpUMac, BTATMBAHUE SHAOTpaxealbHON TpyOKu
BO BpEMs HNPOBCACHUSA aHCCTC3WMM HJIM BO BPEMA CaMOro OICPATHBHOIO BMCHIIATCIILCTBA, YTO
OTpa)kaeT BOCCTAHOBJICHHE HEWPOMBIIICUHON QYHKIMHU (cM. pasnen 4.4.).

OcnoXHEHHMS, BRI3BaHHBIC TPOBEACHUEM IIPOLICAYD

OCJ'IO)KHGHI/IH, BbI3BBAHHBIC IIPOBCACHUEM IMPOUCAYP, BKIHOYAOT KallCllb, TaXUKapJAUIO,
6pa,[[I/IKap,[[I/IIO, ABUIKCHUC U YBCIIMUCHUC YaCTOTBI CEPACYHBIX COKp&IlIGHPIfI.

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHHfI

Bozobnosnenue netipomviweunou 610Kaovl

B xnmuHUYeCKHX MCCIEAOBAHUSX C YUYAaCTHEM MAallMEeHTOB, MOJMYYaBIIUX POKYPOHUS OPOMHMI MK
BEKYpOHUsI OpOMHU/I, TPH TPUMEHEHUN CyraMMaJieKca B 103€, MOKA3aHHOM /I COOTBETCTBYIOIIEH
rIyOMHBI HeHpoMbleyHo Omokaabl (N = 2022), yactoTa BO30OHOBIEHUS HEWPOMBIIICYHON
0JI0KaIbI, KOTOPAsi OIICHUBAIACH C TOMOIIHI0 MOHUTOPUHTA HEHPOMBIIIIEUHOH MMPOBOIUMOCTH HITH
KJIMHUYECKHX JaHHBIX, cocTaBisiia 0,20 % (cm. paznen 4.4.).

Peaxyuu eunepuyecmeumenvrocmu

Peakiuy runepayBCTBUTEIIBHOCTH, B TOM YHCIIE aHAPMITAKTHIECKHE, HAOTIOJATNCh Y HECKOIBKHIX

YeJIoBeK, B TOM YHCIIE Y 3/0pOBbIX J00poBoubleB (cM. mojapasnen «CBeaeHUs O 370pOBBIX
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NAIUEHTOB, MOJBEPraloUINXcsd XUPYPTUUECKOMY JIEUEHMIO, YKA3aHHBIE PEAKIMH BCTPEUYAINCh
pEIKo, U TaHHBIE O YacTOTE Pa3BHUTHUS MOAOOHBIX pEakIMil MOCIe BBIXOJA Mpernapara Ha PHIHOK
OTCYTCTBYIOT.

Knunuueckue mposiBieHUs! peakluii THUIIePUyBCTBUTEIBHOCTH BAPbUPOBAIN OT U30JMPOBAHHBIX
KOXKHBIX /IO CEphE3HBIX CHCTEMHBIX peakuuil (T.e. aHadwmiakcus, aHaQUIAKTHYECKUI IIOK) U
OTMEUAJIUCh y MALUEHTOB, KOTOPbIE paHEe HE MOJyYaal CyraMMaIeKc.

CHUMIITOMBI, COTPOBOXKIAIOLIUE JaHHBIE PEaKlUi, MOTYT BKJIIOUATh MOKPACHEHHE, KPAUBHHUILY,
SPUTEMATO3HYIO ChIllb, 3HAUUMOE CHH)KCHHE apTePHAIbHOTO JIaBJICHUS, TAXUKAPIUIO, OTEK S3bIKa
¥ TJI0TKH, OPOHXOCIIa3M U MIPUCTYIIBI, CBSI3aHHBIE C 0OCTPYKTUBHOW 00JI€3HBIO JIeTKUX. Tspkenble
PEaKIUU TUTIEPUYBCTBUTEIILHOCTH MOTYT OBITh (PaTaabHBIMHU.

Csedenust 0 300po8bix 000pP0o6OILUAX

PangoMusupoBaHHOe, IBOWHOE CJENOe HCCIEAOBAaHUE MO M3YYEHHUIO YacTOThl BO3HUKHOBEHUS
peakUuy TUIEPUYBCTBUTEIBHOCTH OBbUIO IPOBENEHO C Y4YacTHEM 3/10POBBIX JOOPOBOJIBIIEB,
MOJYyYaBIIUX JI0 3 MOBTOPHBIX 703 muanebo (N = 76), cyrammanekc B go3e 4 mr/kr (N = 151) nim
cyrammaziekc B go3e 16 mr/kr (n = 148). OTueTsl o npeanoiaraeMoil runepYyBCTBUTEILHOCTH
paccMaTpuBaINCh KOMHUCCHEW C MPUMEHEHHEM CIIeroro Merona. YactoTa BO3HHUKHOBEHUS
MPU3HAHHOW THUINEPUYYBCTBUTEIBHOCTH cocTaBuia 1,3, 6,6 u 9,5% B rpynmax mianebo,
cyrammaziiekca 4 MI/Kr W cyramMmmajgekca 16 MI/KT COOTBETCTBEHHO. OTYeThl O Cllydasx
aHaMIaKCUH TOCTe MPUMEHEHHs Ianedo win cyrammajaekca 4 Mr/kr orcyrcTBoBaiu. OauH
CIIy4aii mpu3HaHHOW aHapUITaKCHH HAOII01aJICs MOClie TPUMEHEHHs TIEPBOH 103bI CyraMMajieKca
16 mr/kr (wactora Bo3HUKHOBeHUS 0,7 %). Kakne-mubo moka3aTenbCcTBa YBEITWYCHHS YaCTOTHI
WIM TSDKECTH TUIIEPUYBCTBUTENBHOCTH TOCJE MPUMEHEHUS! MOBTOPHOU JI03bl CyraMMajieKkca He
ObUTH OOHAPYKEHBI.

B nmpeapiayieM aHamOTHYHOM HCCIIENOBAaHUM HAOMIOJATIUCh TPU Clay4das BO3HUKHOBEHUS
aHaUIaKCUHM TOCTE MPUMEHEHHUS cyrammajekca 16 mr/kr (dacrora Bo3HHKHOBeHHs 2,0 %).
Haubonee pacnpoctpaHeHHON HexenaTenbHOW peakuued B TpYIIE 3J0POBHIX J100pPOBOJIBLEB
obuta qucressust (10 %).

Buvipaosicennas opaduxapous

B nmoctpeructpallMOHHBIX HCCIEAOBAHUAX ObUIM  3a(UKCHUpPOBAHBI OTIEJbHBIE CIy4yau
BbIpaXXEHHON OpaJiKapIuu ¢ OCTAaHOBKOM cep/lla B TeUeHNE HECKOJIBKUX MUHYT I1OCJI€ BBEJCHUS
cyramMMajieKca MpH yCTPaHSHUH HeHPOMBIIICUHOH O10Kajbl (cM. paszen 4.4.).

Tayuenmoi ¢ 6poHxonecouHbIMU 3a001E6AHUAMU

B nocrpeructpainoHHOM KJIMHHUYECKOM HCCIIEI0BAaHUU C yJacTHEM MallMeHTOB C 3a00JI€BaHUSIMU

OpOHXOJIETOYHON CHCTEMBI B aHAMHE3€, Y MalMeHTOB HAOJII0JAJIOCh PAa3BUTHE OpPOHXOCHA3MA.
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Bo3moskHa TpUYUHHO-CIIEICTBEHHAS CBSI3b ATOTQ ﬂBneHﬁP%aﬁ&gﬁ%emH%aia: ! CITIPIIIILII/IJ'I

Bpaq JOJIDKCH OBITh OCBCAOMJICH O BO3MO’KHOM pPAa3BUTUH 6pOHXOCH3.3Ma Yy MalucHTOB C
6p0HXOJICFO‘IHBIMI/I 3a00JIeBaHUSIMH B aHaAMHE3€.

[Ipoune 0CO0BIE NOoNVyJIANNHU

Tayuenmsi ¢ namono2uyeckum oxcupenuem
B kIuHWUYECKOM WCCIEIOBaHWM Y TMAIMEHTOB C MATOJIOTHYECKUM OXHPEHUEM MPOQHIIb
HEKENaTeNIbHBIX peakuuid B IMeloM ObUl cxoleH ¢ mpoduieM y B3pOCHBIX MAlMEHTOB B
00beIMHEeHHBIX HccnenoBaHusax dassl 1-111.

eTH
OrpaHu4eHHbBIE JaHHBIC MMOKA3BIBAIOT, 4TO Mpoduias 6e30macHOCTH cyramMmmazekca (10 4 Mr/kr
BKIIFOUUTENBHO) Y IeTel ObLT TaKOM XKe, KaK Y B3POCIBIX.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0marh O 10J03pEBAEMBIX HEXKeNaTeJIbHbIX pPEaKLUUAX MOcCie pPEerucTpanuu
JIEKApCTBEHHOTO Tperapara ¢ Helbl0 00eCTIeYeHNsT HEPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I10J1b3a — PUCK» JIEKAPCTBEHHOI'O IpenapaTa. MeIuIMHCKUM pabOTHHKAM pPEKOMEHAYETCs
cool1aTe O JIIOOBIX MOJO3PEBACMbIX HEKENIATENbHBIX PEaKIMIX JICKapCTBEHHOI'O Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKEJIaTeNIbHBIX PeaklUsIX TOCyAapCTB — YICHOB

EBpazuiickoro 5KOHOMHUYECKOr0 COK03a.

Poccuiickas ®@eoepayus

denepanbHas cayx0a 1o Hax3opy B cdepe 3apaBooxpanenus (PocaapaBHanzop)
Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

Temedon: +7-800-550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTH «IHTepHeT»:

www.roszdravnadzor.gov.ru

Pecnybnuka Apmenus

«HayuyHbllf 1TEHTp SKCIepTU3bl JIEKAPCTB M MEAULMHCKUX TEXHOJOTMM HM. aKaJeMHuKa
9. lNabpuensinay AO3T

Anpec: 0051, r. Epesan, nip. Komuraca, 1. 49/5

Tenedon: (+374-10) 20-05-05, (+374-96) 22-05-05

OnexTpoHHas noyra: vigilance@pharm.am

Caiit B nH)OpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOH ceTn «MHTepHeT»: Www.pharm.am
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(NOCNEQCBATENEHOCTE 0003)

Pecnyonuxa benapyco

Pecnybnukanckoe yHutapHoe npeamnpusitue «LleHTp SKcmepTH3 W HCOBITAaHUM B
3/1paBOOXPaHEHUN

Anpec: 220037, r. Munck, ToBapuieckui niep., 1. 2a

Tenedon: +375-17-242-00-29

OnexTpoHHas noyra: repl@rceth.by

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: WWWw.rceth.by

Pecnyonuxa Kazaxcman

PI'TI na IIXB «HaunoHanbHbIA LEHTP 3KCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIMUIMHCKHX
u3nenuity Komwurera MeaMuMHCKOTO W (apMaleBTUYECKOro KOHTPOIsT MUHHUCTEPCTBA
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. manosa, 1. 13

Tenedon: 8 (7172) 235-135

OnexTponHas noyra: farm@dari.kz

Caiit B nH()OPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOM ceTn «MHTepHeT»: Www.ndda.kz

Kuipevizckaa Pecnyonuka

JlemapraMeHT JE€KapCTBEHHOIO OOEcleueHUs U MEIULMHCKOM TEeXHUKU Npu MUHHUCTEpCTBE
3npaBooxpanenus Keiproizckoii PecriyOmuku

Anpec: 720044, r. buiukek, yi. 3-1 auHus, 1. 25

Tenedon: 0800-800-26-26

OnektponHas nouta: dlomt@pharm kg

Caiit B nH()OpPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»: WWW.pharm.kg

4.9. Ilepeno3upoBka

CHMITOMBI

Jlo HacTosIIero BpeMeH! Mo JaHHBIM KIIMHUYECKHUX HUCCIIEeIOBaHUI OMHUCAaHO OJJHO COOOIIEHHE O
CIIy4aifHOM mepeno3upoBke mpemnapara B qo3e 40 mr/kr. Kakue-nubo 3HauuTeNbHbIE MTOOOYHBIE
3 PEeKTH OTCYTCTBOBAIIH.

B uccnenoBannm mo 0€30MacHOCTH CyraMMajieKe MPUMEHSICS B 1o03ax 10 96 mr/kr. He Obuto
BBISIBJICHO KaKUX-JIN00 MOOOYHBIX A (EKTOB (KaK CEpPbe3HBIX, TAK U HE CEPHhE3HBIX ), CBA3AHHBIX C
BBOJUMBIMU JI03aMHU.

JleueHme

Bo3MoxHO YAAJICHHUE CyraMMaJ€eKCca M3 KPOBOTOKa METOAOM reMojJualini3a C MNPUMCHCHUCM
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THJIPABINYECKON MPOHUIIAEMOCThIO. Ha OCHOBaHWMM KIMHUYECKHX HCCIIEIOBaHHM mocie 3—6-
4acOBOI'0 Ce€aHca reMoAuain3a ¢ (QUWIBTPOM C BBICOKOW T'MIPABINYECKONW IPOHUIIAEMOCTHIO

KOHIIEHTpalUsl CyraMma/ieKca B IjIa3Me yMeHbIIaeTcs nmpudnuszurenabHo Ha 70 %.

5. ®APMAKOJIOTHTYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOICTBa

®apMakoTepaneBTUYECKasl IPyIIa: MPOYNEe pa3HbIC IIperaparhbl; IIPOYUE pa3HbIC IPENaparsl;
AHTUIOTHIL.

Kon ATX: VO3AB35

Mexanusm geiicTBus

Cyrammajgekc mpeacTaBisieT co0oil MOAU(DHUIMPOBAHHBIA TaMMa-IUKIOAEKCTPUH, KOTOPBIN
ABIISIETCS. COEIUHEHUEM, CEJICKTUBHO CBS3bIBAIONINM MHOpenakcanThl. OH GopMHUpYeT KOMILIEKC
C MHUOpEJIAKCAaHTaMU POKYPOHHUsI OPOMHJIOM M BEKYpOHHUs OpOMHIOM B IUIa3Me€ KPOBH, YTO
MPUBOAUT K CHIDKCHUIO KOHIICHTPALIMM MHOPEJIAKCAHTa, CBS3bIBAIOIIETOCS C HUKOTUHOBBIMU
peuenTopaMu B HEHPOMBIIIEUHOM CHHANCE. JTO MPUBOJUT K YCTPAHEHHUIO HEHPOMBIIIEUHON
0JI0KaJIbl, BEI3BAHHOM POKYPOHHUS OPOMUIOM WIIM BEKYPOHHUS OPOMHUIOM.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

HaGmromanace yeTkass 3aBUCUMOCTHh d((eKTa OT 103bI CyraMMaJieKca, KOTOPBIM BBOIWICS B
pa3juyHble MEpPHOJbl BPEMEHM U TpU Pa3NIuYHOW ThyOumHe OJoka HEeHPOMBIIIEYHON
npoBoauMocTH. Cyrammaziekc BBoAuICS B qo3ax oT 0,5 g0 16 MI/KT Kak mociie 0OJHOKpPaTHOTO
BBEJICHHS pOKypoHus Opomuza B go3ax 0,6, 0,9, 1,0 u 1,2 mMr/kr uim mocie BBEACHUS BEKyPOHUS
opomuna B no3e 0,1 Mr/Kkr, Tak ¥ mociie BBEACHUS TOIESP>KUBAIOIINX 103 3TUX MHOPETAKCAHTOB.

Kinuanueckas 3¢ dekTUBHOCTE U O€30IIaCHOCTD

Cyrammazekc MOXET MPUMEHSTHCS B Pa3In4yHbIe IEPUO/IbI BPEMEHHU MOCIIE BBEECHUS POKYPOHUS
OpoMu/ia Uil BEKYpPOHUS OpOMHIa.

Boccmanosnenue netipomviueunoii npogooumocmu 6 ciyuae enyOoKou HetpoMbluleyHol 610KA0bl
B panpoMu3upoBaHHOM KIMHUYECKOM HCCIIEIOBAaHUM TMAIlMEHTHl ObUIM pacmlpeieNeHbl Ha 2
rpynnsl (Tpynma BeKypoHHss OpoMuaa M Tpymma pokypoHus Opomunaa). Ilocnme BBenmenus
MOCJIETHEN T03bI POKYPOHUS OpOMUIA U BEKYPOHHUsSI OpoMuia 10 1 —2 MOCTTeTaHUYECKUX OTBETOB,
4 mr/kT cyrammagiekca uin 70 MKT/KT HEOCTUTMUHA BBOJIMITUCH CITyYailHBIM 00pa3zoM.

Bpems (MMH) om_e66edetus CVZCZMMCZ@QKCCZ Uujilu HeocmucemuHna npu ZJZV60K012 HeUpPOMbLUUECYHOU

bnoxade (1—2 nocmmemanu4yeckux O0meemos) Nocie NPpUMeHeHUs POKVPOHUSL OpoMuoa uiu

8eKYpOHUsL Opomuda 00 soccmanosienus omuowenus TalT1 00 0,9:
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VcromsYonErd CRONE] Tepatim - = | = J00-]

IIpenapar nus cozpanus
HEHPOMBIILIEYHOT0 0JI0Ka

(MUOpenaKkcaHT)

Cyrammanekc (4 mMr/kr)

Heocturmun (70 MKr/KT)

Pokyponus 6pomug

N (4KCIIO MaKEeHTOB) 37 37
Mennana (MuH) 2,7 49,0
Jlnamazon 1,2-16,1 13,3-145,7
Bexyponust 6pomu

N (YUCITO MAI[EHTOB) 47 36
Menunana (MuH) 3,3 49,9
Jlnamazon 1,4-68,4 46,0-312,7

Boccmanosnenue netipomvlueunot npogooumocmu 6 cyuae cpeonell HelpoMbluleyHol 0J10Kaobl
B npyrom pannoMu3upoBaHHOM KIMHUYECKOM HUCCIICA0OBAaHUH MAIIMEHTHI ObLIN pacipeaesieHbl Ha
2 rpynnel (rpynmna BeKypoHMsi OpoMuja M rpynmna pokypoHus Opomupaa). Ilocie BBeneHus
MOCNeAHEH J03bl POKYPOHHSI OpoMHAa WM BEKypOHHsS OpomMuaa IpH MOSBICHUU OTBeTa 12
CIIy4aifHBIM 00pa30M BBOJWINUCH 2 MI/KT cyrammajiekca uii 50 MKI/Kr HeOCTUTMHUHA.

Bpems (MHH) om_86edeHUs. CVZCZMMCZOGKCCZ UIU HeoCmu2MUuHa npu nossierHuu omsema 12 nocie

NpUMEHEHUSL POKYDOHUSL OpOMUOA UL 8eKYDOHUSL bpomudda 00 occmanognenuss omuowtenus TalT1

00 0,9:

IIpenapart 115 co3ganus Hcnonb3yeMbie cxembl TEpanuu

HEHPOMBIILIEYHOT 0 OJI0Ka Cyrammanekc (2 Mr/kr) Heocturmun (50 MKr/KT)

(MHOpenakcaHT)

Poxyponus 6pomua

N (YUCITO MAI[EHTOB) 48 48
Menuana (MUH) 1,4 17,6
Jnanazon 0,954 3,7-106,9

Bekyponust 6pomun

N (4KCI0 MAUEeHTOB) 48 45
Menunana (MuH) 2,1 18,9
Jnanazon 1,2-64,2 2,9-76,2

PeBepcusi HelipombliiedHOro 0J10Ka, MHIYLUPOBAHHOIO POKYPOHHS OpOMHIOM, HPU MOMOIIU
CyraMMaJieKca CpaBHUBAJIaCh C peBEpCHE HEHUPOMBIIMICEYHOTO OJI0Ka, MHIYIIMPOBAHHOTO ITHC-
aTpaKkypueMm, NpHU MOMOLIM HEOCTUIMHUHA. JJig 3TOro mocjue mosiBlieHus OTBeTa T2 MpuMeHsIICs

CyraMmMaz€kC B O03¢€ 2 MI/KI' WA HEOCTUTMHH B J03¢€ 50 MKI/KT. CyTaMMa)lCKC obecrieunBal
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0oJiee OBICTPYIO PEBEPCHIO HEHPOMBIIIICUHOTO OJIOKa, HI{'M?[MH‘{%%OT%HMH; _'61|7|O"1\|/I|I/i:zll0M,

[0 CPaBHEHHMIO C HEOCTUTMHUHOM, HCHOJB3YEMBIM JJIsI PEBEPCHM HEWPOMBILIEYHOrO OJ0Ka,
WHIYyLIMPOBAHHOI'O LIUCATPAKYPHUEM.

Bpems (MMH) om_eeedenus CVZGMMaael('CG UAU HeoCmucMUuHa npu nossieruu omseema 12 nocie

npuUMeHeHus. poKypoHus OpoMuoa wiu yucampaxypusi 00 goccmanosaenus omuouwtenuss TalT1 0o

0.9:

[Ipenapart mi1st co3ganus Hcnonp3yeMble CXeMBbI TEpaTUH
HEHPOMBIIIIEYHOTO OJI0Ka Poxyponus Opomuna u [Mucarpakypuil u
(MUOpenaKcaHT) cyramMmajiekc (2 Mr/kr) HeocTUrMuH (50 MKT/KT)
N (YUCITO MAIIUEHTOB) 34 39
Menuana (MuH) 1,9 7,2
Jnama3on 0,7-6,4 4.2-28,2

s nemeodnennoti pesepcuu

Bpemst 110 BOCCTaHOBJIEHHS TMOCIAE€ HMHIYLIUPOBAHHOTO CYKUMHWIXOIMHOM (1 Mr/Kr)
HEHpOMBIIIEYHOro 6J10Ka ObUIO COMOCTaBMMO C TAKOBBIM AJisi cyrammajekca (16 mr/kr, yepes
3 MUH IIOCJ€ BBEICHHUS MMOPEIAKCAHTA) IMOCJIE€ HHIYHUPOBAHHOIO POKYPOHHSI OpOMHUIOM
(1,2 Mr/Kr) HEHPOMBIIIIEYHOTO OJIOKA.

Bpemsa (mun) om esedenuss pokypoHus OpomMuoa U cy2amMmadekca Uil CYKUUHUAXOAUHA 00

goccmanoenenus 0o omeema T1 10 %:

[Ipenapar ams Hcnonb3yeMble CXeMBbl TEpaTUU
HEHPOMBIILIEYHOT 0 OJI0Ka Pokyponus Opomun u Cyxuunminxonut (1 Mr/kr)
(MUOpenaKkcaHT) cyrammaekc (16 Mr/kr)
N (4KCII0 MAIHEHTOB) 55 55
Menuana (MuH) 4,2 7,1
JlnamnasoH 3,5-7,7 3,7-10,5

B rpynmnoBoM aHanmze OBUIO MOKa3aHO CIEAYIOLIEE BpEeMsl BOCCTAHOBJIEHUS C IOMOIIBIO
cyrammaziekca (16 Mr/kr) mociue npuMeHeHHus! pokypoHus 6pomuna (1,2 mMr/kr).

Bpemsa (mun) om esedenus cyzcammacekca yepes 3 MUK nocie 86e0eHUsl pOKYPOHUSL Opomuoa 0o

goccmanoenenus omuowenus TalT1 00 0,9, 0,8 wm 0,7

T4/T1 10 0,9 T4/T1 10 0,8 T4/T1 10 0,7
N (4KCIIO MAIEHTOB) 65 65 65
Menuana (MuH) 15 1,3 1,1
Jnanazon 0,5-14,3 0,5-6,2 0,5-3,3
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Hapywenue ¢pynxyuu novex

B IByX OTKpBITBIX KIMHUYECKHX HMCCIEJOBAHUSAX MPOBOIMIOCH CpaBHEHUE 3((HEKTUBHOCTH U
0e30MacHOCTH MPUMEHEHUs CyramMmajieKca y MalUeHTOB C TSKENIbIM HapylieHueM (QyHKUUU
MoueKk Wik 0e3 Hero, IMOJABEpPrarolIuXcsi XUPYPrUYECKOMY BMeENIaTeNbCTBY. B omHom u3
UCCIIEIOBAaHUM CyraMMaJieKC BBOJAMJICS U1 YCTpPaHEHMs OJIOKaabl, BBI3BAHHOM pPOKYPOHMS
OpoMHIOM, TIpH HATUYUH 1—2 TOCTTETAHWYECKUX OTBETOB (4 MI/kr; n = 68); B apyrom
UCCJIEIOBAaHUM CYraMMaJeKC BBOJWICS TIpU TOSIBJICHUH BTOPOrO OTBETa B pexKUME
yeTeipexpazpsaaHor crumyssiuu (T2) (2 mr/kr; n = 30). BoccraHoBiieHHEe HEWPOMBIIICYHOM
IPOBOJUMOCTH TIOCiIe OJOKazbpl OBLIO HE3HAYMTENBHO MAOJBIIE Yy TMAlUEHTOB C TKEIBIM
HapylieHrneM (QYHKIMH MOYEK MO CPAaBHEHHIO C MAIMCHTaMU 0€3 HapyIICHHs] (QYHKIMH MMOYCK.
CrnyyaeB OCTaTOYHON HEHPOMBIIIEYHON OJIOKa[bl WM €€ BO30OHOBJICHHUS Y NAIMEHTOB C
TSDKEJIBIM HapyleHueM (yHKIIMH MOYeK B JaHHBIX UCCIIEOBAHMIX HE HAOIIOAANOCh.

Brusanue na unmepesan QTc

B tpex xnmHMueckux uccienoBaHusx (n = 287) cyramMmajzekca, IPUMEHSEMOIO B PEXHUME
MOHOTEpPANUU WU B KOMOWHAIIMU C POKYPOHHUS OPOMUIOM HIIM BEKYpOHHS OpOMHUIOM, WIH B
KOMOHMHAIMU C MpornodoiioM WM ceBOIypaHOM, HEe HAOIIOAANOCh KIMHUYECKH 3HAYUMOTO
yBesmueHuss QT/QTc wHTepBanma. DTH JNaHHBIC TOITBEPKIAIOTCS AHATU30M OO0OOIICHHBIX
pe3yabTatoB snekTpokapauorpaduu (OKI') u HexenaTeabHbIX SBICHHI B uccieaoBanusax das 11
u L.

Tayuenmoi ¢ namono2uyeckum oxcupenuem

B xone kinmHMueckoro uccienoBanust 188 mManMeHTOB, y KOTOPHIX OBUIO JAMArHOCTUPOBAHO
TMAaTOJIOTHYECKOE OXKHUpeHHe (MHAeKC Macchl Tena > 40 kr/m?), OIEHMBAIOCh BpeMs [0
BOCCTaHOBJICHHUs IIOCJI€ YMEPEHHOW WM IIyOOKOW HeMpoMbIleuHOM OsoKaibl, BBI3BAaHHOM
POKYpOHMsI OPOMHUIIOM MJIM BEeKypoHMs: OpomuzoM. [lanueHnTtsl nmoiaydanu 2 Mr/Kr uiav 4 Mr/kr
cyramMmaZiekca, B 3aBUCHUMOCTM OT YpOBHS OJOKaabl, B J03€, COOTBETCTBYIOIIEH OO
¢dakTryeckoil Macce Teia, MO0 HIEATbHOM Macce Tela CilIy4allHbIM 00pa3oM, C JIBOMHBIM
ocnerieHneM. OObeIMHEHHOE MO TIyOMHE OJIOKaAbl M HEMPOMBIIIEUYHOTO OJIOKUPYIOIIEro
CPEJICTBA, CPEIHEE BPEMSI BOCCTAHOBJIEHHSI OTHOLIIEHHSI OTBETOB YETBIPEXPa3pAIHON CTUMYJIALIAN
(TOF) > 0,9 y nansieHToB, KOTOPBHIM BBOAMIIN CyraMMaIeKC UCX0/Is U3 (DaKTHUECKON Macchl Tena
(1,8 mun), 66110 craTUcTHUecKU 3HaUMMO MeHble (p <0,0001) mo cpaBHEHHIO C MallMEHTaMH,

KOTOPBIM BBOJUJIN CYIraMMAaJICKC UCXOJd U3 HUaeaJIbHOM MacCHl Tena (3,3 MI/IH).

5.2. ®apmakoKMHeTHYECKHE CBOMCTBA

q)apMaKOKHHeTquCKHe mapaMETphl CyraMMaJiICKCa paCCUUTBIBAIOTCA UCXOOd N3 CYMMHPOBAHUS
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— MuopenakcaHT. @apMaKOKHMHETHYECKUE MapaMeTphl, TaKhue Kak OOIIMN MIa3MEHHbIN KIMPEHC
(CL) u o6bem pacnpenenenus (Vd), CYUUTAIOTCS OAMHAKOBBIMU JIJISl CyraMMaJIeKca, HaX O IIerocst
BHE KOMIUIEKCA, U CyraMMaJIeKca, HaXOJAIIEerocs B COCTaBE KOMIUIEKCA C MUOPEJIAKCAHTOM.

Pacopenenenue

HaOmonaemelit Vg cyramMMazekca B CTa0MIBHOM COCTOSHUHM Y B3POCIBIX IAI[UEHTOB C
HOpMaJIbHOU MouYe4Hoi ¢yHkuueit cocrasiser oT 11 mo 14 1 (ocHOBBIBasCh Ha CTaHAAPTHOM
(apMaKOKMHETHYECKOM aHanu3e Oe3 pasjeneHus Ha KoMmapTMeHThl). Hu cyrammaznekc, Hu
KOMILJIEKC CyraMMaJieKC — POKYPOHMs OpOMM[ HE CBSI3bIBAIOTCA C O€JIKAMHU IUIa3Mbl KPOBH WU
APUTPOLIUTAMH.

Buorpancdopmarus

Cyrammanekc BBIBOJUTCS IIOYKaMM B HEU3MEHEHHOM Bujae. Ha HacTosmuii MOMEHT B
JOKIMHUYECKUX U KIIMHUYECKUX UCCIIETOBAHMIX METa0OIUTHI cyraMMajiekca He OOHApYKEHBI.
DJIMMUHALHS

YV B3pOCIBIX TAMEHTOB C HOPMAIBHOM MOYeUHOW (DYHKIHMEH, KOTOPHIM MPOBOAMIIACH aHECTE3HS,
nepuoj monyBbiBeneHus (li2) cyrammanaekca cocTaBisieT okoio 24, a oxumaembin CL —
88 ma/mun. bonee 90 % mo3bl BEIBOAUTCS B TeueHHe 24 4; 96 % m03b1 BHIBOAUTCSI ¢ MOYOH, U3
KOTOpBIX 95 % cocTaBisieT HEM3MEHEHHBIM cyrammaznekc. Menee uem 0,02 % cyrammaziekca
BBIBOJMTCS 4Y€pe3 KHUIICUYHUK M C BBIABIXa€MbIM BO3AyxXoM. [IpuMeHeHHe cyrammajekca y
3I0POBBIX JOOPOBOJIBILIEB MPHUBOJWIO K TIOBBIIIEHHOMY BBIBEACHHIO IMOYKAMHU POKYPOHHS
OpomuIa B KOMIUIEKCE C CYyTaMMaIeKCOM.

JInHeNHOCTh (HEMMHEHHOCTS)

[Tpu GosrocHOM BBeZIEHMH cyramMmaziekca B 103ax oT 1 10 16 Mr/kr ero papmMakoKnHETHKA HOCUT
JIMHEUHBIN XapaKTep.

DapMaKOKMHETHKA Y 0CO0OBIX rpyni nannmcHTOB

Tayuenmol ¢ napywenuem GyHKYuU noYex u nayueHmol NOACUILO20 603PACMAa

PapMaKOKMHETHYECKUE MTapaMeTPhl Y MOKWIBIX NAMEHTOB C Pa3JINYHOM CTENIEHBIO HAPYLICHUS
(GyHKLIMU TOYeK, KOTOpas U3Mepsulach ¢ MOMOILBIO ONpe/ieNIeHus] KIMpeHca KpeaTHHUHA, ObLTH
OLIEHEHBI NPU UCHOJIB30BAHUU MOMYISALMOHHOTO (DapMaKOKMHETHUECKOro aHainu3a. Pe3ynbraTsl
(bapMaKOKMHETHYECKOTO HCCIEI0BaHUsA, B KOTOPOM IPOBOAMIOCH CpPaBHEHHE MAllMEHTOB C
TSDKEJIBIM HapylIeHHeM (QYHKIIMH TOYEK U MallMEeHTOB C HOpMaIbHON (PyHKIIMEH MOYeK, TOKa3allu,
YTO KOHIIEHTPAlMU CyraMMajieKca B IUIa3Me OBbLIM CXOAHBIMU B T€UCHHME IEPBOTO yaca Iocie
BBEJICHUS TpernapaTa U BIOCJIEACTBUU MOHIKAJIMCh ObICTpee B KOHTPOJIBbHOH rpymme. O6mas
MPOJOKUTEILHOCTD JIEUCTBUS CyraMMaJleKca y MAlMeHTOB C TSKEJIbIM HapylleHHueM () YHKIUU

MoYeK OblIa YBCJIMYCHA, YTO BBIPAXKAJIOCH B 17-KpaTHOM €€ YAJIMHCHUMU. vy IMaIMCHTOB C TSAXKCJIBIM
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o s ST nnna
HapymeHneM (YHKIMH IMOYeK HU3KHWE KOHIICHTPAIMU cWﬁM;@baEWrH)%MﬁCI B '1|1'J'1|z't3'1\'/le B

Te4eHUe, 110 KpaliHel Mepe, 48 yacoB 1ociie BBeJIeHUs npenapara JJectuHui.

Pe3ynbrarel BTOPOTO MCCIEIOBAaHUS, B KOTOPOM IPOBOAWIOCH CpPAaBHEHUE MAILlUEHTOB C
YMEPEHHbIM WM TSDKEIbIM HapylleHueM (QYHKIMU I0YeK C IMalUMeHTaMH € HOPMaJIbHOM
dyHkuuel noyek, nokasanau, 4yro CL cyrammaziekca ocTeleHHO yMeHbIIaeTcs U 12 MOCTeNneHHO
YBEIIMYMBACTCS CO CHIDKeHUEM (yHKimM nodek. [Tokazarenu Obuiv B 2 paza U B 5 pa3 BhIIIE Y
NAIMEHTOB C YMEPEHHBIM H TSKEIBIM HapylIIeHHeM (YHKIHUU TTOYEK COOTBETCTBEHHO.
Cyrammazekc He 0OHapyKMBAJICs CIYCTs 7 JHEH Iocie BBEACHUs J03bl MAlEHTaM C TSHKEIIbIM
HapyleHueM QyHKINHU TOYeK.

O0001meHHbIe aHHBIE (PAPMAKOKHMHETHUYECKHUX ITapaMETPOB CyraMMazieKca ¢ y4eTOM BO3pacTa U

(YHKLINYU OYEK MPECTABICHBI HIXKE:

CpaBHHUBaeMble XapaKTePUCTUKH Cpeanue nporao3upyembie
(apmakoKHHeTHYECKHE
napametpbl (KB %)
Jlemorpaduuecka [Toueunast pyHkuUS CL,
Va (1) t12 ()
4 rpynna (KIIMpeHC KpeaTHHUHA, MII/MUH) | MIJI/MUH
2
HopmanbHast - 100 | 88 (22 %) 12
(21 %)
4
B3spocinbie Jlerkast | 50 | 51 (22 %) 13
(22 %)
40 ner,
Cpennsis
75 kr 6
Cuwmwxkennas | (ymepens | 30 | 31 (23 %) 14
(23 %)
as)
19
Tsoxenast | 10 | 89 (22 %) 14
(25)
2
Hopmanbhast - 80 | 75(23 %) 12
(21 %)
IToxwuibie 3
Jlerkas 50 | 51 (24 %) 13
75 ner, (22 %)
75 kr CHuxennas | Cpemsss 6
epean | 30 | 31 (23 % 14
(ymep (23 %) (23%)
as)
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(OCAERCHATENBHOCT 003
Tsokenast | 10 8 (21 %) 11
(23 %)
2
HopmanbHast - 95 | 77 (23 %) 9
(22 %)
3
Jlerkas 48 | 44 (23 %) 10
[ToxpocTku (22 %)
15 rer, Cpenusis 3
56 xr Cumwxkennast | (ymepens | 29 | 27 (22 %) 10
(22 %)
as)
17
Tsoxemas | 10 | 8 (21 %) 11
(23 %)
3
Hopmanbsaas - 51 | 37 (22 %) 4
(22 %)
3
Jerkas | 26 | 19 (22 %) 4
Hetu (22 %)
7 1eT, Cpenusis .
23 kr Cuwmwxkennas | (ymepens | 18 | 11 (22 %) 4
(22 %)
as)
20
Tsoxenass | 6 3 (22 %) 5
(25 %)

Ilon

Paznnuns papMakOKMHETHKH B 3aBUCHMOCTH OT T10J1a HE HaOJII0/1aJTUCh.

Macca mena

[TomynsIIMOHHBIA  (papMaKOKHHETUYECKUH aHANIU3 y B3POCTBIX U TOXKUIBIX MAI[UEHTOB HE
MPOJEMOHCTPUPOBA  KIMHUYECKH 3HAUYMMOM  3aBUCUMOCTH  BBIBEICHHUS WIH 00beMa
pacnpenesieHus: CyramMajiekca OT MaccChl Tena.

Ooicupenue

B 0AHOM KIMHMYECKOM HCCJIEIOBAHUM Y TMAllMEHTOB C MATOJOTMYECKUM OKUPEHUEM,
CyraMMaJIeKC IPUMEHSUIICS B J103€ 2 MI/KT U 4 MI/KT B COOTBETCTBHUHU C (paKkTUUEeCKoii (n = 76) unu
uneanbHOM (n = 74) mMaccoi Tema. DKCMO3UIMS CyraMMaJIeKca MOBBIMIANIACH J0303aBUCHMO U
JUHEHWHO B COOTBETCTBHH C (DAKTUYECKON WU MIeATbHOM Maccoi Tema. KIMHUYeCKr 3HaYMMBIX
pa3nnunii hapMaKOKMHETHYECKHUX MapaMeTPOB Yy MAlMEHTOB C MATOJIOTHYECKUM OKHPEHUEM U B

o011eit monmynsiuu He HaOI1aI0Ch.
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5.3. JlaHHbIe JOKJIHHHYECKOH 0e30IacHOCTH

JIOKTMHUYECKHE JaHHbIE HE BBIABUIM OCOOBIX PpHCKOB JJIsi 4YelloBeKa Ha OCHOBaHHHU
TPaJUIMOHHBIX HCCIIEAOBAaHUHN (hapMaKoJIOTHUYECKON 0e30MacHOCTH, TOKCHYHOCTH TOBTOPHBIX
1103, TIOTEHI[MaIa TeHOTOKCUYHOCTU U TOKCUYHOCTH B OTHOLICHHH PEMpPOAYKTUBHON (PYHKIIHH,
MECTHOM NIEPEHOCUMOCTHU UM COBMECTUMOCTH C KPOBBIO.

Cyrammaznekc ObICTPO BBIBOJUTCS M3 OpraHM3Ma Yy JOKJIMHHYECKUX BHUJIOB KHBOTHBIX, XOTS B
KOCTAX M 3y0aX IOBEHWJIBHBIX KPbIC OOHAPYKHMBAIHMCh OCTATOYHBIEC KOJMYECTBA CYraMMaJIeKca.
JIOKIMHUYECKHE HMCCIIEIOBaHUSI HAa MOJIOJBIX B3POCIBIX M 3pEbIX KPbICAX MOKAa3bIBAIOT, YTO
CyraMMaJIeKC HE OKa3bIBA€T OTPULIATEIILHOIO BIMSHMS HA LIBET WM KAYECTBO KOCTEU, CTPYKTYpY
KOCTEH MM MeTabonu3M KOCTHOW TkaHu. CyrammajieKC He BIHSET Ha BOCCTAHOBIICHHE ITOCIIE

nepeiaoma u peMoOACIMPOBAHUC KOCTH.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB

Harpus runpokcusn 1 M pactBop (amst koppekuuu pH)

WIH

XJIOpUCTOBOMOpoaHas kuciora 1 M pactBop (st koppekuuu pH)

Boxa miist uaneknuit

6.2. HecoBmecTuMOCTH

dapMalieBTHIECKasi HECOBMECTUMOCTD

dusnueckas HECOBMECTUMOCTh cyraMmmaJickca Ha6n10nana01> C BE€palmaMujioM, OHJAaHCCTPOHOM U
PAHUTUIUHOM.
I[aHHBIfI J'IeKapCTBeHHHﬁ npemnapar HE CICAYET CMCHIMBATHL C APYIUMH JICKAPCTBCHHBIMU

npenaparamMu, 3a UCKJIHOUYCHUEM YIIOMAHYTBIX B pa3aciic 6.6.

6.3. Cpox xpaHenust

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

Xpanure rpu Temiieparype He Boiie 25 °C B OpUriHaibHON yIaKOBKe (aMITyJIbl B TAYKe).

6.5. XapakTep u coaep:kaHue NEPBUYHOH YIIAKOBKH
[To 2 M wam 5 M B amimynax O€CIIBETHOTO CTEKJIa THUI | ¢ IBETHBIM KOJBIIOM pa3joMa WU C

[BETHOM TOYKOW M Haceykoil. Ha aMImysbl JOMOJHUTENBHO HAHOCAT OJIHO, JIBA WJIM TPU LIBETHBIX
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KOJbIa WIIK 0€3 TOMOIHUATEIbHBIX BETHBIX KOJELL

Ilo 5 ammys B KOHTYpHOU SYE€HKOBOW YIIAKOBKE W3 IUICHKU IOJUBUHWIXJIOPUIHOW U IUICHKU
MOJIMMEPHOHN WK €3 TUICHKH.

2 KOHTYPHBIC STYCHKOBEIC YIIAaKOBKH BMECTE C JIMCTKOM-BKIIAJBIIIIECM B ITAYKE U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOKEHUM  HMCIOJIH30BAHHOIO
JIeKAPCTBEHHOr0  Ipenapara WJIH  OTX0A0B, MOJYYEHHBIX TMOcCjJe TPHMeHEHHs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUIMYJISIAN C MIPenapaToM

[Mpenapat JlecTuHMI MOXKET OBITh BBEJICH B OJTHY CHCTEMY JIJIsl BHYTPUBEHHOT'O BBE/ICHUSI BMECTE
CO cienyrmuMi HHPY3uoHHBIME pacTBopaMu: 0,9 % (9 mr/min) pactBopom HaTpus xjaopuna; 5 %
(50 mr/mi) pactBopom rioko3br;, 0,45 % (4,5 mr/mi) pactBopoMm HaTpusi xyopuaa ¢ 2,5 %
(25 Mr/mMi) pacTBOpPOM TIUIFOKO3bI; PAacTBOpOM PHHrepa ¢ MOJIOYHOW KHCIOTOW; pPacTBOPOM
Punrepa; 5 % (50 mr/mi) pactBopoM rimroko3sl B 0,9 % (9 mr/mi) pacTBope HaTpus XJIOpHIA.
WNudy3nonnas cucrtema J0JDKHA ObITh TIIATETBHO MpoMBbITa (Hampumep, 0,9 % pacTBopoM HATpUS
XJIOpU/Ia) MEXTy IpUMEHEHHeM npenapata [lecTHHuI 1 qpyrux npenapatos. [t mpuMeHeHHs y
nereit npernapar Jecturnia moxuo pasBect 0,9 % (9 mMr/mu) pacTBOpoM HaTpus XJIOpHIA 10
KoHIIeHTpanuu 10 mMr/mi.

Ecnmu npenapar JlecTHHHMI BBOIUTCS uepe3 €IUHYI0 HHQY3HOHHYIO JMHHIO C JIPYTHMHU
JIEKapCTBEHHBIMU IIpernapaTamu, €€ HeoOxoaumo mnpombiBaTh (Hampumep, 0,9 % pactBopom
HATpUs XJIOpUIA) TIOCiIe BBEACHUS NpenapaTa JlecTHHIIL

Bech ocraBimmiics 1ekapCcTBEHHBIN IpenapaT U OTXOJIbl CIeIyeT YHUUTOXKHUTh B COOTBETCTBUU C

YCTAaHOBJICHHBIMH HAIUOHAJIBHBIM 3aKOHOAATCIILCTBOM Tpe60BaHI/I$IMI/I.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccuiickas ®enepanus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockogsckas 001., T. Ceprues [locan, . benukoso, a. 11

Ten.: +7 (495) 956-29-30

OnekTpoHHas mouta: info@sotex.ru

7.1. llpencraBure b ep:KaTelisl PperuCTPALMOHHOIO y10CcTOBepeHus Ha Teppuropuu Coro3a

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

Poccuiickas ®@edepayus, Pecnyonuxa Apmenus, Pecnyonruxa benapyco
3A0 «DapmPupma «CoTeke»

141345, Mockogckas o0u1., T. Ceprues [locan, n. benukoso, 1. 11
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.12.2025 N= 31682

Ten.: +7 (495) 956-29-30 |:|-|l:|::._l E,n:l':: EI'-'TEHIZH':: ': T:I ':|:|:| :I :|

OnexTpoHHas noyra: pharmacovigilance@sotex.ru

Pecnyonuxa Kazaxcman

UII «YTerenosa b.A.»

050022, r. Anmartsl, yi. MaynenoBa, 1. 123 «a», kB. 7
Ten.: +77017076181

DneKkTpoHHas rmoyra: b.utegenova ip@mail.ru

Keipevizckasn Pecnybnuka

0OcOO «PapmaPer»

720001, r. bumkek, yn. Tokroryna, a. 130, 7-i atax
Ten.: +996 (312) 66-33-42, +996 (312) 66-33-46

OnexTponHas noyra: pharmareg@pharmared.pro

8. HOMEP PET'MCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOJATBEPXKJIEHHS PETHCTPAILINU,
IHHEPEPETUCTPAIIN)

JlaTa nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OO01as xapakTepuCTHKa JEKapCTBEHHOT 0 mpenapaTa JlecTuHMI J0CTyHA HAa HH()OPMAallMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CETH

«Mutepuer» http://eec.eaeunion.org/
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