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OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "4

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

Cymxexkta, 100 Mr/mit, pacTBOp Jj1s1 BHyTPUBEHHOTO BBEIICHUS.

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBII COCTAB

JleficTByo1Iee BEIECTBO: CyTaMMaJeKC.

1 mut pactBOpa coaepxut 100 Mr cyrammaziekca (B BHI€ HATPUEBOM COJIN).

Kaxnprit dakon ¢ 2 M pactBopa conepxkut 200 Mr cyrammazekca (B BUIe HATPUEBOM COJIN).
Kaxnprit prmakon ¢ 5 mit pactBopa conepxkut 500 Mr cyrammasiekca (B BUJIe HATPHEBOI cOJIn).
BcnomorarenbHble BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: HaTpuid (cM. pazzaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp /Ui BHYyTPUBEHHOTO BBEIICHHUSI.
[Tpo3pauHblit pacTBOP OT OECIIBETHOTO 0 KOPUYHEBATO-)KEITOTO IIBETA.

OcmosstnbHOCTE: 0T 300 10 500 MOCMONB/KT.

pH: ot 7,0 1o 8,0.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapat Cymkxekra noka3zaH K IPUMEHEHUIO:

e VYcTpaHeHHE HEHPOMBIIIICUHON OJI0Ka/Ibl, BEI3BAHHOM POKYPOHHUSI OPOMHIOM WJITU BEKYPOHUS
OpOMHUJIOM Y B3pPOCIIBIX.

e VYcTpaHeHHE HEHPOMBIIIICUHON OJIOKAIbl, BHI3BAHHOW POKYPOHHUS OpPOMHIIOM, y JeTeH u
IIOJIPOCTKOB B BO3pacTte oT 2 10 17 neT.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 NPUMEHEHM I

Cyrammanekc OJKEH BBOAMTBHCSA TOJIBKO aHECTE3MOJIOTOM WIIM MOJ €ro pyKOBOACTBOM. Jlis

HaOJIOIEHUsT 332 CTENEHbI0 HEHPOMBIIIEYHOM OJOKaIbl M BOCCTAHOBJICHUEM HEWPOMBILIICUYHON

IPOBOJUMOCTH Tocie OJOKaabl PEKOMEHIYETCS MPHUMEHSATh COOTBETCTBYIOIIMHA METOJ

MOHUTOpHUHTA (CM. paznen 4.4.).

PexxuM 103upoBaHus

PexoMenayemas 103a cyramMmaieKca 3aBHCHUT OT CTETICHH HEHPOMBIIIIEUHOW OJIOKaJIbl, KOTOPYIO

HEOOXO0JIUMO YCTPAHUTh.
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Pexomenayemas 103a He 3aBUCUT OT BHAa AaHECTC3HUHU,

Cyrammazekc NOpPUMEHSIOT ISl YCTpaHeHHs OJIOKaabl HEHPOMBIIIEYHOH MPOBOJUMOCTH
pa3IMyHON TIIyOHHBI, BEI3BAHHON POKYPOHUS OPOMHIOM WIIH BEKYPOHHS OPOMHIIOM.
Yempanenue muetipomviweunoti 610xadbi, 6b136aHHOU POKYPOHUS OPOMUOOM UNU BEKYDOHUS
OpOMUOOM, 8 CIMAHOAPMHBLX KTUHUYECKUX CUMYAYUAX

Cyrammanekc B 1o03e 4,0 MI/KT  pEKOMEHIyeTcsi BBOJIUTh, KOTJIa BOCCTAHOBJICHHE
HEHUPOMBIILIEYHON MPOBOAMMOCTH AOCTUINIO YPOBHSI 1—2 IMOCTTETaHWYECKUX COKpAIIEHUH (B
pexume noctreranndeckoro cuera [[ITC]) mocne Gmokaapl, BRI3BAHHON POKYPOHHST OPOMHUIIOM
WK BeKypoHus Opomuaom. CpenHee BpeMsi /0 MOJHOTO BOCCTAHOBJICHMSI HEHPOMBIIICYHON
IPOBOJUMOCTH (BOCCTAHOBJIEHHME COOTHOILIEHHS aMIUIMTYJ YETBEPTOrO M IMEPBOIO OTBETOB B
pexxkume yetsipexpazpsaaHoit crumynsauuu [T4/T1] no 0,9) cocraBnser npubIM3UTENHHO 3 MUH (CM.
paszmen 5.1.).

Cyrammanekc B go3e 2,0 MI/KI peKOMEHAyeTCsl BBOJIUTH, KOTJa CIIOHTAHHOE BOCCTAHOBIIEHUE
HEHPOMBIIICYHON MPOBOAMMOCTU IMOce OJOKajbl, BBI3BAHHOH pPOKYpPOHHUS OpOMHIOM WM
BEKYpPOHHS OPOMUIOM, JIOCTHUIJIO HE MEHEE 2 OTBETOB B PEKUME YEThIPEXpa3psiiHON CTUMY SN
(TOF). Cpengnee BpeMs A0 TOJHOTO BOCCTAHOBJICHHUS HEUPOMBIIICYHON MPOBOIUMOCTH
(otnomenue T4/T1 no 0,9) cocraBmsieT okosio 2 MuH (cM. pazzaen 5.1.).

[Ipu npuMeHEeHNH PEKOMEHIOBAaHHBIX /103 CyraMMaJieKca JJisi BOCCTAaHOBJICHUS HEHPOMBIIICUHOM
IPOBOJUMOCTH B CTaHAAPTHBIX KIMHUYECKHX CHTyallMsx Ooyiee OBICTpOE BOCCTAHOBJICHHE
otHomeHuss T4/T1 mo 0,9 mpoucxomut B ciaydae, KOrja HEMpOMBINMIEUHAas OJIOKaja BhI3BaHA
POKYpOHHsI OPOMHIOM T10 CPaBHEHUIO ¢ BEKypOHHUs OpoMuioM (cM. paszzmen 5.1.).

Dxcmpennoe ycmpaneHue HetlpoOMblUUe HOU O10KAObl, 8bI36AHHOU POKYPOHUSL OPOMUOOM

[Ipy BO3HMKHOBEHHMH HEOOXOIUMOCTH B HEMEJICHHOM BOCCTAHOBIICHUM HEHPOMBIIICYHOM
IPOBOAMMOCTH TpU OJIOKajge, BBI3BAHHOW POKYpPOHMSI OpOMHIOM, pPEKOMEHIyemas J103a
cyrammajekca cocrapiseT 16,0 Mr/kr.

[Tpu BBenenuu 16,0 Mr/kr cyrammasnekca uyepe3 3 MUH 1OCIIe BBeIeHHs O0IIOCHOM 10361 1,2 MI/Kr
POKypOHUs OpoMHuJIa cpeHee BpeMst BoccTaHoBIeHus oTHomeHus T4/T1 1o 0,9 cocrasisier okoiio
1,5 mun (cm. pazaen 5.1.).

JlanHble 0 MPUMEHEHHHM CyraMMajieKca IpHU SKCTPEHHOM BOCCTAHOBJICHUM HEMPOMBIIICYHON
IPOBOIUMOCTH TIPH OJIOKa/ie, BI3BAHHOW BEKYPOHHS OPOMHIOM, OTCYTCTBYIOT.

Ilosmopnoe 8gedenue cyzammaoexca

B uckimounTenbHBIX CUTYAIUSAX PU PEKypapU3aii B TOCIEONEPAlMOHHOM MTEpHO/Ie (CM. pa3zen
4.4.), mocie BBEIECHUS CyraMMaJieKca B J03€ 2 MI/KT WU 4 MTI/KT, peKOMEHIyeMasl TOBTOPHAs

no3a cyrammazekca cocrapiser 4 mr/kr. Ilocie BBemeHHss MOBTOPHOI J03bI CyraMMasieKca
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BOCCTaHOBJICHUS HEHPOMBIILICUHOHN (PYHKITUH.

Iloemopnoe 6sedenue poxkypoHuss Opomuda unu 6eKypoHus Opomuoa nocie 66e0eHus
cyeammaoekca

[TpoMexXyTKH BPEMEHH, 4epe3 KOTOPHIE MOKHO TIOBTOPHO BBOJAUTh MHUOPEIAKCAHTHI, IPUBEICHBI
B paznedne 4.4.

Oco0ble rpyInel NAKMEHTOB

Ilayuenmul ¢ Hapywenuem ynKyuu novex

VY nmanueHToB C JIETKUM U YMEPEHHBIM HapylIeHHeM (YHKIMH MoYeK (KIUpeHc kpeatnHuHa >30
u <80 MJI/MHMH) cleayeT NPHUMEHATh 03Bl IpenapaTra, PEKOMEHIOBAHHbBIE Ui B3pOCIBIX
NaIMeHToB 0e3 HapylIeHus (GYHKINHU TOYEK.

[TpumeHeHue cyramMmmaiekca y MaueHTOB ¢ TSHKEJIbIMU HapyIIeHUs MU QyHKIIUH ITOYEK, BKIIIoYast
MalMeHTOB, HAXOMAIUXCS Ha  reMmomuanu3e (kaupeHc  kpeatmHuHa <30 MJI/MHH)
NpOTUBOMOKa3aHo (cM. pasnen 4.3.). B Hacrosimee BpeMs HEIOCTaTOYHO HaHHBIX TIO
0€301aCHOCTH, KOTOpbIE MO3BOJIMIM Obl PEKOMEHIOBAaTh NMPUMEHEHUE CyramMmajeKca y STou
TPYIIIBI TAIMEeHTOB (cM. paszmen S5.1.).

Tlayuenmul nodxxcunoco 6o3pacma

[Tocne BBeneHMs cyramMmajekca mpu Hanuuuu 2 otBeToB B pexkume TOF ctumynsaiuu Ha (oHe
O510Ka/bl, BBI3BAHHOW POKYPOHUSI OPOMHIOM, MTOJTHOE BPEMsI BOCCTAHOBJICHHUS HEWPOMBILIIEUHOU
npoBogumoctu (oTHomenue T4/T1 mo 0,9) y B3pocnsix manueHtoB (18—64 roga) cocraBiseT B
cpemHeM 2,2 MUH, Y TIOXKHIIBIX TAIMEeHTOB (65—74 roga) — 2,6 MUH U Y OYCHB IMOXKHUIIBIX MTAIIMEHTOB
(75 ner u Gonpiie) — 3,6 MuH. HecmoTpst Ha TO, 4TO BpeMsi BOCCTaHOBIICHUSI HEHPOMBILIIEYHON
IPOBOJUMOCTH Y TIOKUJIBIX TTALIMEHTOB HECKOJIBKO OOJIbIIIE, JO3bI CyraMMaieKca peKOMEHIYIOTCS
TaKHe ke, KaK U IS B3POCIIbIX MAlIMEHTOB OOBIYHOM BO3PACTHOM rpymibl (cM. pazaen 4.4.).
Tayuenmul ¢ oxxcupenuem

VY NanueHToB ¢ 0)KUPEHUEM, BKITI0Yas MAlMEHTOB C NaTOJIOTHYECKUM OKHPEHHEM (MHAEKC MacChl
Tena > 40 kr/mM?), pacueT 03l CyraMMajieKca J0JKEeH OCYIIECTBIATHC UCXOA U3 (DaKTHIECKOit
Mmacchl Tena. HyxXHO cienoBaTh pPEKOMEHAYEMBIM J03aM, MPEIIOKEHHBIM I B3POCIBIX
MAIMEHTOB.

Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu

VY ManmueHToB ¢ JETKUM M YMEPEHHBIM HapylIeHHeM (DYHKIMH MEeUeHH PEKOMEHIyEeMbIE J03bI
mpenapaTa OCTAlOTCS TaKUMU K€, KaK U Yy B3pPOCIBIX MAlMEHTOB, MOCKOJIbKY CyTraMMaJeKc
BBIBOJIUTCSl TJIABHBIM 00pa3oM Moukamu. V3-3a HEZOCTATOYHOCTH AAHHBIX IO MPUMEHEHUIO

CyraMMaacKCa y ManucHTOB € TSXKCIIBIMU HApPYHICHUSAMU q)yHKI_[I/II/I MCYCHU U B ClIydyadx, Korga
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CyraMMaJIeKC peKOMEHIYETCsI C 0CO00H OCTOPOKHOCTHIO (CM. paznen 4.4.).

eTH
JlanHble 1O MPUMEHEHUIO CyraMMajieKca y JeTed orpaHudeHbl. MIMeroTcs: JaHHbIE O BBEACHUU
npemnapara JAjs yCTpaHeHHs] HeHpOMBILIEUHOM OJ10Kaabl, BEI3BAHHOW POKYpPOHHSI OpOMHIOM, TIPU
NOsIBJIIEHUH 2 0TBETOB B peskuMe TOF ctumymsauu.
Hemu om 2 nem u noopocmxu

Pesepcus netipomviueynoti O10Ka0bl 6 cmaH()apmelx KIUHUYeCKUX cumyayusiax

Jlnst yeTpaHeHust HEMpOMBIIIEUHON OJIOKaIbl, BEI3BAHHOM POKYPOHUSI OPOMHIOM, B CTaHIaPTHOM
KJIIMHUYECKON MPAKTHUKE y AETEN U OAPOCTKOB (2—17 51eT) pekoMeHAYyEeTCSl BBOOUTH CyTaMMaJIEKC
B 7103¢ 2 MI/KT (Tipu Hanuuuu 2 otBeToB B peskuMe TOF crumynsiiinm) (em. pasaen 5.1.).
Cyrammagekc B 103¢€ 4 MI/KT peKOMEHIyEeTCsl BBOJIUTh, KOT/1a BOCCTAHOBJICHNE HEHPOMBIIIIEYHON
MPOBOAMMOCTH JOCTUIJIO MHUHUMYM |—2 TOCTTETaHHMYECKHUX IIOACYETOB IOCie OJIOKaJbI,
BBI3BAHHOU POKYPOHHSI OPOMUIIOM.

Hpyrue cuTyauuy BOCCTAHOBJICHUS HEUPOMBIIIEYHON MPOBOAMMOCTH, BCTpEYAlOLIUECs B
CTaH/JIapTHOM MpaKTUKe, He ObUTH U3YUYEHBI, TO3TOMY B ATHX CIIydasx MPUMEHATh CyraMMaIeKC He
pPEKOMEHAyeTCs 10 MOTYUYSHHUS MOCIEeTYIOINX JaHHbIX.

Dxcmpennas pesepcust HeupomviileyHou OJ10Kaobl

OKCTPEHHOE BOCCTAHOBJIEHHE HEHPOMBIILIEYHON MPOBOJMMOCTH IIPU BBEIEHUU CyraMMaJeKca y
neTeit oT 2 JeT U NOJPOCTKOB UCCIIE0BAaHO HE OBLIO, ¥ OATOMY B ATHX CUTYaLUsAX IPUMEHEHHE
npernapara He peKOMEH]IyeTCsl 10 MOJIy4eHHs MTOCIEAYIOINX TaHHbIX.

JU1s TOBBILIIEHUST TOYHOCTH JI03UpOBaHus y aereil npenapat CymkekTa B 1o3uposke 100 mr/mi,
MO3KHO passectu 10 10 mr/mi (cm. pazaen 4.2.).

Jlemu 0o 2 nem

NmeeTcst orpaHUYEHHBINA OMBIT PUMEHEHUSI Cyrammajiekca y aeteil B Bo3pacte ot 30 gHel 1o
2 €T ¥ HET OIbITa IPUMEHEHUS Y HOBOPOKAEHHBIX (10 30 nHel). B cBsi3u ¢ 3TUM npUMeHEHne
cyrammajiekca y JaHHOM IpYIIIbI MAIIMEHTOB POTUBOIIOKA3aHO /10 MOJIYYEHHS 1OMOIHUTEIbHBIX
KJIMHUYECKHUX JaHHBIX.

Cnoco0 rmpuMeHeHus

Cyrammasekc NpUMEHseTCsl BHYyTPUBEHHO CTPYHHO B BHJI€ OAHOKPATHOW OOJIOCHOW MHBEKIUH,
KOTOpas BBOAUTCS B TeueHue 10 ¢ B cuctemMy Al BHYTPUBEHHOTO BBeJIeHUA (cM. pazjen 4.4.).

[Tpenapat CymxekTa MOXKeET OBbITh BBEZICH B OJIHY CUCTEMY JUIsl BHYTPUBEHHOI'O BBEJCHHS BMECTE
co creayomuMu HHPy3noHHBIMU pacTBopamu: 0,9 % (9 mr/min) pacTBopom HaTpus Xjaopuaa; 5 %
(50 mr/mm) pactBopom rimoko3bl;, 0,45 % (4,5 mMr/mut) pactBopoMm HaTpus xjopuaa ¢ 2,5 %

(25 Mr/miT) pacTBOpOM TIIFOKO3bI, pacTBopoM Purrepa; 5 % (50 mMr/mir) pacTBOpOM TIIOKO3BI B
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npomeiTa (Hanpumep, 0,9 % pacTBopoM HaTpusl XJIOpHAA) MEXKIY NPUMEHEHHEM Ipenapara

Cymxekra u apyrux npenapartoB. Jns npumeHeHus y nered npenapar CymkekTa MOXKHO

passectu 0,9 % (9 Mr/mi) pacTBOpOM HaTpHsl XJIOpHAA 10 KOHIEHTpauuu 10 mr/mi.

4.3. [IpoTuBoONOKA3aHUS

e [unmepuyBCTBUTENBHOCTh K CYraMMaJIeKCy WIJIM K JIIOOOMY M3 BCIIOMOTaTElIbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

e Jletu 5o 2 ner.

e Tskenble HapylIeHUs! GYHKIMU TOYEK (KIUPEHC KpeaTHHUHA <30 MJI/MHH) U/UITU TIEYESHH.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

B OOBIYHOM  aHECTE3MOJIOTMYECKOHW  MpakTHKe  NpHU  HCIOJNB30BAaHMM  HApKO3a,

COITPOBOKIAIOIETOCS HEHPOMBIIIEYHOH 0JI0Ka/101, peKOMEHIyeTcsl HabI0eHNE 3a allUeHTaMH

B IIOCJICONEPALIMOHHBIN NEpUOJl Ha MPEAMET Pa3BUTUs HEOJAronpHUsATHBIX SBICHUMN, BKIIOYas

MOBTOPHYIO HEHPOMBIIIEYHYIO OJIOKATy.

MoHuTopuHr  apIxarelbHOM  (YHKIMA  BO  BpeMs  BOCCTAHOBJIECHUS  HEHPOMBIIICYHOU

OpPpOBOAUMOCTH

[TpoBOANTH MCKYCCTBEHHYIO BEHTWIIAILMIO JIETKMX HEOOXOAWMO 10 IOJHOTO BOCCTAHOBJICHUS
a/IeKBaTHOTO CAMOCTOSTENIFHOTO JABIXaHHS TTOCIIe YCTPAaHEHUS! HelpoMbleuHoi Onokansl. Ecmu
Ja)Ke TPOM3O0LUIO TOJHOE BOCCTAHOBJICHHUE HEMPOMBIIICUYHOW TMPOBOAUMOCTH, JApYTHe
JIeKapCTBEHHbIE MPEnapaThbl, KOTOPbIe MPUMEHSUIMCH B TIEpU- U TOCIEONEePAllMOHHbBIN TepHOIbI,
MOTYT yTHETaTh IbIXaTeJbHYI0 (DYHKIMIO, W TO3TOMY MOXET MOTpeOOBAaTHCS IMPOATICHHAS
MCKYCCTBEHHAsI BEHTHIISALHS JICTKHX.

Ecnun mocne skcTy0ammy MOBTOPHO pa3BHUBAeTCs HeHpoMbliieuHas Ojokaga, HEoOX0IUMO
BOBpEMsI 00€CIICUNUTH a/IeKBATHYIO BEHTHIISALIUIO JIETKHX.

Buusitaue Ha remocTas

B wuccnenoBanmsix Ha J00pOBOJIBIIAX /O3Bl CyramMmajgekca 4 Mr/Kr w16 Mr/Kr BbI3BIBAIIN
MPOJIOHTALIUIO CpeIHEMaKCUMAaJIbHbIX 3HA4YECHUI AKTUBUPOBAHHOTO YaCTUYHOTO
TpoMOormnactTuHoBoro BpemeHH (AUTB) wa 17 um 22 % COOTBETCTBEHHO, a 3HAYCHUSA
nporpomoOuHoBOro BpemeHn (MHO — mexayHapoiHOe HOpMalTi30BaHHOE OTHOIIEHHE) —Ha 11 u
22 % cootBercTBeHHO. JlaHHas orpanuueHHas mnposioHrauus AYTB wu mporpomMOGuHOBOrO
Bpemenn (MHO) nmena kparkocpounslil xapakrep (< 30 MuH).

AHanu3 knmuHU4eckor 0a3bl naHHbIX (N=3519) mokazan, 4ToO KIMHUYECKH 3HAYUMOTO BIIUSHHUS
cyrammajiekca, MpuMeHsIeMOro B BU€ MOHOTEPANMH WIM B KOMOMHALIMU C aHTUKOATYJISTHTAMU,

Ha YacTOTY MepH- WK MOCIIEONepallMOHHBIX KPOBOTEUEHHU HEe HAOII01a10Ch.
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¥ TIOJTyYaBIIMX COMYTCTBYIOIIYIO TEPAINNIO AHTUKOATYITHTaMHU, Ha0JII0JaJI0Ch HE3HAUYUTENBFHOE U
TpansuropHoe mnoBbimieHne AYTB wu mnporpombunoBoro Bpemenun (MHO), cBs3anHOe C
IPUMEHEHHEM cyraMMajieKkca B J03UPOBKE 4 MI/KT, KOTOPO€E HE MIPUBOAMIIO K MOBBILIEHUIO PUCKA
KPOBOTEUECHHMSI [T0 CPABHEHUIO C OOBIYHBIM JICUECHUEM.

B oskcnepumenTax in vitro Obulo OOHapykeHO JomonHuTenbHoe ysenuueHue AUTB u
IPOTPOMOMHOBOTO BPEMEHU NpU MPUMEHEHHWH CyraMMajiekca C aHTaroHucramu BuTtamuHa K,
HE(QPaKLIMOHUPOBAHHBIM IE€MApUHOM, HHU3KOMOJIEKYJSIPHBIMM TellapUHaMH, PUBAPOKCA0AHOM U
naburarpaHoMm. [IpuHMMas BO BHHUMaHHE KpPAaTKOBPEMEHHBIH XapakTep OrpaHUYEHHOTO
yBenuueHuss AUYTB u mpoTpoMOMHOBOrO BpeMEHH, BBI3BAHHOTO CYraMMaaekcoM (B BuU7e
MOHOTEpaNnuyl Wi B KOMOMHAIIMM C BBINICYKAa3aHHBIMU AHTUKOATYJSHTaMH), MaJOBEPOSTHO,
YTOOBI CyraMMa/IeKC YBEJINUNBaJI PUCK KPOBOTEUEHUI.

[TockonbKy pUCK BO3HMKHOBEHHS KPOBOTEUEHHUS HE M3ydasCs CHUCTEMHO IpH BBEICHUU Ooee
BBICOKMX, 4YeM 4 MI/KI' /103, cyrammajeKca, MoKas3aTeld KOaryJsluH CIEAyeT TIIATEeIbHO
KOHTPOJIUPOBATh B COOTBETCTBUM CO CTAHJAPTHOW KIMHMYECKOW IPAKTUKOW Yy IALIMEHTOB C
JUArHOCTUPOBAaHHBIMU KOAryJIONaTUsMHU W Yy IMALMEHTOB, NMPUHUMAIOIIAX AHTUKOATYJISIHTBI H
CcyraMMajiekc B 03¢ 16 Mr/kr.

VY nanueHTOB, MOJTYYaBIIMX CTaHIAPTHYIO MOCTONEPALMOHHYIO MPOPMIAKTUYECKYIO TEpaIHio
AQHTUKOATYJIAHTaMH, (apMaKOJAMHAMHYECKOE B3aMMOJACHCTBHE HE MMEIO KIMHHYECKOTO
3HaueHus. ClieyeT NposBIATb OCTOPOKHOCTH IPU IPUMEHEHUU CyraMMaJeKca y IalueHTOB,
MOJIyYalOIMX TEPAlUI0 AHTUKOAryJISHTAMM WIHM TOJIy4YaBIIMX €¢ paHee. 1IOBBINICHHBIN PHUCK
pa3BUTHS KPOBOTEUEHUI MOKET HaOIIOAThCA y CIIEAYIONUX NallMeHTOB:

®  C HACJEICTBEHHBIM Je(PHUIMTOM BUTAaMHH K-3aBUCHUMBIX (haKTOPOB CBEPTHIBAHHSI KPOBH;

®  C KOaryJjonaTusiMU B aHaMHE3€;

e ¢ npousBoaHbIMH KyMapuHa 1 MHO Beiue 3,5;

® [IPUHUMAIOIIMX AHTUKOATYJISIHTBI U CyraMMazieKc B 1o3e 16 Mr/Kr.

Ecnu npuMeHeHne cyrammajekca Bee ke He00X0AMMO, TO @aHECTE3HOJIOT JJOJKEH OLIEHUTD MOJIb3Y
IIPUMEHEHHS CyraMMaJIeKCca U PUCK Pa3BUTHUS KPOBOTECUCHM S, IPUHUMAsl BO BHUMAHHUE PA3JINYHBIC
dakTopsl (KpOBOTEUEHHMS B aHAMHE3€, BHJ XHUPYPrHUECKOro BMeUIaTelabcTBa). Takke y
NaIMEeHTOB, BXOAIIMX B TPYIITYy PUCKA Pa3BUTHUA KPOBOTEUEHUH, HEOOXOJMMO KOHTPOJIHPOBATD
IapaMeTpsl TEMOCTa3a U CBEPThIBAEMOCTH KPOBH.

JIroOble ocTaTku  COAEPXKUMOTO (DIIAKOHOB HH(PY3MOHHBIX JIMHUH TIOCIIE TMPUMEHCHHS
CyraMMajieKca JOJDKHBI ObITh YHUYTOXKEHBI B COOTBETCTBUHU C NMPHHATHIMU B JIaHHOM PETHOHE
TpeOOBaHUSIMU.

Bo300HOBIEHE HENPOMBIIIIEYHON OJIOKAIBI
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BEKYPOHUS OpOMH/I, TPH IPUMEHEHUU CyraMMaJieKca B 103€, MOKa3aHHOM ISt COOTBETCTBYIOIIEH
rIyOuHBl HeWpoMbleyHol Omokaasl (N=2022), yacTtoTra BO30OHOBIICHUS HEPBHO-MBIIICYHOM
0J10KaJIbl, KOTOpasi OLIEHUBAJIACH C TOMOIIBI0O MOHUTOPUHTA HEMPOMBIIIIEYHOUM MPOBOIUMOCTH WU
KJIMHUYECKUX AaHHbIX, cocTaBisia 0,20 %. IlpumeHenune 103 HUXKE, YEM PEKOMEHIIOBAHHBIE,
MOKET TPUBECTH K YBEITUYCHHIO PHUCKAa BO30OHOBIICHUS HEHPOMBIIIEYHON OJOKaAbI IMOCIe
MEPBUYHOTO BO300OHOBJICHUS HEWPOMBINICYHOW MPOBOAMMOCTH U TIOITOMY HE PEKOMEHIYeTCs
(cm. pasnen 4.2. u paznen 4.8.).

I[IpoMeXKYTKH BpEMEHHU, 4Yepe3 KOTOPHIC MOKHO ITOBTOPHO BBOJWTH MHOPEIIAKCAHTHI II0CHE

BOCCTAHOBJICHHUS HEMPOMBIIISYHOMN IMPOBOANMMOCTH C IOMOIILIO cCyraMMajieKca

[loBTOpHOE BBEIEHHE POKYpPOHHUS OpoMHIa WM BEKYpOHHs OpoMHIa IOCie MPUMEHEHHS

cyramMmmajexca (10 4 Mr/Kr) BO3MOXKHO 4epe3 CIeAYIOIINE MPOMEXYTKHA BPEMEHU:

MuHuMAJIbLHBIH IPOMEXKYTOK BpeMeHH! MuopenakcaHT M 1032 1Jisl BBeIeHUsI
5 MuH 1,2 Mr/kr pokypoHHs Opomua
44 0,6 mr/kr poxyponust opomuna wim 0,1 MI/Kr BeKypoHus Opomuaa

[Tpu BBeneHUM pokypoHus Opomuaa B n1o3e 1,2 mr/kr B TeueHue 30 MUH MMOCJIE BOCCTAHOBJICHUS
HEUPOMBILIEYHOM MPOBOAMMOCTH MOJ  JedcTtBueM mnpemnapata CyIkekTa I[OBTOPHOE
BO3HMKHOBEHHUE HEHPOMBIIIEYHOM 0JIOKAIbI MOKET BO3HUKATH € 33/I€P’KKOM MPUMEPHO 110 4 MUH,
U TPOJOJDKUTEIBHOCTh HEHPOMBIIIEYHOW OJIOKaAbl MOXET COKPATUTHCA MPUOIHU3UTENBHO 0
15 mum.

OcHOBBIBasCh Ha (papMaKOKMHETUYECKOH MOJIENN, IPOMEKYTOK BPEMEHH, Yepe3 KOTOPBIH MOKHO
noBTOpHO BBOAMTH 0,6 MI/Kr pokypoHus Opomuna wiu 0,1 Mr/kr BekypoHus Opomuaa mocie
NPUMEHEHUS CyraMMaJieKca MalKdeHTaM C JIETKUMH WM CPeIHUMU HapyHIeHUSMH (QyHKUUU
MOYEK, JODKEH COCTaBIATh 24 4. B ciyuae ecnm TpeOyercsi Oojiee KOPOTKHUU MPOMEXYTOK
BpPEMEHU JUIsI BO30OHOBIICHHUSI HEHPOMBIIIEYHON OJOKafbl, 1032 POKYPOHHS OpomMHIa JOJDKHA
COCTaBIIATh 1,2 MI/KT.

[IoBTOpHOE BBEJICHHE POKYPOHUS 6DOMI/II[3 NI BCKYPOHUS 6DOMI/II[3 IOCJI€ HEMCJICHHOI'O

yCTpaHeHus HeHpOMBIIIeuHon 0okaab! (16 MI/kr cyramMmmazexca)

B penxux ciydasix, Korma HeoOXOIMMO HEMENJIEHHOE YCTpaHEHHWE HEHPOMBINIEYHOTO OJI0Ka,
PEKOMEHTyEMBIi TPOMEKYTOK BPEMEHH IS TOBTOPHOTO BBEJICHUSI MUOPEIIAKCAHTOB COCTABIISET
24 4,

Ecin BO3HWKaeT HEOOXOAMMOCTh B HEHPOMBIIICYHOM OJIOKAJEe 0 MCTEUYCHHUS ITOTO BPEMCHH,

AOJIKHBI HPUMCHATLCA HCCTCPOUJIHBIC MUOPCIIAKCAHTHI.
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npeamnojgaracTcda BCJICACTBUC TOI0, YTO 3HAUYUTCIIbHAA YaCTh ITOCTCHUHAIITUYCCKUX HUKOTHUHOBBIX
PEUCIITOPOB, MOKCT 6I>ITB, BCC CIIC 3aHATAa MUOPCIIAKCAHTOM.

Hapynrenue d)VHKHI/II/I IIOYCK

Cyrammanekc He PEKOMEHAYeTCS K MPUMEHEHHIO Y TalUeHTOB C TSHKEIBIM HapyIICHHEM
NOYEYHOW (PYHKIIMH, B TOM YHCJIE Y MTAllMEHTOB, KOTOPHIM HEOOXOAMMO MTPOBEACHUE THATN3a (CM.
pazzmen 5.1.).

BzanmoaeiicTBus, 06VCJ'IOBJ'ICHHI)I€ JUINTEIIFHBIM JICMCTBHEM POKYPOHHUS 6DOMI/II[3 WJIN BEKYPOHUA

Opomua

B cnyuae mpuMeHeHUsT B TIOCTONEPAIIMOHHOM TIEPUOE MPENapaToB, MOTCHIIMAILHO BIUSIOIINX
HA HEHPOMBINICUYHYIO OJIOKaay, cJlemayeT oO0paTuTh 0co00€ BHHMAaHHE Ha BO3MOXKHOE
BO300HOBJICHUE HEHPOMBIIIICUHOMN OJIOKAIBI.

Taxxe cienyer oOpaTUTh BHUMaHKE Ha HH(OPMALIKIO IO MTPUMEHEHUIO POKYPOHUS OpoMHuia Ui
BEKYpOHUs OpPOMH/IA HA CIIUCOK MPENapaToB, KOTOPbIC MOTEHIIUPYIOT HEUPOMBIIIICYHYIO OJIOKATY.
Ecnmu HaOmromaercss BO30OHOBIIGHHE HEHPOMBIINIEYHON OJIOKAmpl, MOTYT MOTPeOOBATHCS
HCKYCCTBEHHAasl BEHTUJISILIUS JIETKUX U IOBTOPHOE BBEJICHUE CyraMMa/ieKca.

Wudopmanug o Apyrux BO3MOKHBIX THIAX B3aUMOJEHCTBUS (IO THUIY CBS3bIBAHUS WU
BBITECHEHUS) IIPE/ICTaBlIeHA B pazjene 4.5.

IloBepxXHOCTHAS aHECTE3US

Korpa BoccTaHoBieHHME HEUPOMBIIIEYHOH MPOBOAMMOCTH MPOBOAUIOCH HAMEPEHHO B XOJ€
aHecTe3nn (BO BpeMs KIMHUYECKMX HWCCIEAOBaHUM), W3peAKa OTMEYAINCh MPU3HAKA
HOBerHOCTHOﬁ AHECTC3NNU (,Z[BI/DKGHI/I}I, Kaliciib, FpI/IMaCI:I, BTATUBAHUC 3HHOTanGaHBHOﬁ
TPYyOKH).

Ecnu yctpaneHue HelpOMBIIIEUHON OJIOKAIbI TIPOU3BOJAUTCS BO BpeMs MPOBEIACHUSI aHECTE3HH,
MOJXKET IMOTPEOOBATHCS BBEICHUE JTOTIOJHUTEIBHBIX 103 aHECTETUKOB H/MIIA OITUOMJIOB.

Bripaxxennas Opaaukapaus

B peaxux cinyyasix BepakeHHas Opaaukapaus Ha0JIi01anach B TEYCHUE HECKOJIBKUX MUHYT IOCTIe
BBEJICHUS CyraMMajieKkca JijIsl YCTPaHEeHUs HEPBHO-MBIIICYHOHN OJIOKaIbI.

Onucanpl eAMHUYHBIC CTydand OpaJuKapaIuy ¢ OCTAaHOBKOM cepama (cM. pa3aen 4.8.). [larmentam
cnezlyeT THIATCIIBHO KOHTpOJII/IpOBaTB COCTOAHHUEC TEMOJNMHAMHUKHU BO BpeM}I " 110CJIC yCTpaHeHI/IH
HepBHO-MBImeqHOﬁ 6JIOKaI[BI. HequHe aHTI/IXOHI/IHepFI/I‘-IeCKI/IMI/I HpenapaTaMH, TaKNMMHU KakK
aTPOIIUH, CIIeAyeT Ha3HAYaTh, €CIIM HAOII0aeTCsl KIIMHUYSCKU 3HaYMMast OpauKapIus.

Hapynrenue d)VHKHI/II/I INCYCHHU

Cyrammajgekc He MeTa0ONM3HUPYeTCs B TICUEHHU, MOITOMY HCCICIOBAaHUS Ha MalMeHTaX ¢

HapyleHHON (QyHKIMeH nmeyeHn He MPOBOAMINCH. [Ipu MprMeHeHnH mpenapara y MainueHToB ¢
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clly4ae eclid HapylieHue (DyHKIMHM TICUY€HH COMPOBOXKIACTCS SBICHUSMHU KOATyJOMATHUU, CM.
nojapaszaen «BiausHue Ha TeMocTasy.

[IpuMeHEeHHE cyraMMajickca B YCIOBUAX MHTCHCUBHOM TepauH

[IpumeHeHne cyraMMajiekca y MallieHTOB, MOJyYaBIIMX POKYPOHHS OpOMHI WM BEKYPOHUS
OpOMUJI B YCIIOBUSX OTACIICHUSI MHTCHCUBHON Tepanuy, He NU3y4alioCh.

I[TpumMeHeHne cyramMmaiekca Uil YCTpaHEHUs HEHPOMBIIICYHOU OJIOKAAbl, BEI3BAHHON APYTUMHUA

MUOpEIaKCcaHTaMu (He POKYPOHUS OPOMUIOM WM BEKYDPOHUSI OPOMUIOM)

Cyrammagekc He JOJDKEH TMPUMEHAThCA I YCTpaHeHHsl OJIOKaabl HEHPOMBIIIEYHON
MPOBOJIMMOCTH, BBI3BAHHON TaKUMU HECTEPOUIHBIMU MUOPETAKCAHTAMH, KaK CYKCaMETOHUHN WIIH
COeMHEHUS] OCH3MIIN30XHHOIMHOBOTO PA/IA.

Cyrammajekc He JOJDKEH MPUMEHSATHCS ISl YCTpaHEHUsT HEUPOMBIIIIEYHOM O710Kabl, BEI3BAaHHOU
JIPYTUMH CTEPOUIHBIMU MHOPEIaKCAHTaMH, OTJIMYHBIMU OT POKYPOHHUS OpOMU/Ia UIIH BEKYPOHHUS
OpommIa, MOCKOJNBKY AaHHbIE 00 3(pPeKTUBHOCTH W OE30MACHOCTH AJII TAKOTO MPUMEHEHUS
OTCYTCTBYIOT. ECTh TONBKO OTpaHUYCHHBIC JaHHBIE M0 YCTPAHEHUIO OJIOKAIbl HEHPOMBIIICYHON
MIPOBOJAMMOCTH, BbI3BAHHOM MaHKypPOHUSI OPOMHUIOM, OJHAKO UX HEIOCTATOYHOE KOJUYECTBO HE
MO3BOJIIET PEKOMEHI0BaTh CyraMMa/IeKC JIJIsl BOCCTaHOBJICHUSI HEUPOMBIIIIEYHOM MPOBOIUMOCTH
B CJIyyae MPUMEHEHHUS 3TOTO MUOPENAKCAHTA.

3aMeIJICHHOE BOCCTAHOBIICHUE

[lpr cocTOsIHHUSX, CBSI3aHHBIX C YAJMHCHHEM BPEMEHH IHPKYJSAIUU (CepIeYHO-COCYAUCTHIC
3a0o0eBaHus, TOKUIION BoO3pacT (cM. pazaen 4.2.), OTEYHOE COCTOSIHHUE (HampuMmep, B CBS3H C
TSOKETIBIM ~ HapylIeHHeM (yHKIMM T€YeHH) BpeMs BOCCTAaHOBJICHHUS HEHPOMBIIICUYHOM
MMPOBOANMOCTHU MOKECT YBCINYNBATHCA.

Peaknmm TMIIepIyBCTBUTEIHFHOCTH

Bpau noimkeH OBITh TOTOB K IMOSIBICHUIO BO3MOKHBIX PEaKIUi THTIEPYYBCTBUTEILHOCTH U JIOJDKCH
co0roaaTh HEOOXOIMMBIE MEPBI IPEOCTOPOKHOCTH (cM. pazaen 4.8.).

BcrmoMorarenbHBIE BEIIECTBA

B kaxxmom 1 muumanuTpe pacTBopa coaepxkutcs meHee 1 Mmonb (23 mr) Harpus. Jlo3y HaTpws,
paBHYIO 23 MI, MOHO pacCMaTpuBaTh KaK «HE COJAEp’Kallylo HaTpui». Ecium HyXKHO BBecTH
2,7 M pacTBOpa U 0oJjiee, TO 3TO CIEAYeT YYUTHIBATh Y MAIMEHTOB, HAXOAAIIMXCS Ha JUETE C
OrpaHUYCHHBIM HOTp€6JI€HI/I€M HaTpus.

4.5. B3aumopaeiicTBHMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI
B3alMOeliCTBUSA

Wndopmanus, npencraBieHHas B JaHHOM pa3fielie O CIOCOOHOCTH CBSA3BIBAHUS CyraMMaJIeKca C

ApyrumMu  JICKapCTBCHHBIMHU CPCACTBAMH, IIOJIYUCHA Ha OCHOBAHHU OOKJIMHHUYCCKUX U
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a¢d¢dekToB  OJIOKATOPOB  HEUPOMBIIICYHOW  MPOBOAUMOCTH UM (HapMAKOKHHETHYIECKOTO

B3aUMOJICHCTBUS MeXAy OJ0KaTopaMH HEHpPOMBIIICYHOW MPOBOJUMOCTH M cyrammanaekcoM. He

OKUJACTCsl KIIMHUYECKH 3HAYUMOro (hapMakoJIMHAMUYECKOTO B3aMMOJCHCTBUS cyraMMajieKca ¢

JPYTMMH  JIEKapCTBEHHBIMM  CPEACTBAMH, 3a HCKIIOYEHUEM KIMHMYECKH 3HAYMMOTO

(apMakoIMHAMHYECKOTO B3aUMOJICHCTBHS C JIEKAPCTBEHHBIMU CPE/ICTBAMMU:

e g TopeMudpeHa U (py3uIOBOM KHUCIOTHI HE MCKIIOYAIOTCS B3aUMOJCHCTBUS IO THUILY
BBITECHEHUS (KJIMHUYECKH 3HAUMMOE B3aUMOJICHCTBUE 110 TUILY CBA3BIBAHUS HE OKUIACTCA);

® Ul TOPMOHAJIBHBIX KOHTPALENTUBOB HE MCKIIFOYAETCS BO3MOYKHOCTh B3aUMOJICUCTBUS IO
TUIY CBA3BIBAHUS (KJIMHHYECKHM 3HAYMMOE B3aMMOJICWCTBUE IO THUILY BBITECHEHHS HE
0’KHJIaeTCH).

B3aumoneicTBUS, NOTEHIMANbHO BiusonMe Ha 3(QGdEeKTUBHOCTh cyrammajiekca (CM. Takke

paznen 4.4.)
Topemudhen

TopemudeHn, KOTOpblii UMEET OTHOCUTENBHO BHICOKYI0 apUHHOCTH C CyramMMmaJeKcoM U s
KOTOPOr0 BO3MOXHO BO3HHKHOBEHHE OTHOCHUTEIBHO BBICOKOM IIJJA3MEHHOW KOHIIEHTPALIWH,
CHOCOOEH B HEKOTOPOW CTENEHU BBITECHATh BEKYpPOHHsS OpOMMJI WJIM POKYpPOHHS OpOMHI U3
KOMIUIeKca ¢ cyramMmaziekcoM. [loatomy BoccTanoBnenue otHommenus T4/T1 1o 0,9 MoxeT ObITh
3aMeJUICHO Y MAI[MEeHTOB, KOTOPhIE MOydaiu TOpeMUu(deH B IeHb ONepalty.

Dy3udosas KUCI0Ma npu GHYMPUBEHHOM 66€0eHUU

Bgenenne ¢y3umoBoii KUCIOTH B MPEAONEPAIMIOHHOM MEPHOJIE MOXKET MPUBECTH K HEKOTOPOM
3anepxkke BoccraHoBieHuss TOF (T4/T1) otHomenust mpo 0,9. OmHako B mocieonepanmoHHOM
nepuofie He TMpeArnoiaraeTcsi pa3BUTHS pPEKypapu3allH, IOCKOJIbKY CKOPOCTh HUH(Y3UU
(by3u10BOI KHCIIOTHI COCTaBIsieT 0ojiee HECKOJIBKUX YacoB, a ee KyMyJsilus B KpoBH — Ooiiee
2-3 nHen.

BsanmopelcTBuS, NOTEHIIMATBHO BIUsONHE Ha 3 (HEKTUBHOCTD IPYTHX MPENapaToB (CM. TaKkKe

paznen 4.4.)

FOpMOHaﬂbele KOHmpayennmuevl

B3anMogeiicTBue MexIy CyraMMajaeKkcoM (4 MI/KT) W MPOTECTEPOHOM MOXKET IPUBECTH K
CHIKEeHHMIO HKcmo3unuu  mporecrepona (34 % AUC), kotopoe MOJOOHO CHHKEHHIO,
Ha0II0TaeMOMY TIPH TIpUEeMe CyTOYHOMU JT03bI IEPOPaTIbHOr0 KOHTpAIeNTHBa Ha 12 4acoB mo3xe
0OBIYHOTO, YTO, B CBOIO OUYEPE/Ib, MOXKET IIPUBECTH K CHIDKECHHIO d(PPEKTUBHOCTH KOHTPAIICTIIIUH.
JI1st 5CTPOT€HOB MOKHO Takke OXuAaTh cCHUkeHue sddexra. [loaromy BBeneHune OONFOCHOM
J03BI CyTaMMAaJIeKCa pacCMaTPUBAETCS KaK SKBUBAJIEHTHOE OJHOM MPOMYIIIEHHOW CyTOYHOMN J03€

NEpOopaIbHBIX TOPMOHAJIBHBIX KOHTPALCIITUBOB (KOM6I/IHI/IpOBaHHI:IX HJIN COJACPpIKAIIUX TOJIBKO

10
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cyramMmMajiekca, HeoOXoIuMo oOpaTUThCs K MHPOPMALIUHU, MPEJOCTABIAEMON C TepOpaIbHBIMU
KOHTpALIEITUBaMH, OIIMCHIBAIOIIEE JEHCTBUS NPU IPOIYCKE 103bI.

B cinyyae npumeHeHus rOpMOHAIBHBIX KOHTPALEITUBOB, UMEIOIIUX CIIOCO0 BBEJICHUS, OTJIMNYHBIN
OT MEpPOpPaAJIbHOTO, IMALKMEHT JOJDKEH MCIOIb30BaTh JOINOJHUTEIBHBIM HErOPMOHAIbHBIN
KOHTPAILICITUBHBI METOJl B TEUCHHE MOCIEAYIOUMX 7 AHEH M oOpaTuThCs 3a MH(OpMAIMei,
IIPEIOCTABIIAEMON C JaHHBIM KOHTPALIEITUBOM.

Bnugnue Ha 1a0opaTopHEIE ITOKA3ATEIN

B 1menom cyramMmamekc He OKas3blBaeT BIMSHUA Ha Ja0OpaTOpHBIE TeCThl. B03MOXXHBIM
WCKIIIOUEHHEM SIBJIIETCS TECT MO KOJIMYECTBEHHOMY ONPENENIECHUI0 MPOreCTEPOHa B CHIBOPOTKE
KpOBH (TIpH KOHIIEHTPAIMK cyraMMaziekca B ruiasme Kposu 100 Mkr/min).
eTh

CrnennalbHBIX UCCIEA0OBAaHUN Y IETEH M0 U3YyUYEHHIO B3aUMOJICHCTBUS CyraMMaiekca ¢ JPYTruMu
JIEKAPCTBEHHBIMU CpPEACTBAMU HE MpoBOAUIIOCH. [lpu mpuMeHeHHH Tmipenapara y JAeTei
HE00X0IUMO MIPUHUMAThH BO BHUMAaHUE JAHHBIC, ITOJTyYeHHBIEC Y B3POCIIBIX, a TAKXKE WH(OPMAIIHIO,
MPEJCTaBICHHYIO B pazzene 4.4.

Bo3MokHBIE THOBI B3aUMOJIEHCTBUS

Bzaumooeiicmsus no muny ceazvieanus

BcnenctBue BBeneHus cyrammanekca 3pQeKTHBHOCTh HEKOTOPBIX JIEKApPCTBEHHBIX IpenapaToB
MOXET CHU3UTHCS U3-32 CHIDKEHUSI UX (CBOOOIHOM) IJIa3MEHHOM KOHIICHTpauH (cM. paszaen 4.5.,
nonpaszen «I opMoHalIbHbIE KOHTPALIETITUBBIY). B Takoil cutyanuu Heo6XoAuMO JTMOO0 MOBTOPHO
BBECTHU JIaHHBIN JIEKapCTBEHHBIN Mpernapar, JU00 HA3HAYUTh TEPANCBTHYECKUA SKBUBAICHTHBIN
JICKapCTBEHHbIM mpenapar (MPeImoYTHTEIbHO JAPYroro XUMHUYECKOro KJjacca) W/WiIH
COOTBETCTBYIOIIEE HeapMaKOJIOTHYECKOE BO3/IEHCTBUE.

Bzaumooeticmsus ecnedcmaue gbimecHeHuss MUOPENaKcanma U3 KOMNIEKCd ¢ Cy2ammaoeKcom
BcenenctBue BBeAGHHMS  HEKOTOPBIX — JIGKAPCTBEHHBIX — IPENapaTroB  IOCIHE MPUMEHEHHS
CyraMMaJieKca, TEOpETHYECKH, POKYPOHHUS OpOMHJ WM BEKypOHHMS OpOMHUJI MOTYT OBITH
BBITECHEHbl U3 KOMILJIEKCa C CyraMMaJeKcoM, B pe3yslbTare 4Yero MOKeT HalOonaThes
BO300OHOBJICHHUE HEUpPOMBIIEYHON Ojokazsl. [Tomo6HOr0 poma B3auMOACHCTBUS HAOIIOAAFOTCS
TOJIBKO C HEKOTOPBIMH Mpernapatamu (Hampumep, TopeMudpeHoM, (y3umaoBoil KHUCIOTOH [CM.
pazmen 4.5.]). B pe3ynbrare npuMEHEHHS OSTHUX TNIPErapaTtoB BO3MOKHO BO300OHOBIECHUE
HelpoMblllieyHON Onokaapl. B Takux ciydasx HEOOXOAMMO BO300HOBHUTH NPUMEHEHUE
UCKYCCTBEHHOW BEHTWJISALMU JierkuxX. MHGy3unoHHOe BBeneHue Mpemnapara, MNPUBEAIIETO K
BBITECHEHHUIO POKYPOHHUS OpOMHUIa UM BEKYpOHHUS OpoMuIa M3 KOMILIEKCA ¢ CyraMMasieKCoM,

JOJIXKHO OBITh MMpCKpamcCHoO. B cJIy4dac, CCJIv MpeanojaaracTtcda paspuTuc B38.HMOI[€I>1CTBH§I 110 TUIly

11
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OBLIO CAeNaHo B TeueHue 7,5 4 moclie MPUMEHEHHUs CyraMMajieKca), He0OXOAUMO TPOBOIUTH

MOCTOSTHHBIA KOHTPOJIb (TPUONMH3UTENLHO B TEYCHHUE 15 MHH) 32 YPOBHEM HEHPOMBIMICYHON

IIPOBOAMMOCTH Ha MPEeJIMET BBISIBICHUS MPU3HAKOB BO30OHOBICHUS OJI0KAIbI.

Knunnuecku 3naunmoe (hapmMakoJIUHaMHUYECKOE B3aUMOJIEUCTBUE C JPYTHMHU JIEKAaPCTBEHHBIMU

npenaparaMy MOKHO OXKUJIATh:

e s TopemudeHa U (Py3uAOBON KHCIOTHl HE HUCKIIOYAIOTCS B3aUMOJICHCTBUS IO THILY
BBITECHEHUS (KJIMHUYECKH 3HAYMMOE B3aUMOJICHCTBUE 110 TUITY CBSI3bIBAHMS HE OXKUIACTCS);

® Ul TOPMOHAJIBHBIX KOHTPALENTUBOB HE MCKIIFOYAETCS BO3MOYKHOCTh B3aUMOJICUCTBUS IO
TUIy CBSI3bIBaHUS (KIMHUYECKH 3HAYMMOE B3aUMOJICHCTBUE IO THUIY BBITECHEHHS HE
0’KHJIaeTCH).

Bzaumoodeiicmeusi ¢ anmuxoazynsinmamu

Bonee monpoOHBIE CBeACHHST O BpPEMEHHBIX VYBEIMUCHHUSX MApaMeTpoOB KOAryJIsIuH,

HAOMOTaeMBIX B KIMHUYECKHX WCCIEAOBAHUAX, a TaKXKe O i1 Vitro B3aUMOJCHCTBUU C

AHTHKOAryJISTHTAaMU CM. B ToApasjene «BnusHue Ha remocTasy paszzaena 4.4.

dapMareBTHISCKAsT HECOBMECTUMOCTD

[Mpenapar CymkekTa HE JOKEH CMEIIMBATHCS C JIPYTHMH TpernaparaMd U pacTBOpaMU 3a
HCKIIIOUEHHEM TeX, KOTOphIe YKa3zaHbl B pazzeine 4.2. Eciu npenapart CyKkeKTa BBOJUTCS Yepes
eANHYI0 MH(QY3UOHHYIO JIMHUIO C JIPYTMMH JIEKapCTBEHHBIMH IpenapaTaMi, €e HeoOXOAUMO
npoMbiBath (Hampumep, 0,9 % pacTBopoM HaTpus XJopuaa) Mocie BBEACHHs Ipernapara
Cymxexra.

duznyeckass HECOBMECTUMOCTh CyraMMajieKca HaOJIr/1anach ¢ BeparnaMuiIioM, OHJJTAHCETPOHOM U
PaHUTHAUHOM.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

Knmangeckue viccneoBaHus M0 MPUMEHEHHUIO CyTaMMaZIeKca ¢ y4acTHeM O€pPEeMEHHBIX KEHIIUH
HE TPOBOIUIIHCH.

HccnenoBanust Ha KUBOTHBIX HE MOKa3alM MPSMOTO WJIM OMOCPEIOBAHHOTO MOBPEXKIAOIIETO
JNEHCTBHUSI HA TEUeHHWE OEPEeMEHHOCTH, pa3BUTHE 3MOpPHOHA/TIIIONA, POJBI M IOCTHATAIbLHOE
pa3BUTHE.

[MpumensTs npenapar CymkekTa y 0epeMEeHHBIX KEHIIUH CIEIYeT C OCTOPOKHOCTBIO.

Jlakranus

HeusBecTHo BhIeNsIETCS JIM CyraMMaZIeKC C MOJIOKOM Y 4enioBeka. VccnenoBaHus Ha )KMBOTHBIX

IMoKasaji, 4YTo CyraMMaZCKC NPOHUKACT B I'PyATHOC MOJIOKO.

12



COOTBETCTE! ~'_ET 3KCNEPTHOMY OTUETY

ot 20.03.2025 N2 ._":'

BcacbiBanme UKI01€KCTPUHOB IPU IPUEME BHYTPb HI/ISI‘(IC_)Ié:II/I:Hl%E EIB:EEIJEE fH ﬁ'd'lr;‘e%%%ma,

HaXOJAIIETOCs Ha TPYJAHOM BCKapMIIMBaHHM, IOCIE BBEJCHHS OOJIOCHON 103BI cyramMmajeKca
KOpMSILLEH MaTepH.

[Tpumenars mnpenapar Cy[OKEKTa y JKEHIIMH B IEPHOJ KOPMIEHHUS TIPYyABIO CIELYeT ¢
OCTOPOXKHOCTBIO.

DdepTUabHOCTD

W3yuenue BnusHUS cyraMmmajiekca Ha pepTHILHOCTD y YelIoBeKa He MPOBOAMIOCE. MccnenoBaHus
Ha J)KUBOTHBIX HE IMOKa3aJli HETaTUBHOTO BIMSIHUSA.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNu3MaMu

CJIG,Z[yGT I/136€I‘aTI> BBITNIOJITHCHHUA MOTCHIHUAJIBHO OIIACHBIX BHIAOB ACATCIBHOCTH, TpGGYIOH_II/IX
BBICOKON CKOPOCTH TICHUXOMOTOPHBIX PEaKIuii, TAaKUX KaK BOXKJIEHUE TPAHCIIOPTHOI'O CpElCTBa
WIH yIpaBlIeHUE MEXaHU3MaMHU.

OTCYTCTByIOT KaKI/Ie-.HI/IGO AAaHHBIC O BJIMAHHUU CyraMMaJCKCa Ha CHOCOGHOCTB K BOXICHUIO
TPAHCIIOPTHOT'O CPCACTBA UJIU YIIPABJIICHUC MCXaHU3MAaAMHU.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 6e300acHOCTH

BezonacHocTh cyramMmasiekca Oblia OLIEHEHA B MCCIENOBaHMUAX ¢ yyacTueM 3519 mainueHToB c
NOMOIIBI0 O0BbEeIUHEeHUs 0a3bl JaHHBIX 10 OE30MacHOCTH, IOJYYEHHBIX Ha OCHOBAaHHUH
KIIMHUYECKHUX nccaenaopanuit ¢az -111.

B noarpynmne o0beIMHEHHBIX MIALe00-KOHTPOIUPYEMBIX HCCIEIOBaHUM, B XOAE KOTOPBIX
NAlMEeHThl TOJyYald AaHECTe3UI0 W/WIM OJIOKaTOpbl HEPBHO-MBIIMICEYHONH MPOBOJUMOCTH
(1078 yyacTHUKOB HMCCIIEIOBAaHMsI 10 BO3JCHCTBHIO CyramMmajaekca [0 CpaBHEHHIO C
544 ydacTHUKaMU B rpyIe miane6o), Habaoganu clieyolire HeskeaaTeabHble peakiuu y >2 %
NalMEHTOB, MOJYYaBIINX CyraMMaJeKc, 4To, IO KpailHel Mepe, B 1Ba pa3a BBILIE 10 CPAaBHEHUIO

C Tpymroi mianebo:

Cyrammagexc | [Lnane6o
TloGouHoe aeiicTBHE
CucTeMHO-OpraHHbIN KJacc N=1078 N=544
(MpeanoYTHTETbHBIH TePMUH)

% %
OcoXHEHHE B ABIXaTCIBHBIX ITyTAX
4 0
[ocCJie aHeCTE3UU
TpaBMbl, OTpaBiIeHUS U TPOLEAYPHbBIE Ocno)xHeHHs! aHeCTe3UU 3 <1
OCJIOKHEHUS ApTrepuanbHasi TUTIOTEH3HS,
3 2

BBI3BaHHAS MIPOLIETY POt

[IpomeaypHbIe OCIIOKHEHUS 2 1
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Ilo0o4HOE TeHcTBUE

CHCcTeMHO-0praHHbI| KJace . N=544
(IpeanoYTHTEIbHBIH TePMHUH)
% %
Hapymenust co cTopoHs! JbIXaTeabHOM
CHUCTEMBI, OPTaHOB TPYAHOU KJIETKH U Kamenp 5 2

cpemocTeHus

B kinuMHMuYECKHX HCCIENOBaHMIX OCIOXKHEHUS, HAONIOJABIIMECS BO BpPEMsl aHECTE3UM WM
XUPYPrMY4ECKOM  NpOLEAYypbl, U  OINMCAaHHBIE  HCCIEAOBATEIIEM C  HCIOJIb30BAHUEM
COOTBETCTBYIOIIMX TEPMHHOB, OBUIM CIPYNIIMPOBAHBI B COOTBETCTBHM C MPUBEACHHBIMU HUXKE
KaTEerOpHsIMHU HEKENATEIbHBIX SIBJICHUN, U BKIIOYAJIN:

OcCn0XKHEHMS aHECTE3WH CO CTOPOHBI OPTraHOB AbIXaHUs

OcIoXHEHUS CO CTOPOHBI OpraHOB IbIXaHHA, CBI3aHHBIC C aHeCT€3H€I>'I, BKJIFOYaJInu
COMPOTHBIICHUE IHAOTPAXEAbHON TpyOKe, Kalllellb, HeOOBINYIO0 JBUTAaTSILHYIO PEAKIUI0 Ha
BBEJICHUE HHAOTPaXealbHON TPYOKH, PEaKUWI0 aKTUBAIMU LEHTPAJbHOW HEPBHON CHUCTEMBI
(ITIHC) BO Bpemsi XUpYprHYECKOW MPOIEAYPHI, Kalledb BO BpPEMs BBEACHHUS AHECTE3MH WIIU
BBITIOJTHCHU A XprpI‘H‘IGCKOfI nmpoucaypsl Uik CIIOHTAHHOC JbIXaHUC ITAallMCHTA, CBA3AHHOC C
aHECTE3UE.

Ocn0XHESHUS TP IPOBEACHHUH aHECTEC3HHI

[TosiBneHue ABUTATEIbHOW aKTUBHOCTH, Kalllis, TPUMac, BTATHUBaHUE SHIOTpaxealbHOU TPyOKU
BO BpeMs MPOBEJCHUS AHECTE3WU WJIM BO BPEMs CAaMOr0 OINEPATUBHOIO BMEHIATENbCTBA, YTO
OTpakaeT BOCCTAHOBJICHHE HeHPOMBIIIedHOU (GyHKIUU (cM. pazaen 4.4.).

Ocn0XHEHMS, BEI3BaHHBIC IIPOBSICHUEM IPOLIEAYD

OcnoxHeHMsI, BBI3BAHHBIC IIPOBEICHHUEM NPOLEAYp, BKIIOYAOT Kallleldb, TaXUKapIuIo,
OpaauKapaAnio, ABMKEHHE U YBEIIMYCHHUE YaCTOThI CEPJICUHBIX COKPALICHUH.

Onucanue HEKOTOPKIX HEXKEeJIAaTSAbHEIX PEeaKIIUM

Bozobnosnenue netipomviueunotl 610Kadvl

B KIMHWYECKHX HMCCIIEOBAaHUSX C YUYACTHEM IMallUEHTOB, MMOJYYaBIINX POKYPOHHS OpOMHU[ UITH
BEKYPOHUS OpOMH/I, TPH IPUMEHEHUU CyraMMaJieKca B 103€, MOKa3aHHOM ISt COOTBETCTBYIOIIEH
rIyOuHBl HeWpoMbleyHol Omokaapl (N=2022), yacTtora BO30OHOBIICHUS HEPBHO-MBIIICYHOM
0J10KaIbI, KOTOpast OLEHMBAJIACH C TIOMOIIHI0 MOHUTOPHHTA HEHPOMBIIIIEYHOH IIPOBOAMMOCTH HJTH
KIIMHUYECKHUX JaHHbIX, cocTaBisiia 0,20 % (cM. pazaen 4.4.).

Peaxyuu eunepuyscmeumenvnocmu

Peakiuu runepayBCTBUTENILHOCTH, B TOM YHCIIE aHA(DUIAKTUYECKUE, HAOTI0JAIUCh Y HECKOIBKUX
YeloBeK, B TOM YHCIIE Yy 3IOPOBBIX HOOpOBOJbLEB (cM. moapazaen «CBemeHus o 340POBBIX

TO0OpOBOJIBIIAX») TOCTE MPUMEHEHHUs cyramMMmajekca. B Xoje KIMHMYECKUX HCCICIOBAaHUN Yy
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COOTBETCTBYET 3KCTIEPTHOMY OTUETY

PEIKO, U JaHHBIE O YaCTOTE Pa3BUTHs MOJOOHBIX PEaKLUi MOCie BBIXO/A MpenapaTa Ha PhIHOK
OTCYTCTBYIOT.

Knunuueckue mposiBiieHUs! peakluii TUIepUyBCTBUTEIBHOCTH BapbUPOBAIU OT U30JUPOBAHHBIX
KOXKHBIX JI0 CEPhE3HBIX CHUCTEMHBIX peakiuil (T.e. aHaduiIakcus, aHAPUIAKTUYECKHN IIOK) U
OTMEYAJIKCh y MAI[MEHTOB, KOTOPHIE paHee He MOJIyJalld CyraMMaieKc.

CHUMIOTOMBI, COMPOBOXKIAIOIINE TAHHBIE PEAKIIMU, MOTYT BKJIIOYaTh NOKPACHEHUE, KPAUBHUILY,
SPUTEMATO3HYIO ChIIlb, 3HAUMMOE CHUKEHHE apTepUAIbHOIO IaBJICHUS, TAXUKAPIUIO, OTEK S3bIKa
U TJIOTKHU, OPOHXOCIIa3M U MPUCTYIIbI, CBA3aHHBIE C OOCTPYKTUBHOM 00J1€3HBIO JeTKuX. Tspkernbie
peaKIny THIIEPIYBCTBUTEIBHOCTH MOTYT OBITh (haTalbHBIMH.

Cseoenust 0 300p06bIX 00OPOBOILYAX

PangoMusupoBaHHoOe, ABOWHOE CJeroe HCCIeA0BaHUE MO M3YUYEHUI0 YacTOThl BO3HUKHOBEHUS
peakuuy TUIEPUYYBCTBUTEIBHOCTH OBUIO TMPOBEIEHO C Y4YacTHEM 3J0POBBIX JOOPOBOJIBIIEB,
MOJTy4aBIIUX J0 3 MOBTOPHBIX 103 ianedo (N=76), cyrammaznekc B no3e 4 mr/kr (N=151) unu
cyrammaziekc B 03¢ 16 mr/kr (N=148). OTtueTsl o mpearnonaraeMoil runepuyBCTBUTEIBHOCTH
paccMaTpuBajIiCh KOMHUCCHEH € NpPUMEHEHHEM CJernoro meroia. Yactora BO3ZHHUKHOBEHHS
MpPU3HAHHOW TUIEepUYyBCTBUTENbHOCTU cocTaBuina 1,3 %, 6,6 % u 9,5 % B rpymmnax miane6o,
cyrammaziekca 4 MI/KT W cyrammajgekca 16 Mr/Kr coOTBETCTBEHHO. OTYeTh 0O CiIydasix
aHauIaKCUM Tocje MpUMEHEeHHs Iulanebo uiaM cyrammazexkca 4 Mr/kr orcyrcrBoBanu. OnuH
Clly4aii mpu3HaHHOW aHa(MIaKCHH Ha0JII01ajIcs Moclie MPUMEHEHUs IEpBOH 103bl CyraMMazieKca
16 mr/kr (dactora Bo3HukHOBeHUs 0,7 %). Kakue-11b0 noka3arenbcTBa yBEIMUEHUS YaCTOTHI
WIN TSOKECTH TUIEPYYBCTBUTEIBLHOCTH TOCIIE IPUMEHEHUS MTOBTOPHOM J103BI CyraMMajieKca He
ObuTH OOHApY KEHBI.

B nmnpeabiaynieM aHamoOTMYHOM HCCIIENOBaHUM HAOMIOANMCh TPU Clay4yash BO3HUKHOBEHUS
aHaduIaKCUH MOCIe IPUMEHEHUs cyramMmMmaziekca 16 mr/kr (dactora BosHukHOBeHUs 2,0 %).
Haubonee pacmpocTpaHeHHOI HeXeNaTelbHOM peakiyeil B TpyIIe 370pPOBbIX JOOPOBOJIBIIEB
obuta gucressus (10 %).

Buipasicennasn bpaouxapous

B nmoctpeructpalliOHHBIX HMCCIEAOBAHUAX ObUIM  3aPUKCHUPOBAHBI  OTHEIbHBIE CIydau
BBIpa)KEHHON OpaJuKapIuu ¢ OCTAaHOBKOM cep/iia B TEYCHHE HECKOIBKUX MUHYT MOCTIe BBEACHUS
cyramMMajiekca IpH yCTpaHeHUH HeHpoMbIlIeyHon O10kaas! (cM. pasaen 4.4.).

layuenmul ¢ 6ponxone20unbIMU 30001€86AHUAMU

B nocrperucrpaiinoHHOM KJIMHHYECKOM HCCIIEI0BAaHUU C YYaCTHEM MAIlEeHTOB C 3a00JIeBaHUSMU
OpOHXOJIETOYHOW CHCTEMBl B aHaMHE3€, Y MalMeHTOB HaOII0aloch pa3BUTHE OpOHXOCHa3zMa.

Bo3moxua MNPUYNHHO-CJIICACTBCHHAA CBA3b 3TOTO SABJICHUA C IPUMCHCHHUCM CyraMMaJICKCa. Bpaq

15



COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 20 03,2025 Ne 7425
N ] ] = .
OT AU U2 2020 W= 420

(NaC B HOCTER 0004
JIOJKEH OBITh OCBEIOMJIEH O BO3MOMXKHOM DaSBI/ITL—III/I' “6 'HJS%IQH_SII' nguhEHTél'a C

OpOHXO0JIETOYHBIMH 3200JICBaHUSIMU B aHAMHE3E.
Tayuenmoi ¢ namono2udyecKum oxcupeHuem
B KJIMHUYECKOM WCCIENOBAaHWM Y TAIMEHTOB C TATOJIOTUYECKUM OXHPEHHEM MPOQUIIb
HEXKEJNATeNbHBIX PEaKIUid B TEJOM ObUT CXOJEH C TpOQHIeM Y B3pOCIBIX IAallMEHTOB B
00BbeTMHEHHBIX HccaenoBanusax (asst [-111.

eTu
OrpaHvYeHHbBIC JTaHHBIC TOKA3BIBAIOT, YTO MPOQMIL 0€30MacHOCTH cyrammajekca (10 4 Mr/kr
BKITIOYHTENBHO) y JIeTel ObLUT TaKOM )K€, KaK y B3POCIIbIX.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 mo103peBacMbIX HEXKEIATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIiy Ipernapara ¢
Henbl0  00ecreyeHHs]  HEMPEephIBHOTO  MOHUTOPUHIA  COOTHOILIEHUS  «IOJb3a—PUCK»
JIEKapCTBEHHOTO Tpernapara. MeauIMHCKUM paOOTHUKAM PEKOMEHYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATEThHBIX PEAKIMIX JICKAPCTBEHHOTO IMpernapara 4epe3 HalMOHAJIbHBIC
COOOIIEHUsI O HEXKENATeNbHBIX PEAKIUIX TOCYIapCTB—UICHOB EBPa3suiicKOr0 SKOHOMHYECKOTO
coro3a.

Poccuiickasa ®@eoepayus

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

109012, MockBa, CnaBsHCKas 101131k, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

Anpec: 220037, r. Munck, nep. ToBapumieckuii, 2a

VII «llenTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHECHUL)

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

®axc: +375 (17) 242-00-29

DnekTpoHHas nmoyrta: repl@rceth.by

Caiit: https//www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na IIXB «Hanuonanensiii LleHTp 3KCIEpTH3BI JIEKAPCTBEHHBIX CPEICTB U MEAULMHCKUX
uznenuit» Komutera MemumuHCKOro M (apMaleBTUYECKOro KOHTpoJsii MuHucTepcTBa
3npaBooxpanenus Pecy6nuku Kazaxcran

010000, paiion baiikonslp, r. AcraHa, yi. A. Umanosa, 1. 13, BI «Hypcaynet 2»

Tenedon: +7 (7172) 235-135
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OnekTponHas noyta: farm@dari.kz

Caiit: http://www.ndda.kz

Kuipevizckaa Pecnybauka

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMIMHCKHX HW3AeIuil mnpu MuHHCTEpCTBE
3npaBooxpanenus Keipreickoi PecryOonmmnku

720044, Yyiickas o0nactb, T. bumkek, yi. 3-g Jluawus, 25

Tenedon: +996 (312) 21-92-86

OnektponHas novra: dlsmi@pharm.kg

Caiit: http://www.pharm.kg

Pecnybnuxa Apmenus

I'HKO «IleHTp 3KcepTU3bl JIEKAPCTB U MEAULIUHCKUX TEXHOJIOTUI

0051, r. Epesan, nip. Komuraca 49/5

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

OnexTpoHHas noyra: vigilance@pharm.am

Caiir: http://pharm.am

4.9. [lepeno3upoBka

Jlo HacTosIIero BpeMeH! Mo JaHHBIM KIIMHUYECKHUX UCCIeI0BaHUI OMHUCAaHO OJJHO COOOIIEHUE O
ciydaifHOH mepeno3upoBke mpemnapara B go3e 40 mr/kr. Kakue-n10o 3HaUUTEIbHBIE TOOOYHbIE
3¢ (HeKTH OTCYTCTBOBAIH.

CuMnOTOMBI

B uccnenoBanuu mo 0€30MacHOCTH CyraMMajieKC MPUMEHsSIICA B 1103ax 110 96 mr/kr. He Obuto
BBISIBJICHO KaKUX-THO00 MOOOYHBIX 3((EeKTOB (KaK CEphE3HBIX, TAK  HE CEPbE3HBIX ), CBA3AHHBIX C
BBOJMMBIMU J03aMH.

Jleuenue

Bo3moxHO ymaneHue cyrammajekca U3 KpPOBOTOKAa METOJOM TIeMOJuain3a C MpUMEHEHUEM
¢mwIbTpa € BBICOKOW THUIPABIMYECKOW MPOHHUIIAEMOCTHIO, HO HE (QuUIbTpa C HU3ZKOU
TUJPABIMYECKON NIPOHULAEMOCThI0. Ha OCHOBaHMM KIMHHYECKHX HCCIECIOBAHUN IOCIE
3—6-4acoBOrO ceaHca reMojuanu3a ¢ (GHIBTPOM C BHICOKON THIPABIMYECKON MPOHUIIAEMOCTHIO

KOHIIEHTpallus CyraMMa/ieKkca B Ij1a3Me yMeHbIaeTcs npubnusurensHo Ha 70 %.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYECKas Tpymrna: npoyune JiedeOHble CPeICTBA; aHTUIOTHL.
Kon ATX: VO3AB35

Mexannsm neiicTBus
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SIBIISICTCS. COETUHEHUEM, CEJICKTHBHO CBSI3BIBAIOIIUM MHOpEIakcanThl. OH pOpMUPYET KOMILIEKC
C MHOpEJIAKCAaHTAaMH POKYPOHHUS OpOMHIOM M BEKypOHHMS OpOMHMIOM B IUIa3M€ KPOBH, UTO
NPUBOJUT K CHUKEHHMIO KOHLEHTPALUW MHOPENIAKCaHTa, CBA3BIBAIOIIETOCS C HUKOTHHOBBIMU
peuenTopaMu B HEHPOMBIIIEYHOM CHHANCE. JTO MPUBOAUT K YCTPAHEHUIO HEUPOMBIIICYHON
O510Ka/1bl, BEI3BAHHON POKYPOHUS OPOMHIOM MM BEKYPOHHS OPOMUIOM.

dapmakoauHamuyeckue 3P PeKTol

Hab6nronamace yetkas 3aBUCHMOCTH d(dekTa OT 03Bl CyraMMajeKkca, KOTOPBId BBOJIWJICS B
pa3UyHbIE TEPUOJLI BPEMEHHM HW TPU PA3IUIHOM TiIyOMHE OJIOKa HEUPOMBIIICYHOMN
npoBoauMocTu. CyramMmmaziekc BBoAmICsA B no3ax oT 0,5 g0 16 MI/Kr kak mociie OJHOKpPaTHOTO
BBEJICHUS POKypoHUst Opommuaa B no3ax 0,6, 0,9, 1,0 u 1,2 mMr/kr wim nociie BBeeHUS BEKYPOHUS
Oopomuna B no3e 0,1 Mr/Kkr, Tak ¥ mocJiie BBEACHUS TOISPKUBAIOIINX 03 3TUX MHOPEIAKCAHTOB.

Knuanueckas 2dbdeKkTUBHOCTE U 0€30I1aCHOCTE

CyraMMazexc MOKET IPUMEHSATHCS B pa3/InYHbIE IEPUO/IbI BPEMEHU 110CIIE BBEJIEHUS POKYPOHUS
OpoMua UM BEKYpOHHs OpoMHIa.

Boccmanosnenue netipomviueunoii npogooumocmu 6 cayuae enyooKkou HetpoMululeyHoU 010KaA0bl
B panaoMu3upoBaHHOM KIMHUYECKOM HCCJIEIOBAaHUU MAIlMEHTHl ObUIM pachlpesesieHbl Ha 2
rpynnel (Tpynma BeKypoHHs OpoMuaa W Tpynma pokypoHus Opomuma). Ilocnme BBenmeHus
NOCJIETHEH 103bI POKYPOHUS OpoMHIa U BEKypOoHUs Opomuia 10 1-2 moCTTeTaHNYeCKUX OTBETOB,
4 mr/kr cyrammagiekca uim 70 MKT/KT HEOCTUTMHUHA BBOJIMIIMCH CITy4ailHBIM 00pa3oM.

Bpemst (MuH) OT BBeIEeHHsI CyraMMaJeKca WJIM HEOCTUTMHHA MPHU TIyOOKOW HEHPOMBIIIEYHON
omokane (1-2 mMOCTTETaHWYECKUX OTBETOB) IOCIE NPUMEHEHHUS POKYpPOHHsS OpoMuaa WM

BEKypOHHs Opomua 10 BocctaHOBIeHUs oTHommeHus T4/T1 1o 0,9:

IIpenapatr s co3daHusl HeHPOMBINIEYHOIO Hcnoab3yeMble cxeMbl Tepanuu

0;10ka (MHOpeIaKCaHT) Cyrammanekc (4 mr/kr) | Heocturmun (70 MKr/Kr)

Poxyponust 6pomun

N ("ucio manueHToB) 37 37
Menuana (MuH) 2,7 49,0
BapbupoBanue 1,2-16,1 13,3-145,7

Bekyponwust 6pomun

N ("ucio manueHToB) 47 36
Menuana (MyH) 3,3 49,9
BapeupoBanwne 1,4-68.4 46,0-312,7

Boccmanosnenue netipomviueunoti npogooumocmu 8 cryuae cpeonell HetpoMbluleyHol 0J10Kaobl
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LT N S

B npyrom pannoMu3npoBaHHOM KIMHUYECKOM K ccnenoﬁﬂgﬁﬂg&ﬂ ELIT&,EIIE%%;IBED:{%%Q&ILI Ha

2 rpynmsl (Tpymnna BeKypoHHs OpoMuia M Tpymnna pokyponus Opomuna). Ilocne BBeneHus
HoCJeHEeH J03bI POKYpOHHs OpOoMHUAa MM BEKypOHHMsS OpoMuaa MpH MOSIBIEHHH oTBeTa T2
CIy4yaliHBIM 00pa30M BBOJIMJIUCH 2 MI/KT cyrammaziekca uiu 50 MKI/KT HEOCTUTMHUHA.

Bpewmst (MuH) OT BBelIeHUsl cyraMMaZiekca WM HEOCTUTMUHA P MOSBIEHUU OTBeTa T2 mocie

NPUMEHEHHUS POKYPOHHsI OpOMHa WJIM BEKYpOHHS OpOMHIA 0 BOCCTAHOBJICHUS OTHOLICHHS

T4/T1 10 0,9:

IIpenapatr [js co3daHusl HeHPOMBIIIEYHOIO Hcnoab3yemMble cxeMbl Tepanuu

0;10ka (MHOpeIaKCaHT) Cyrammaneke (2 mr/kr) | Heocturmun (50 MKr/kr)

Pokyponust 6pomu

N ("ucio manueHToB) 48 48
Menuana (MuH) 1,4 17,6
BapbupoBanue 0,9-5,4 3,7-106,9
Bekyponust 6pomun

N ("ucno manueHToB) 48 45
Menuana (MuH) 2,1 18,9
BapbupoBanue 1,2-64,2 2,9-76,2

PeBepcust HelpoMbIllieyHOTO 0JIOKa, MHAYIIMPOBAHHOTO POKYPOHHSI OpPOMHUIIOM, TIPH TMOMOIIH
cyramMmmasieKkca CpaBHHBAJIaCh C PeBepCHEd HEHPOMBIIIEYHOTO OJIOKA, WHAYIIUPOBAHHOTO IIHIC-
anaKypHeM, HpI/I IIOMOIII HCOCTUTMHHA. ILJISI 3TOT'0 IIOCJIC MOABJIICHHUA OTBETA Tz HpI/IMeHHJICSI
CyraMMaJIeKC B J103€ 2 MI/KT Wiy HeocTHrMuH B n103¢ S50 Mkr/kr. Cyrammanekc oOecrieunBat
OoJiee OBICTPYIO PEBEPCHI0 HEHPOMBITIICYHOTO OJI0KA, HHIYIIUPOBAHHOTO POKYPOHHS OPOMHUIIOM,
[0 CPaBHEHHMIO C HEOCTUTMHUHOM, HCIOJB3YyEMBIM JJsI PEBEPCHHM HEMPOMBINIEUYHOTO OJIOKa,
MHAYIUPOBAHHOIO LIUC-aTPaKypUEM.

Bpemst (MuH) OoT BBeIeHHUs cyraMMajieKca MJIM HEOCTUTMUHA TIPH TIOSIBJICHUH OTBETa 12 Tocie
MIPUMEHEHUS POKYPOHHUS OPOMH/IA WK ITUC-aTPaKypHsl 10 BoccTaHOBJIeHUsT oTHomeHus T4/T1 go

0,9:

IIpenapar pist co3naHusi HelipoMbIme4yHOro 0;o0ka | Mcmoab3yemMble CXeMbl TepaAIuH

(MHOpeaKcanT) Poxyponuss 6pomun u | Iluc-arpaxypwuii u
cyrammaaekc (2 mr/kr) | HeocturmuH (50 MKr/Kr)

N (4ucno nauueHToB) 34 39

Menuana (MyH) 1,9 7,2

BapeupoBanwne 0,7-6,4 42-282
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st HemenJIeHHO peBepCun:

Bpemst 10 BOCCTaHOBJEHHS TMOCIE HMHIYHHPOBAHHOTO  CYKIMHWIXOIUHOM (1 MI/Kr)
HEHPOMBIIIEYHOTO OJI0Ka OBLIO COMOCTAaBUMO C TaKOBBIM sl cyrammanekca (16 mr/kr, depe3
3 MUH TmOCJ€e BBEIEHHUS MHOpPENIaKCaHTa) IOCiIe WHAYLUUPOBAHHOTO POKYPOHHS OpOMHUAOM
(1,2 MI/Kr) HEUPOMBIIIIEYHOTO OJIOKA.

Bpemst (MMH) OT BBEACHHS POKYpPOHHUS OpOMHJAa W CyraMMajJieKca WM CYKIMHWIXOJIHHA JI0

Boccra”HoBienus 1o orsera T1 10 %:

IIpenapatr aas co3gaHusi HeHPOMBIIIEYHOTO Hcnoab3yeMble cxeMbl Tepanun

(RO (D R TR Poxyponnst  Opomua  u | Cykumuamaxomun (1 Mr/kr)

cyrammagekc (16 Mr/kr)

N ("ucno manueHToB) 55 55
Menuana (MuH) 4,2 7,1
BapbupoBanue 3,5-7,7 3,7-10,5

B rpynmnoBOM aHAJIN3C OBLIO TMOKAa3aHO cicayromec BpEMs BOCCTAHOBJICHUSA C ITOMOIIBIO

cyrammajiekca (16 Mr/kr) mociue npuMeHeHus! pokypoHust 6pommua (1,2 mMr/kr).

Bpewms (MuH) OT BBelleHUsI cyraMMaziekca 4epe3 3 MUH I0cJie BBeIEHUs POKYpPOHHS OpoMuia 10

BoccTaHoBIeHMs oTHOmEeHus T4/T1 mo 0,9, 0,8 mim 0,7:

T4/T1 mo 0,9 T4/T1 no 0,8 T4/T1 no 0,7
N (4ucno nauueHToB) 65 65 65
Menuana (MuH) 1,5 1,3 1,1
BapbupoBanue 0,5-14,3 0,5-6,2 0,5-3,3

Hapywenue ¢pynxyuu novex

B 1ByX OTKpPBITBIX KIMHMYECKUX HCCIEIOBAaHUSAX MPOBOJIUIOCH CpaBHEHHE I(P(PEKTUBHOCTH U
0€30MaCHOCTH TPUMEHEHHUsI CyramMaziekca y TMAaIMeHTOB C TSHKEIBIM HapyIIeHHEM (yHKIHH
MOYeK WM 0e3 Hero, IMOJBEPralolIuXcsi XHPYPTUYECKOMY BMEMIATENLCTBY. B omHOM U3
WCCIICIOBAHUI CYraMMaJIeKC BBOJWJICS JUIsl YCTpaHEHHs OJIOKajbl, BBI3BAHHON POKYPOHUS
OpomMuaOM, TMpU HAIWYAK |—2 TMOCTTETAaHWYECKUX OTBETOB (4 Mr/kr; n=68); B Ipyrom
UCCIIC/IOBAaHUM CYyraMMaJeKC BBOJWICS TIpU TIOSBICHHH BTOPOTO OTBETa B PEXHUME
yeTeipexpazpsaaaon crumyisiiuu (T2) (2 mr/kr; n=30). BoccraHoBieHne HEUPOMBIMICYHOMN
MPOBOAMMOCTH TOCNie OJOKaabl OBLI0O HE3HAYMTETHHO JOJbBINE Y MAlUEHTOB C THKEIBIM
HapylieHHneM (pYHKIIMH MOYEK 10 CPaBHEHHIO ¢ MaIlMeHTaMu 0e3 HapylieHUs (QyHKIUU MOYeK.

Cry4aeB OCTaTOYHON HEHPOMBINICYHOW OJIOKAIbl WM €€ BO30OHOBJIICHHS y TAIMEHTOB C

TAXKEJIBIM HAPYIICHUEM (bYHKI_[I/II/I ITOYCK B JAHHBIX UCCIICAOBAHUAX HE Ha6mozxanocr>.
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Brusanue na unmepsan QTc

B Ttpex knmHMYeckuxX wuccieqoBaHuAX (n=287) cyraMmanekca, MNPUMEHSIEMOTO B PEXKUME
MOHOTEPANUU WM B KOMOWHAIIMU C POKYPOHHSI OpPOMHJIOM WM BEKYPOHHUsS OPOMHUIOM, WU B
KOMOWHauu ¢ mpornodosioM Wik ceBodurypaHoM, He HAOIIOMATIOCh KIMHUYECKH 3HAYUMOTO
yBenudyeHus: QT/QTc wHTepBama. DTH JaHHBIE TMOJATBEPXKIAIOTCS aHAIM30M OOOOIIEHHBIX
pe3ynbTaToB MekTpokaparnorpamMmel (OKI') 1 HexkenaTenbHBIX SIBICHUN B UccieqoBanmsx ¢as 11
u 11

Tayuenmul ¢ namonozuyeckum oxcuperuem

B xone xmmHMueckoro ucciemoBaHus 188 MaruMeHTOB, y KOTOPHIX OBLIO JTHAarHOCTHPOBAHO
TMATONOTHUECKOE OXHpeHHe (MHAeKC Macchl Tena > 40 kr/m?), OLEHHMBANOCh BpeMs 0
BOCCTaHOBJICHHS I10CJIE YMEPEHHOH WM TIIyOOKOW HEPBHO-MBIIICYHON OJIOKa/Ibl, BHI3BAHHOM
POKYpOHHsI OPOMHIOM WM BEKypoHUst OpommaoMm. [lamueHTsl momydyanu 2 Mr/Kr wid 4 Mr/Kr
cyramMmaZiekca, B 3aBUCUMOCTH OT YypOBHS OJOKaabl, B J103€, COOTBETCTBYIOLIEH JMOO
dakTHueckoil Macce Tena, JMOO MIEaTBbHOW Macce Tela CIy4alHbIM 00pa3oM, C JBOHHBIM
ocneruieHrneM. OObeTUHEHHOE MO TIIyOMHE OJOKaIbl U HEPBHO-MBIIIEYHOTO OJIOKUPYIOIIETO
areHra, cpeHee BpeMsi BOCCTAHOBJIEHUSI OTHOUICHHSI OTBETOB YEThIPEXPa3psAIHON CTUMYIISALUU
(TOF) > 0,9 y maniueHTOB, KOTOPHIM BBOJIMJIN CyraMMaJIeKC HCXOI U3 (PaKTHUECKON MacChl Tela
(1,8 muHn), 6bU10 cTaTUCTHUECKH 3HaUMMO MeHbIne (p <0,0001) mo cpaBHEHHIO C MAIMEHTaMH,
KOTOPBIM BBOJWJIM CyTaMMAJIeKC UCXO0/1s U3 UJIealbHON Macchl Tena (3,3 MuH).

5.2 PapmakoknHeTHYECKHE CBOMCTBA

DapMaKOKMHETUYECKUE MTapaMeTphbl CyraMMaIeKca PacCUUTHIBAIOTCS UCXO/s U3 CYMMHUPOBaHUS
KOHIIEHTpAaLuii CBOOOHOT0 cyraMmmajiekca i CyraMmajiekca B COCTaBe KOMILIEKCa CyraMMa/IeKe-
mMuopenakcant. ®apMakOoKHMHETHYECKHEe mapaMmeTpbl, Takue kak kiupeHc (Cl) u oObem
pacnpenenenus (V), cuMTalOTCd OJUHAKOBBIMU [UJISI CyraMMajieKca, HaXOJSILIErocs BHE
KOMIUIEKCa, U CyraMMa/IeKca, HaxOoISIerocsl B COCTaBe KOMILIEKCA C MUOPEIAKCAHTOM.

Pacnpenenenue

HabGmronaemblii 00beM pacrpeienieHus: cyraMMajiekca B CTa0MIIBHOM COCTOSIHUU Y B3POCIBIX
MalMeHTOB ¢ HOPMAJIbHOW MOoYeuHOr (yHKIHer coctaBnseT oT 11 1 1o 14 1 (ocHOBBIBasCh HA
CTaHJApPTHOM (papMaKOKMHETHYECKOM aHajdu3e 0e3 pasaeneHus Ha KoMIapTMeHThl). Hu
CyraMMaJIeKC, HH KOMIUJIEKC CyraMMaJeKC—pPOKYpOHHsS OpOMH]Il HE CBS3BIBAIOTCS C OemkaMu
T1a3Mbl KPOBU WM puTporuTamu. [Ipu 601F0CHOM BBEEHWH CyramMmMmajekca B Jo03ax oT 1 Jo
16 Mr/kr ero (hapMakOKHHETHKA HOCHUT JTUHEHHBIN XapakTep.

Buorpancdhopmarims

CyFaMMaI[eKC BBIBOAUTCA IIOYKaMHU B HCHU3MCHCHHOM BHUIC. Ha HaCTOHH_II/II\/'I MOMCHT B

JOKJIMHHUYCCKHUX U KIMHUYCCKUX UCCIICAOBAHUAX METa0O0IUTHI cyraMmaZicKkCca HC O6Hapy)K€HbI.
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OIMMUHALNS

Y B3pOCIHBIX NAMEHTOB C HOPMAJIBHOM MOYEUHOM (DYyHKIHEH, KOTOPBIM IPOBOMIIACH AHECTE3HS,
nepuop nonyseiBeneHus (T12) cyraMMmaaekca cOCTaBiIsIeT OKOJIO 2 4, a 0XKUAAEMbII KIIMPEHC U3
mra3Mel — 88 mi/muH. boaee 90 % 10351 BeiBoauTCs B TedeHue 24 4; 96 % m03bI BLIBOAUTCS C
MO4YOH, M3 KOTOpBIX 95 % cocTaBiseT HeU3MEHEHHbIM cyrammazekc. Menee yem 0,02 %
CyraMMaJIeKca BBIBOJUTCS Y€pe3 KHUIIEYHUK M C BBIABIXa€MbIM BO3AyxoM. lIpumeHenue
CyramMmmasiekca y 3J0pOBBIX JOOPOBOJIBIIEB MPHUBOIWIO K MOBBIIICHHOMY BBIBEICHUIO TTOYKAMU
POKypOoHHs OpOoMHUJIa B KOMILJIEKCE C CyTraMMaJIeKCOM.

Oco0rIe I'pynIbl TanMEHTOB

Tayuenmoi ¢ HapyweHuem yHKyuu nouex u noxicuivie

DapMaKOKMHETUYECKUE MTapaMETPBI y MOXKWIBIX AUEHTOB C Pa3JINYHOM CTEIICHBIO HAPYLIEHUS
GYHKIIUM TOYeK, KOTopasi U3MEpsIach C MOMOILBIO OMpPENeleHHs KIUpeHca KpeaTuHUHA, ObLTN
OLICHEHBI MPHU UCTOIB30BAaHUH MOMYJISAINOHHOTO (hapMaKOKUHETHUECKOT0 aHaIn3a.

PesynbpTaTel (hapMaKOKMHETHYECKOTO HCCIIEIOBaHMUS, B KOTOPOM MPOBOIWIOCH CpPaBHEHHE
NAIMEeHTOB C TSDKEIBIM HapylleHHeM (yHKUUHM MOYEeK W MAIMEeHTOB C HOPMaJbHOU (pyHKIMEH
MOYeK, MOKa3aji, YTO KOHIIEHTpAIMM CyraMMajeKca B IUIa3Me ObLIM CXOJIHBIMH B TEUYEHHE
MEPBOIo Yaca Mocje BBeICHUs IIperapara u BIOCIEICTBUU MOHUKAIUCEH ObICTpee B KOHTPOIbHOM
rpynmne. OOmas MpOaOKUTENLHOCTh JCHCTBHUSI CyraMMaJeKkca y MAaIlMEeHTOB C TSDKEIbIM
HapymeHneM (yHKIUHU oYeK ObUIa YBEIMYEeHA, YTO BBIPAXKAJIOCh B 17-KpaTHOM €€ yJUTMHEHUH.
VY manueHToB ¢ TSXKENbIM HapylieHueM (yHKIUU MOoYeK HU3KUE KOHIIEHTpAIMU cyramMmajieKca
ONpeAeIsUTUCH B IIa3Me B TEUEHUE, 110 KpaitHel Mepe, 48 4acoB Mociie BBEICHUS Mpenapara.
P€3y.HBTaTBI BTOpPOIO HCCJICOOBAaHHA, B KOTOPOM MHPOBOAUIOCH CPABHCHUC ITAIIUCHTOB C
YMEPEHHbIM WM TSDKEIbIM HapylleHHeM (QYHKIHMU IOYeK C TMaluMeHTaMH C HOPMAaJIbHOU
byHKIMEe MoYek, MoKa3alid, 4YTO KIMPEHC CyramMmajeKkca MOCTENeHHO yMmeHbluaercs u Tipz
MOCTETIEHHO YBEIMYMBAETCS CO CHIKeHHEM (QyHKIMH roudek. [lokazarenu Obiin B 2 paza u B 5
pa3 BbIIlIE y MALIMEHTOB C YMEPEHHBIM U TSDKEJIBIM HapylIeHHeM (pyHKIIUU OYEK COOTBETCTBEHHO.
Cyrammajiekc He OOHapyKHBAJICS TOCe 7 JHEH Mocie BBEICHUS J03bI MAIIMEHTaM C TSDKEIbIM
HapylHieHneM (QyHKINUU MOYeK.

O0600611eHHbIe JaHHbIE (hapMAKOKMHETHUECKHUX MapaMeTPOB CyraMmajieKca ¢ y4eToM Bo3pacTa U

(YHKINYU TOYEK MpeICTaBICHbI HIDKE:

Cpennee 3HAYeHHe NPOTHO3UPYEMBIX
IMapameTpbl NaLEHTOB
papmakokuneTnyeckux napametrpon (KB%) *

Jlemorpadpuuecka | [Toueunas ¢yuxuus | Kmuperce | O6bpem Bpewms

s TpyTIma (KIMpeHc KpeaTHHUHA MJT/MUH) MJI/MUH pacnpeneneHus TMTOJTyBBIBEICHUS
() ()

B3spocibie Hopmanbshas 100 88 (22%) | 12 2 (21%)
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T Cpehhe — | =/shauerne = ipormosnpyembrx
(papmakoknneTnyeckux napamerpos (KB%) *

40 ner, Hapymennass | Jlerkas 50 | 51(22%) | 13 4 (22%)
75 kr Cpennsis 30 | 31 (23%) | 14 6 (23%)

(ymepeHHast)

Tsoxenas 10 | 9 (22%) 14 19 (24%)
IMoxwuneie Hopmanbhas 80 75 (23%) | 12 2 (21%)
75 ner, Hapymennass | Jlerkas 50 | 51(24%) | 13 3 (22%)
75 kr Cpennsis 30 | 31 (23%) | 14 6 (23%)

(ymepenHast)

Tsoxenas 10 | 9(22%) | 14 19 (23%)
IMoapoctku Hopmanehas 95 77 (23%) | 9 2 (22%)
15 ner, Hapywennas | Jlerkas 48 | 44 (23%) | 10 3 (22%)
56 xr Cpenusis 29 | 27 (22%) | 10 5(23%)

(ymepenHast)

Tsoxenas 10 | 8 (21%) | 11 17 (23%)
Jetn Hopwmanbnas 51 37 (22%) | 4 2 (20%)
7 ner, Hapymennass | Jlerkas 26 | 19 (22%) | 4 3 (22%)
23 kr Cpeansist 15 |11 (22%) | 4 5 (22%)

(ymepeHHast)

Tsoxenas 5 1322%) |5 20 (25%)
*KB-ko3(hGpHULHeHT BapHalHH.

Llon

Paznuuus papMakOKMHETHKH B 3aBUCUMOCTH OT I10J1a HEe HAOJII01aJHCh.

Macca mena

[TomyAsMOHHBI  (papMaKOKMHETUYECKUH aHalIU3 y B3POCIBIX U MOXKWIBIX MAIleHTOB HE
MPOJEMOHCTPUPOBAI  KIMHUYECKH 3HAUYMMOl 3aBUCUMOCTH BBIBEICHHUS WM 00beMa
pacrpezesieHnsi cyraMmMajiekca OT Macchl Tea.

Oorcupenue

B onHOM KIMHUYECKOM HCCIEAOBAaHWM Y TMAlMEHTOB C TATOJOTHYECKUM OXKUPEHHUEM,
CyraMMaJIeKC MMPUMEHSIIICA B J103€ 2 MI/KT U 4 MI/KT B COOTBETCTBUU C (paKTUUECKOU (n=76) min
uneanbHo (n=74) Maccod Tena. DKCMO3UIMS CyraMMajieKca MOBbIIIANAch J0303aBUCUMO U
JUHEHHO B COOTBETCTBHH C (PaKTUUECKOW WM UJCAIbHON Maccoi Tena. KimHuuecku 3Ha9nMbIX
paznuunii papMakKOKMHETUYECKUX MMapaMeTPOB y MAIIMEHTOB C MAaTOJOTUYECKUM OKUPEHHUEM U B

o01eli monyJISIUKA He HaOII01aI0Ch.
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5.3. JlaHHbIe JOKJIUHHYECKOH 0€30MacHOCTH

JIOKIIMHWYeCKUuEe NaHHble HE BBIABWIM OCOOBIX PHCKOB [UIsl 4YellOBEKa Ha OCHOBAHHHU
TPAIUIIMOHHBIX MCCIEAOBaHUN (PapMaKOoIOTrHIeCKOH O0e30MmacHOCTH, TOKCHYHOCTH TOBTOPHBIX
1103, TIOTEHI[MaIa TeHOTOKCUYHOCTU U TOKCUYHOCTH B OTHOILLIEHUHU PETPOTYKTUBHON (YHKINH,
MECTHOHM NIEPEHOCUMOCTH UJIM COBMECTUMOCTH C KPOBBIO.

Cyrammajiekc OBICTPO BBIBOJAMTCS M3 OpPTaHU3Ma y JAOKIMHUYECKUX BUIOB KHBOTHBIX, XOTS B
KOCTSIX ¥ 3y0ax IOBEHUJIBHBIX KPBIC OOHAPYKUBAIUCH OCTATOYHBIE KOJIMYECTBA CyraMMaJieKca.
JIOKIMHUYECKHE HMCCIEIOBAHMUSI HAa MOJIOABIX B3POCIBIX M 3pPENbIX KpbICaX MOKAa3bIBAOT, YTO
CyraMMaJIeKC He OKa3bIBAE€T OTPULIATEIBHOTO BIMSIHUS HA I[BET MJIM KAYECTBO KOCTEM, CTPYKTYPY
KOCTeH miM MeTabon3M KOCTHOW TkaHu. CyraMMaZieKC He BIIMSET Ha BOCCTAHOBIIEHHE IOCIIEC

nepeiaoma u peMoOJACIIMPOBAHUC KOCTH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Hatpus ruapoxcun (st koppekiuu pH)
XiopoBogopoaHas kuciota (st kKoppekiuu pH)
Bona nis naneximi

6.2. HecoBMecTUMOCTH

dapMalieBTHISCKas HECOBMECTUMOCTD

[Tpenapar Cymxkekra HE cleAyeT CMENIMBAaTh C APYTMMHU JIEKAPCTBEHHBIMHU IpenapaTamu, 3a
HCKJIIOYEHHEM YIIOMSIHYTBIX B paznene 4.2.

duznueckas HECOBMECTUMOCTD

dusnyueckas HECOBMECTUMOCTh CyraMMajieKca Ha0Jio1aliach C BeparmaMuioM, OHAaHCETPOHOM U
PaHUTHAUHOM.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

2 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

[Tpu Temneparype He Boime 25 °C. B opurnnanbHoli ynakoBke ((p1akoH B KApTOHHOW TTA4Ke) IS
3alUThl OT cBeTa. He 3amopakuBath.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

[To 2 mut umu 5 mut Bo i1akoH 13 OECIIBETHOTO CTEKIIA | THAPOIUTHYECKOTO Kilacca, YKYNOPEHHBIH
OpOoMOYTHIIKAydyKOBOW TPOOKOM M OOKaTaHHBIH ATIOMUHHMEBBIM KOJIMAYKOM C TJIACTUKOBOM
KphIKo# Trma «duum-odpd». Ha xaxasiii GrakoH HaKIEHMBAIOT STUKETKY .

ITo 10 ¢1akoHOB BMECTE C JINCTKOM-BKJIAIBIIIEM ITOMEIIAIOT B MTAUYKY U3 KapTOHA.

Ha MMa4YKy U3 KapTOHA MOKCT OBITH HaHECEHA DTHKETKA KOHTPOJIA IICPBOr'0 BCKPBITUA.
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6.6. OcoOble Mepbl NPeTOCTOPOKHOCT np n_ﬁMméﬂJﬁ:’ﬂtﬂna '30'B'a'l-l joro

JIEKAPCTBEHHOI'0 Mpenapara uiH 0TX0/10B, MOJY4YEeHHBIX M0c/e NPUMEHEeHNs NMpenapara u
Apyrue MaHUMYJISINUHU ¢ MPenapaTomM
Bechb ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXO/bI ClIEAYeT YHUUYTOXXUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus

000 «IICK ®apmar

141983, MockoBckast 0011, r.0. JlyoHa, . [ly6Ha, yi. [Iporpammuctos, 1. 5, cTp. 1

Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

OnektponHas rovra: officel @rusbiopharm.ru

7.1. llpencraBuTeb Iep:KaTeis PeriCTPALMOHHOIO yI0cTOBepeHnsi HA Tepputopuu Coro3a

IIperen3uun norpeduTesIel HAOPABIATS 10 AJIPECY:

Poccuiickas ®@edepayus

000 «IICK ®apmay

141983, MockoBckas 00u1., T.0. JIyoHa, r. JlyOHa, yiu. IIporpammuctos, 1. 5, ctp. 1
Tenedon: 8 (800) 234 16 99

DnexTpoHHas mouTa: pv(@rusbiopharm.ru

Pecnyonuxa benapyco

000 «DapmAccucTEHC»

220131, r. MuHck, yi. 'amapnauka 30, opuc 404 (6 stax)
Tenedon: +375 29 640 42 86

DnekTpoHHas movrta: pv(@pharmassistance.by
Pecnyonuxa Kazaxcman

TOO AJIIUME]]

050051, r. Anmarsl, Mukpopaiion Caman 1, tom 1
Tenedon: +7-727-263-27-34

OnektponHas nmoura: aldimed@mail.ru

Kuvipevizckas Pecnybnuka

OcOO «MencepBuc. KG»

720051, r. bumkek, yia. Kypmanxan Jlatka, n. 131-133
Tenedon: +996 312 36-90-39

DnekTpoHHas mouta: medservice.kg@mail.ru

Pecnybnuxa Apmenus
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
20 03,2025 N 7425

oT U U3 ZU20

(NMOCNEOOBATENEHOCTE 0004)

000 «Pymanym Tpaguar»

r. EpeBan, yn. Kouapsu, 1. 18/52
Tenedon: +3 749 566 36 68

OnektponHas moyura: rudiumtrading@gmail.com

8. HOMEP PETHCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA TIEPBUYHOM PETUCTPAILIMM (IIOATBEPXIEHUE PETMCTPAIIUW,
INEPEPETUCTPALIUS)

JlaTa nepBoi perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
OOmrast XapaKTepUCTHKA JIEKAPCTBEHHOT'O Iperapara JOCTYIHA Ha MH(POPMALMOHHOM TOpTaje

EBpazuiickoro SKOHOMHYECKOTO COI03a B  HMH(OPMAIMOHHO-KOMMYHHMKAIIMUOHHON  CeTH

«uTeprer» http://eec.eaeunion.org/
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