COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 22.04 2025 N= 10733
(NOCNEOCBATENEHOCTE 0003)

NHCTPYKHUSA

IO MEAUIIUHCKOMY IIPUMEHEHUIO JTJEKAPCTBEHHOI'O ITPEITAPATA
HUMECVYJIN ABEKCUMA

PerncrpanuoHHblii HOMep:
Toprosoe naumenoBanue: HUMECVYJIN]] ABEKCUMA
MeskayHapoaHOe HEMATEHTOBAHHOE HAMMEHOBAHHe: HUMECYJIU/T

JlexapcTBeHHas popma: TalbIeTKU

Cocras:

OpnHa TabeTka COIepPIKHUT:

oeticmsyrowee geugecmeo. aumecynun — 100,0 mr;

gcnomozamenvHbvle  Gewjecmea: Kanbla —ruapodocdara  guruapar, KpaxMal — KyKypy3HBbIH,
KapOOKCHMETUJIKpaxMall HaTpus (TUN A), MarHusi cTeapar, KpeMHUS TUOKCHJ KOJUIOMIHBIN, TaJbK,

LIEJUTI0NI03a MUKpOKpUcTauindeckast (tur 101).

Onucanme: Kpyrible IBOSKOBBIITYKIIbIE TA0JIETKH, CBETIO-KEJITOTO WIIN XKEJITOrO 1IBETA.

dapmakorepaneBTHueckasi rpynna: [[poTMBOBOCIIAIIMTENBHBIE U IPOTUBOPEBMATHYECKHE TIpenaparsl;
HECTEPOWJHBIE  IPOTUBOBOCHAIMTENIBHBIE W NPOTUBOPEBMATUYECKUE  IpENaparsl;  Jpyrue

HECTCPOUIHBIC TPOTUBOBOCIIAIIMTCIIBHBIC U ITIPOTHUBOPCBMATHUYCCKUC ITPCIIAPATHI.

Kon ATX: M01AX17

dapmMaKoJI0rH4ecKre CBOMCTBA

DapmakoounHamuka

Humecynmnn — sBisieTcss  HECTEPOMIHBIM  NPOTHBOBOCHAIMTENBHBIM — CPEACTBOM M3 Kjlacca
cynbponamu1oB. OKa3blBaeT MPOTUBOBOCHAIUTENbHOE, 00€300MBAOIIEe M KAPOIOHMKAIOIIEe
JIeHCTBHUE.

B ommmume ot HecenexktuBHbix HIIBII, HuMmecynun rnaBHBIM 00pa3oM HHTHOMpYET
nukiookcurenasy-2 (IL1OI'-2), TopMO3UT cHHTE3 MPOCTarjaHANHOB B 04are BOCIIAJIECHUS; OKa3bIBAaCT
MEHee BBIpa)KEHHOE YTHETalolee BO3IeHCTBUE Ha ITKIooKcurenasy-1 (L[OT-1).
Dapmakokunemuka

Bcacwvisanue

Humecynua xopomio BcaceiBaeTcs U3 skenynouHo-kumieyHoro TpakTta (OKKT). MakcumanbHas
KOHLeHTpauuss B Mmia3Me KpoBU (Cmax) MOCIE NEPOPATBHOrO IPHEMAa OJHOKPATHOM JO3BI

Humecynuaa (100 mr) nocturaercs B cpeiHeM yepes 2—3 yaca U COCTaBisieT 3—4 M/l
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Pacnpeoenenue
Cas3b ¢ 6enkaMu 11a3Mbl KpoBu 10 97,5 %. [IpoHHKaeT B TKaHU )KEHCKHUX MOJIOBBIX OPTaHOB, T
MOCJie OJJHOKPATHOTO MpHEMa ero KOHIEHTpauusi coctaBisieT okoyio 40 % OT KOHILIEHTpaluu B
maa3me. XOpoIIo MPOHUKAET B KUCIAYIO cpedy ouara BocnasieHus (40 %), CHHOBHAIBHYIO
KUIKOCTH (43 %). JIerko mpoHUKaAET Yepe3 rucToreMaTuaeckue oapbepsl.

Memabonusm

Humecynua akTuBHO MeTaOONMM3UpyeTCs B MIEYSHU MpU TToMoIr u3odepmenTa muroxpoma P450
CYP2C9. CymectByeT BO3MOXXHOCTb JIEKAPCTBEHHOTO B3aMMOJICUCTBHUSI HUMECYJIHJA TpHU
OTHOBPEMEHHOM TMPHMEHCHHH C TpernaparaM, MeTa0OTU3UPYIOMUMUCT u30(epMeHTam
CYP2C9. OCHOBHBIM METabO0JIUTOM SIBJISIETCSI (hapMakoJIOTHUECKH AKTUBHOE
MaparuApoOKCUIIPON3BOTHOE HUMECYNINA — THIPOKCHHUMECYIIN, OOHAPYKUBAIOLIUIICS B IJIa3Me
KpPOBH MPEUMYIIECTBEHHO B KOHBIOTUPOBAHHOM BHJIC, B BUJIC TIFOKYPOHATA.

Buviseoenue

[Tepuon nonyssiBenenus (T;) Humecynuna oxono 1,56—4,95 yaca, ruapokcunumecynuaa — 2,89—
4,78 vaca. Humecynu BBIBOAMTCA M3 OpraHu3Ma riaBHbIM oOpa3om mouykamu (okxono 50 % ot
NPUHATOW 103b1). [ MIPOKCHHUMECYIUI BBIBOAUTCS moukamu (65 %) u ¢ xemupo (35 %),
MOJIBEPraeTCsl YHTEPOTENATHICCKON PEIUPKYIISILIUH.

IIpumenenue y nayueHmos noxicuI02o 03pacma

dapMakOKMHETUYECKUH MPOQIIIb HUMECYIHIA y JIHMI] MOXKUJIOTO BO3pacTa HE M3MEHSETCS MPHU
MPUMEHEHHUH OJTHOKPATHBIX U MHOTOKPATHBIX/TIOBTOPHBIX J03.

Ipumenenue y nayuenmog c 3ab60nesanuem no4ex

B kpaTkocpouHOM Hcce0OBaHUH, MTPOBEJCHHOM Yy MAIlMEHTOB C MOYEYHOH HEIOCTATOUHOCTHIO
JIETKOW U YMEpEeHHO cTenenu TsokecTH (kimupeHc kpeatuHuHa 30—-60 mi/MuH), Cmax HUMECYIHIA
U €ro OCHOBHOI0 MeTabonuTa ObUIM HE BhIIIE, YeM y 310poBbIX 100poBoibieB. AUC u Ty, Obun
Ha 50 % BbIe, HO Haxoawiuch B npenenax 3HadyeHud AUC u Ty, HaOMIOJaEMBIX Y 370POBBIX
noOpoBoblieB Ha ¢GoHE MpuUMeHeHHs HuMmecynuaa. [loBTopHOe NMpUMEHEeHHe HE MPUBOAUIO K

KyMYJSIIUA HUMECYJINaA.

Ioka3zaHusi K NPUMEHEHHIO
Tepanus octpoit 6onu:
e 0O0Jb B HU)KHEH YaCTH CIIMHBI M/MJIH 00JIACTH TTOSICHUIIB,
e 0ONEBOM CHH/IPOM, CBSI3aHHBIH C 3200JI€BaHUSMH OMTOPHO-/IBUTATEIBHOTO amapara, B TOM
YHCJIe TEHAUHUTBI, OYPCHUTHI;
e 0oub 1pH ymmbax, pacTsHKEHHUSAX CBA30K M BBIBUXAX CYCTaBOB,

e 3yOHas 00Jb;
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CUMIITOMAaTUYCCKOC JICUCHUC OCTCOAPTPO3a \ULLCUaPLPYlLa} c-OomeBEIM CHAPOMOM;

MEpBHUYHAA aJIbI'OAUCMCHOPCA.

HpenapaT npe€aHasHa4YCH IJid CHUMIITOMAaTHYECKON TEpalnu, YMCHBIICHUA 0oJIM ¥ BOCIaJIEHUsS Ha

MOMCHT HCIIOJIb30BaHUsA, Ha MPOrpeCCUpPOBAHUC 3a00JIeBaHUsS HE BIIMSET. HI/IMechII/IH

PEKOMCHAYECTCA IJIs1 TEPAIIMKU B KaUCCTBEC IIpEriapara BTOpOﬁ JIMHHUH.

HpOTI/IBOHOKa3aHI/IH

[loBbllieHHass 4YyBCTBUTEIBHOCTh K HUMECYIHAY WIM K JIO0OMY M3 BCIIOMOTaTelIbHBIX
BEILIECTB, BXOJISINX B COCTaB Iperapara,

TIOJTHOE MJIM HETIOHOE COYeTaHNe OPOHXHMAIBHOW aCTMBI, PELMIMBUPYIOIIETO MOIUIT03a HOCA,
OKOJIOHOCOBBIX Ma3yX M HENEPEHOCUMOCTh alleTHICAIUIMIOBOM KucaoTsl U apyrux HIIBIT (B
TOM YHCJIEe B aHAMHE3E);

renaToTOKCHUECKUE PEAKIIMY Ha HUMECYIIU/I B aHAMHE3E;

OZIHOBPEMEHHOE NPUMEHEHHE C JIPYIMMH JICKAPCTBEHHBIMH TIPENapaTaMH C MOTEHIUATBHOM
renaToTOKCUYHOCThIO (Hanpumep, apyrumu HIIBIT);

XPOHMYECKUE BOCHIANIUTENbHbIE 3a00NeBaHus KulleuHuka (0oie3ns KpoHa, I3BeHHBIN KOJIUT) B
(aze obocTpeHws;

MIEPHO]] T10CTIE AOPTOKOPOHAPHOTO ITYHTUPOBAHHUS;

TIMXOPaZOYHbIA CHHIPOM TIPH TPOCTY/IE U OCTPBIX PECMPATOPHO-BUPYCHBIX MH(EKINSIX;
TMI0/I03PEHHE Ha OCTPYIO XUPYPTUYECKYIO MaTOIOTHIO;

sI3BEHHAs OOJIE3HB ey IKa M IBeHA/IIIATUIIEPCTHOMN KUILIKH B (ha3ze 000CTpeHMS;
SPO3UBHO-3BEHHOE MTOPAYKEHHUE KETYI0YHO-KUILIEUHOT O TpakTa B (haze 000CTpeHNS;
SPO3UBHO-3BEHHOE MOPAYKEHUE KETYI0YHO-KUILIEYHOT'O TPaKTa B aHAMHE3E;

nepQoparyy 1im *KeryJ04HO-KUIIEYHbIe KPOBOTEUEHHS B aHAMHE3€, B TOM YHCIIE CBS3aHHBIE C
npeamectsyromien repanvend HIIBIT;

1IepeOpPOBACKYIISIPHBIE  KPOBOTEUEHUS] B aHAMHE3€, JAPYrHe aKTUBHBIE KPOBOTCUCHHS WITH
3a00J1eBaHMsl, COMPOBOKAAIOIINECS TOBBIIIEHHON KPOBOTOUMBOCTHIO;

TSDKeJIbIe HapyIIeHNs! CBEPThIBAHUSI KPOBH;

TSDKeNIasi Cep/ieuHasi HeJJoCTaTOYHOCTb;

TsDKeTIast IOYE€YHasl HeJIOCTaTOYHOCTh (KJIMPEHC KpeaTnHuHA MeHee 30 My1/MuH);
Iporpeccupyroliee 3a00eBaHue MoyeK;

MIO/ITBEPKICHHAs! THIIEPKATUEMHUST;

MIeYEHOYHAs! HEeIOCTaTOYHOCTh, aKTUBHOE 3a00JIEBaHUE I1€UCHH;

AJTKOT0JIU3M, HAPKOTUYECKask 3aBUCHUMOCTD;

0epeMEeHHOCTb U TTEPUOJ TPYAHOTO BCKAPMITUBAHMSE;
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e JjieTckuid Bo3pacT 1o 12 jer.
C 0CTOPOKHOCTHIO
ApTtepuanbHasi THIICPTEH3HSI; UIIIeMUYecKas 00JIe3Hb cepaua; 11epeOpoBaCKyIIIPHbIE
3a00JIeBaHUsA; XPOHHYECKAs CepJeyHas HEeJIOCTaTOYHOCTh; TUCIUIHICMHS/ TUIICPIUITUICMUS;
caxapHblil 1uaber; 3a0osieBaHMs epuepUIEcKUX apTepHil; TeMOpparuueckuil quares3; KypeHue;
IOYeyHasi HeJJOCTaTOYHOCTh (KIUpeHe KpeatuHuHa 30-60 Mi1/MMH); aHAMHECTUYECKHUE JaHHBIE O
pa3BUTUHU 3po3UBHO-s3BeHHOro mnopaxenus JKKT, namuume wmudexumu Helicobacter pylori;
IIO’KUJION Bo3pacT; JuurenbHoe npuMenenue HIIBII; yactoe ynorpeOiaeHue aakoross; TsHKEble
coMaTuueckue 3a0oneBaHus; cucteMHas KpacHas BoauaHka (CKB) u  npyrue cucremnble
3a00J€BaHUs COCAMHUTEIIBHOM TKaHW; COMYTCTBYIOIIAs TEpamus CIEAYIOIIMMHU IpenapaTaMu:
AHTUKOAryJsHThI (HanpuMep, BappapuH), aHTUHArperaHThl (HalmpuMep, aleTHICATUIMIOBAs
KHMCJIOTa, KJIOMUIOrPEN), MNepopajbHble TIIOKOKOPTUKOCTEPOUIbl (HANPUMEP, MNPEIHU3O0JIOH),
CEeJICKTUBHBIE HMHTHOUTOPBI OOpaTHOrO 3axBaTa CEPOTOHHMHA (HAOpUMEp, LUTAJIOINpaM,

(IyOKCeTHH, MapOKCETHH, CEPTPAIIUH).

IIpumenenne npu 0epeMEHHOCTH M B IIEPHO/ I'PYAHOI0 BCKAPMJINBAHHUSA

bepemennocms

Kak u npyrue npenapatsl u3 kinacca HIIBII, koTopsie HHTHOMPYIOT CHHTE3 MPOCTArjaHInHOB,
HUMECYJH MOXET OTPULIATEIbHO BIIMATH Ha TeueHHue OEpeMEHHOCTH W/WIM Ha pa3BUTHE
SMOpPHOHAa U MOXXET MPHUBOJUTH K MPEKIEBPEMEHHOMY 3aKPBITHIO apTEepUalIbHOIO IMPOTOKA,
TMIIEPTEH3UHU B CHCTEME JIETOYHOW apTepUH IU10/1a, HAPYLIEHUIO (DYHKIIMU MTOYEK, KOTOPOE MOKET
IIEPEXOUTh B IIOYEYHYI0 HEJOCTATOYHOCTh C OJIMTYpUEH Y IUIOAA, K TOBBIIMICHHIO PHUCKA
KPOBOTEUEHHH, CHU’KEHUIO KOHTPAKTHIIBHOCTH MAaTKH, BOSHUKHOBEHHIO NEpU(PEPUIECKUX OTEKOB
y Matepu. [IpuMeHeHre HuMecynuaa B nepuo]i 6epeMeHHOCTH MPOTUBONOKA3aHO.

Ilepuoo epyonoeo eckapmausanus

[IpuMeHeHne HUMeCyauAa B IEPUOJ TPYIHOIO BCKAPMIIMBAHUS IIPOTUBOIIOKA3aHO.
Depmunbrocms

[IpumeHeHne mnpenapaTa MOXET OTPHULATENBHO BIMATH HA JKEHCKYIO (EepPTUIBHOCTh U HE

PCKOMCHAYCTCA KCHIWUHAM, IIJIAHUPYIOIIHUM 6CpeMCHHOCTB.

Cnioco6 npuMeHeHHsl U 103bl
BuyTps, nociie efpl ¢ JOCTaTOYHBIM KOJIMYECTBOM BOJIBI.
Bspocnvim u oemam cmapwe 12 nem (macca tena 6onee 40 kr) HaznavaroT o 100 mr 2 pasa B

neHb. MakcuMmalibHast CyTO4Hast 103a JUIs B3pOCHbIX U aAeten crapuie 12 set cocrasisier 200 mr.
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Oco0ble rpynibl MalueHToB

Ilayuenmul nodxcunozo sospacma

[Ipu Tepanuu MOXUIBIX MAIIHEHTOB KOPPEKLIMU CYTOUHOM /1036l HE TpeOyeTcs.

llayuenmul ¢ noueunoi HedOCMamMoOUHOCMbIO

VY nauMeHToB C MOYEYHON HEIOCTATOYHOCTHIO JIETKOM U YMEPEHHOW CTENEHU TSKECTU (KIMPEHC
kpeatuarHa 30—60 MJI/MUH) KOppPEKIMH J03bI HE TpeOyeTcs, MallMeHTaM C TSOKEJIONW MOYeYHOM
HEJO0CTAaTOYHOCTHIO (KIIMPEeHC KpeaTHHUHA MeHee 30 MJI/MHUH) HUMECYJIH/I TPOTUBOIOKA3aH.
llayuenmul ¢ neuenouHou HeOOCMAMOYHOCMbIO

[IpumeneHne HuUMecyauJa y MAlUEHTOB C IEYEHOYHOM HEIOCTATOYHOCTHbIO IPOTHUBONOKA3AHO.
Kypc neuenus: no Ha3HaA4YECHHIO Bpaya.

Jlis yMEHbIIIEHUSI BEPOSTHOCTU Pa3BUTHs MOOOYHBIX 3P (HEKTOB pPEeKOMEHAYeTCs MPUHUMATH
MUHUMAaJIBHYIO 2QQEKTHBHYIO 103y B TEUCHHE MAaKCUMAJILHO KOPOTKOTO BPEMEHH.

MakcumanbHasi IPOJIOJDKATEILHOCTh Kypca JICYEHUSI HUMECYJIHJIOM - 15 nHel.

ITo0ouHOe nelicTBHE

JJ1g OLIEHKH 4acTOThI HexKenareabHbIX peakuuid (HP) ncnonb3oBanbl cieayronme KpUTepuu:
gacto (>1/100, HO <1/10), Hewacto (>1/1000, Ho <1/100), peaxo (>1/10000, Ho <1/1000), oueHb
peako (<1/10000). HP crpynnupoBaHbl B COOTBETCTBUU C CHUCTEMHO-OPTraHHBIMU KJIaCCaMH
MEIULMHCKOTO CJIOBaps Ul HOPMAaTHBHO-TIpaBOBOM nestenbHOocTH MedDRA, a Tarke
pPEKOMEHTanusIMU BceMUpHOH OpraHu3anyy 34paBOOXPAHECHMUS.

Hapywenus co cmoponul cucmemsi Kpogu u aumpamuyeckoui cucmemol

Penxo: anemus, 203MHO(UIHS, TEMOPPArHH.

OueHb peaKo: TPOMOOLUTOIIEHUS, TAHIIUTONICHUS, TyPITypa TPOMOOIIUTONIEHUYeCKasl, YJTMHEHUE
BPEMEHH KPOBOTECUEHUSI.

Hapywenus co cmoponvl ummynnou cucmemvl

Penko: peakuyuy runep4yBCTBUTEIBHOCTH.

OueHb peko: aHapUIAKTOUIHbBIE PEAKIIHH.

Icuxuueckue napyuwenus

Penko:uyBcTBO cTpaxa, HEPBO3HOCTh, HOYHBIE «KOLUIMApPHBIE» CHOBHJICHUSI.

Hapywenus co cmoponuvl HepeHoll cucmemul

Heuacro: ronoBokpyxeHnue.

Ouens penko: royioBHast 6011k, COHTUBOCTS, dHIIedanomnarus (cuaapom Peiie).

Hapywenus co cmoponwl opeana 3penus

Penko: HEUETKOCTH 3peHus.

OueHb penKo: HapyUIEHUE 3PEHUS.
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Hapywenus co cmoponul opeana ciyxa u rabupumme

OueHb peKo: BEPTHUTO.

Hapywenus co cmoponul cepoya

Penko - Taxukapaus, ouryuieHue cepaneOueHus.

Hapywenus co cmopoHul cocy0os

Heuwacro: noBbllieHne apTepruaibHOTO AaBICHUS.

Penko: 1aGuibHOCT apTepUaIbHOTO JABICHHUS, KIIPUIUBBDY KPOBU K KOXKE JIUIA.

Hapywenus co cmopoHvl OvbixamenbHOU cucmemvl, 0p2aHo8 2pyOHOU KIemKu U CpeooCmeHus
Heuacro: oapika.

Ouenb penko: 000cTpeHrne OpOHXUATBHON aCTMbI, OPOHXOCIIA3M.

JKenyoouno-kuwieunvie HapyuieHus

YacTo: nuapesi, TOUIHOTA, PBOTA.

Hewacro: 3amop, MeTeopwsM, TacTPHT, >KETyJOYHO-KUIICYHOEC KPOBOTEUYCHHE, sI3Ba W/WIH
nepdoparus KeayaKa Wik JBEHAAIATUIIEPCTHON KUIIKH.

OueHb penko: 607U B )KUBOTE, TUCIEIICHS, CTOMATUT, IETTEOOPa3HBIN CTYI.

Hapywenus co cmoponul neuenu u dcenuesbi8o0auux nymeti

YacTo: MOBHINICHHE aKTUBHOCTH «TICYCHOYHBIX)» ()EPMEHTOB.

OdeHb peako: TrenmaTUT, MOJHUEHOCHBIM ((pyIbMHHAHTHBIN) rematuT (BKJIIOYasl JeTalbHbBIE
HCXOJIBI), )KENTyXa, X0JIecTas.

Hapywenus co cmoponul Kodtcu u noOKONCHbIX MKAHell

Heuacro: 3y, KOo)KHas ChITb, TOBBIIICHHAS TTOTIUBOCTD.

Penko: sputema, nepMatur.

OdeHb peaKo: KpanmuBHUIA, aHTMOHEBPOTHYECKHI OTEK, OTEK JIMIla, MHOTOQOpMHAs dpUTEMa,
cunapom CtuBeHca-/[>KOHCOHA, TOKCHYECKUH dNUACpMalIbHBIN HeKkpon3 (curapom Jlaiienna).
Hapywenus co cmoponul nouek u Mouesbig00sauux nymei

Penko: nu3ypus, rematypus, 3a/iep>KKa MOUEHCITyCKaHUSI.

OdeHb peako: TMOuYeYHas HEAOCTATOYHOCTh, OJIUTYPHS, WHTEPCTUIHAIBHBIN  HeppHUT,
TUTIEPKATUEMUSI.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs

Heuwacro: nepudepudeckue otexu.

Penko: Henomoranue, acTeHus.

OueHb pelIKo: THIOTEPMHUSL.

Baoicno coobwamo o passumuu HedcenramenvublX peakyuii ¢ yeavto obecneueHus HenpepuleHo2o
MOHUMOPUHSA OMHOULEHUS NOTIb3bL U PUCKA IeKAPCMBEHHO20 npenapama.

Ecnu nmobvie u3 ykazawnvlx 6 uHcmpykyuu noboyHvix sghgexmos ycyeyonaromces, uiu Boi
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samemuiu ﬂf06bl€ épyeue I’l060'-lele aqbgbekmb, He—yKasannore— 6~ UHCMpyKyu,coootume—o0
2Mom epady. Medub;uHCKue pa60mmu<u coo6u;ai0m o HeoJfcenamelbHblx  peakyusx
JIeKapCmeeHHo20 npenapama uepe3 HAUUOHANIbHble CUucmembl COO6U/[€HH}Z 0 HeodrcenamellbHblx

peaxkyusix.

Ilepeno3upoBka

Cumnmomel: anaTus, COHJIMBOCTb, TOILIHOTA, pBOTA. BO3MOXHO pa3BUTHE KEIYIOYHO-
KHIICYHOI'0O KPOBOTCYUCHUSA, @ TAKIKC MOBBINICHUC aAPTCPUAIBHOTO HOABJICHUA, PA3BUTUC OCTpOfI
MOYCYHOM HEAOCTATOYHOCTH, YTHCTCHUC JAbIXaHUA.

Jleuenue: cumnroMatnueckoe. Crneunpuyeckoro aHTHI0Ta HeT. B ciydae, ecau cUMITOMBI
Nepe03UPOBKH BO3HUKIIM B TeUEHHUE 4-X 4acoB IOCie IpueMa Ipenaparta, He0OX0IUMO BbI3BaTh
PBOTY, IPUHSTH aKTUBUPOBAHHBIN yrosb (60—100 r a1 B3pOCIOro 4yenoBeKa) U OCMOTHYECKUE
cnaburenbHble cpencTBa. DopcupoBaHHbBIN AUype3 U remoanann3 Hed(h(PEeKTUBHBI M3-3a BBICOKON

CBsA3HU IIpCIiapara C OeIKaMH. H606X0,I[I/IM KOHTPOJIb 3a COCTOSIHUCM Q)YHKHI/II/I IIOYCK M IICYCHHU.

B3aumoneiicTBue ¢ IPyruMu JieKapCTBEHHBIMH CPeICTBAMU

I'niokokopmuxocmepouowt

[ToBbIIIAIOT PHUCK BO3HUKHOBEHUSI 3PO3MBHO-S3BEHHOIO IMOPAXKEHUS KENyJ0YHO-KUIIEYHOTO
TpPaKTa UM KPOBOTEUEHHUS.

Anmumpomoéoyumapnsie cpeocmea u celeKmugHbvle UHCUOUMOPLL 00pPAmMHO20 3axeama
cepomonuna (SSRls), nanprumep, QryokceTuH, yBeTUINBAIOT PUCK BO3ZHUKHOBEHUS JKEITYI0YHO-
KHUIIIEYHOTO KPOBOTEUYECHHUS.

Anmuxoazynanmul

HIIBII Moryt ycunuBaTh JEHCTBUE aHTHKOATYJISTHTOB, TaKMX KakK Bap(apuH WM TMpenaparos,
o0Jaaronux aHTUTPOMOOIIUTAPHBIM JIEHCTBUEM, TaKMX KaK alleTWICaTuIuiIoBas kuciora. M3-
3a TMOBBIIIEHHOTO PHCKAa KPOBOTEUYEHUU Takas KOMOMHAIUA HE PEKOMEHAYeTCs MalMeHTaM C
TSOKENBIMU  HApYIIEHUSIMU Koarynsiuuu. Eciu KOMOMHMpOBaHHOW Tepanuud BCE K€ HEb3s
n30exarb, HEOOXOJMMO TPOBOIUTH TINATEIBHBIM KOHTPOJb TIOKa3aTeleld CBEPTHIBAEMOCTH
KpPOBH.

Jlpyzue necmepouonwie npomugoeocnanumenvhuvie npenapamot (HI1BII)

OnHOBpEMEHHOE TNPUMEHEHUE HHUMECYJIUI-COoAepKaux npenaparoB ¢ apyrumu  HIIBII,
BKJTFOYAsT alleTUJICAIUIIMIIOBYIO KHCJIOTY B pa3oBOM J03e Oojee 1 r uiam B CyTOUHOM 103e Oomee
3T, He PEKOMEHTyeTCH.

Juypemuxu

HIIBII moryTr cHMKaTh JEHCTBUE JUYPETUKOB.



ot 22.04 2025 N= 10733
(NOCNEOCBATENEHOCTE 0003)

v

COOTBETCTBYET 2KCNEPTHOMY OTYETY

VY 3M0pOBBIX TOOPOBOIBIIEB HUMECYIH]I BPEMECHHO-CHUKACT-BEIBCACHIIC-HATPYIST O ACHETBHEM
(bypocemuia, B MEHbIICH CTENEHU - BHIBECHUE KalMs, U CHUXKAET COOCTBEHHO JAUYPETUUYECKUI
¢ dexr.

OnHOBpeMEHHOE NpPHUMEHEHHE HUMecynmuaa U (ypoceMuaa NPUBOIUT K YMECHBIICHHIO
(nmpubnusurensHo Ha 20 %) momaau noja KpuBoi «koHueHtpauus-spems» (AUC) u CHIXKEHUIO
KYMYJISITUBHON SKckpeuuu ¢ypocemuna 0e3 HM3MEHEHMsI IMMOYEYHOro KiupeHca ¢ypoceMuna.
OpHoBpeMeHHOE MpuMeHeHne GypocemMuia 1 HUMecyauaa TpeOyeT OCTOPOKHOCTH Y MallueHTOB
C MOYEYHOM MU CepAEUHOI HETOCTATOYHOCTBIO.

Hnzubumoper  anzuomensunnpespawiaouiezo  epmenma (AII®) u anmazonucmul
peuenmopoe ancuomenszuna Il

HIIBII Moryr cHu»aThb [OEHCTBHE TMIIOTEH3UBHBIX IpenaparoB. Y MAalHUEHTOB C IOYEYHOU
HE/IOCTaTOYHOCTBIO JIETKOW M YMEpeHHOH crerneHu (KiaupeHc kpeatmHuHa 30—60 Mi/MuH) mpu
OJIHOBPEMEHHOM IpuMeHeHUuu UHruouTopoB AIID, aHTaroHUCTOB penenTopoB aHruoreHsuHa Il
U CpeAcTB, MoJaBistommx cucremy uukiookcurenassl (HIIBII, antuarperanTsl), BO3MOXXHO
JanpHeuee yxyameHue GyHKIMY MOYeK ¥ BOSHUKHOBEHHE OCTPOM MOYEYHOM HEIOCTATOYHOCTH,
KOTOpasi, Kak TpaBWJIO, ObIBAeT OOpaTUMOW. DTH B3aUMOJCHCTBUS CIENyeT YYHUTHIBATH Y
MalUEeHTOB, IPUHUMAIOIIUX HUMECYJIU]I B coueTaHuu ¢ uHruoutopamu AIID unu aHTaroHucramu
peuentopoB anruorensuHa ll. [loaTtomy o1HOBpeMEHHOE NPUMEHEHUE ITUX MPENAPATOB CIAEAYET
OCYLIECTBISATH C OCTOPOXKHOCTBIO, OCOOCHHO Yy TMOXKWJIBIX NalueHTOB. [laliMeHThl ITOJIKHBI
MOJIy4aTh JIOCTATOYHOE KOJMYECTBO KHUJAKOCTH, a IMOYEUHYI0 (DYHKIHIO CIEQyeT TIIATEIbHO
KOHTPOJIMPOBATh B CIIy4ae OJJHOBPEMEHHOTO IPUMEHEHHS.

Mudghenpucmon

B cBs3u ¢ TeopeTnueckuM pucKoM H3MeHEHHs 3((HEKTUBHOCTH MHUQENPUCTOHA O] BIUSHUEM
WHTHOUTOPOB cuHTE3a npocraridanauHos, HIIBII e cnexyer mpumensarts panee, yem uepe3 8—12
CYTOK IOCJIE OTMEHBI MU(ETPUCTOHA.

Nmerorcs nannbie o Tom, yto HIIBII ymeHbmaoT KaIupeHc TUTHS, YTO NPUBOJIUT K MOBBIIIEHUIO
KOHIIGHTPAllUU JIMTUSA B IUIa3M€ KPOBH M €ro TOKCHMYHOCTH. [Ipu mpumMeHeHuMm HuUMecynuaa y
MAlMEHTOB, HAXOIAUINXCS Ha Tepanuy IpernaparaMmy JUTHUS, CIETYET OCYIECTBISITh PETYIIPHbBIN
KOHTPOJIb KOHIICHTPAIIUH JIUTHUS B TIJIa3M€ KPOBH.

Kinnanueckn 3HaYUMBIX B3aUMOJCUCTBUU € 2AUOEHKAAMUOOM, MEOPUITUHOM, OU2OKCUHOM,
YUMEMUOUHOM U AHMAYUOHBIMU npenapamamu (HanpuMep, KOMOMHAIIHS ATFOMUHUS U MarHUs
THAPOKCHJIOB) HE HAOIIOAAIIOCK.

Humecynua nogasnser aktuBHOCTh n3odepmenta CYP2C9. IIpu oqHOBpeMEHHOM MPUMEHEHHUH C
HUMECYTUJOM TIPernapaToB, SBISIOMUXCS cyOcTpaTamMu 3TOro (¢GepMeHTa, KOHIEHTPALUs

IIOCICIHUX B IIJTa3M€ MOXKCET ITOBBIIIATHCA.
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IIpy Ha3Haue€HUM HUMECYNIHMJA MEHEE UeM —3a—24—gaca—HO— WA —HocHc—HpPHMCHCHIA
MemompeKkcama TpedyeTcs coOI0AATh OCTOPOXKHOCTb, TaK KaK B TAKUX CIIydasiX KOHLIEHTpALHsI
METOTpeKcaTa B IJ1a3Me KPOBU M, COOTBETCTBEHHO, TOKCHYECKHE I(PPEKTH MOT'YT MOBbIIIAThCA. B
CBSI3M C JICWCTBHEM Ha IOYEYHBIE IPOCTArjIaHANHbI, HHTMOUTOPbI CUHTETA3 MPOCTArJIAaHUHOB, K
KaKHM OTHOCHUTCSI HUMECYJIU/I, MOTYT MOBBIIIATh HEPPOTOKCHUHOCTD YUKIOCHOPUHOE.

HccnenoBanust N VItro mokasaiy, 4YTO HHMECYJIH] BBITECHSACTCS M3 MECT CBS3bIBaHHS
monoymamuoom, caiuyuioéol Kuciomoi u eanvnpoesoil Kuciomou. HecMoTps Ha TO, 4TO
JaHHbIE B3aUMOJCHUCTBUS OBUIM ONpeJeNeHbl B IUIa3Me KpOBH, YKa3zaHHBbIE A(PQEKTh He

HaOJII0JalTUCh B TIpoLecce KIMHUYECKOTO IPUMEHEHHs IIpernapara.

Oco0ble yka3anus

HexenarenbHbie moOouHBIE 2P PEKTH MOKHO CBECTH K MUHUMYMY IIPH IPUMEHEHHUH ITperapara B
MUHUMaJIbHOH 3G (EeKTUBHOW 03¢ TMpH MHHUMAIBHOH  JUIMTENBHOCTH  MPUMEHEHHS,
HE00XO0AUMOM 11 KyIUpOBaHUs 00JIEBOrO CUHPOMA.

HmeroTcs naHHble 00 OY€Hb PENKUX CIIydasX CEpbE3HbIX peakUuil cO CTOPOHBI MEYEHH, B TOM
4yHuClle, CIIy4asX JIETAIBHOIO MCXOJA, CBA3aHHBIX C IIPUMEHEHUEM HHUMECYJIUI-COACPKALINX
npenapaTos. [Ipy MOsSBIEHUN CUMIITOMOB,  CXOXXKMX € IpHU3HAKaMU IOPaKEHUs  IE€YEHU
(aHOpeKcusi, KOXKHBIN 3y[, MOXKEITEHUE KOXKHBIX MOKPOBOB, TOIIHOTA, PBOTA, OOJU B JKUBOTE,
MIOTEMHEHHE MOYH, TOBBIIIEHHE aKTUBHOCTU «II€YEHOYHBIX» TPAaHCAMUHA3) CIIe1yeT HEMEAJICHHO
MPEeKpPaTUTh NPUMEHEHHWE HHMeCcyJlInJa M oOpaTHThCsl K Bpady. lloBTopHOE mnpuUMeHeHue
HUMECYJUIA Y TaKuX MallMeHTOB MpPOTHBOINOKa3aHo. [locie 2-x Henenb NpuUMEHEHHs Mpernapara
HE00XO0UM KOHTPOJIb MToKa3aTeae (QyHKIMU NeueHH («TPaHCAMHHA3BI»).

Coobmiaercs 0 peaklusx cCO CTOPOHBI MEYEHU, UMEIOLINX B OOJBIIMHCTBE CIy4aeB O0OpaTHMBbIil
XapakTep, pU KpaTKOBPEMEHHOM ITPUMEHEHUH TIpernapara.

Bo BpeMsi nmpuMeHeHHS HUMECYJIUAa MalMeHT JIOJDKEH BO3JIEPKUBATHCA OT MpUeMa JIPYrux
aHanpreTukos, BKarouass HITBII (B ToM unciie cenektuBHbie nHTHOUTOpHI [[OI'-2).

Humecynupa cnenyeT NpUMEHATh C OCTOPOKHOCTBIO Yy IMALIMEHTOB C JKEIYAOYHO-KHIIECYHBIMU
3a00/IeBaHUAMU B aHaMHe3€ (S3BEHHbIM KOJIUT, Oone3Hb KpoHa), MOCKOJIBKY BO3MOXKHO
obocTpeHue Tux 3a001eBaHUN.

Puck BO3HUKHOBEHHS >KENyJOYHO-KHUIIEYHOTO KPOBOTEUEHUS, MENTHYECKON s3BbI/TIeppopanun
JKEJly/IKa WU JIBEHAJUATUIIEPCTHON KUIIKU IMOBBIIIAETCS Y MAllMEHTOB C HAJIMYHUEM SI3BEHHOIO
nopaxenuss JXKT (sa3BeHHbli koiauT, Oone3Hb Kpona) B aHamHe3e, a Takke y MOXKUIBIX
MalMeHTOoB, ¢ yBennueHneM no3bl HIIBII, mosTomy nedeHue ciaeayer HauMHAaTh C HAUMEHbIIEH
BO3MOKHOHU J103bl. TakuM MarueHTaM, a Takke MalueHTaM, KOTOPbIM TpeOyeTcs OTHOBPEMEHHOE

MNPUMCHCHUC HU3KUX 103 allCTWICATUIIUIOBOM KHCIOTHI HIIH Apyrux CpeacCTB, MNOBBIMAOMIUX
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PUCK BO3HUKHOBEHUS OCJIOXKHEHUH CO CTOPOHBI JKETYAOUHO-KHIICYHOTO-TPaKTa; PeKOMCHAYCTCS
JIOTIOJIHUTEIBHO HAa3HAuaTh IPUEM TacTPONPOTEKTOPOB (MH3O0MPOCTON WM  OJOKATOPHI
npotoHHO# mommbl). [lanmentsl ¢ 3a6oneBanusmu JKKT B anamHe3e, B 0COOCHHOCTH, TOXKHUIIbIC
MAIMEeHThl, JOJDKHBI COOOIIAaTh Bpadyy O BHOBb BO3HHMKIIUX cHUMNOTOMax co cropoHbl KKT
(0cOOEHHO O CHMIITOMAax, KOTOpPBIE MOTYT CBUJETEIILCTBOBATH O BO3MOYKHOM IKEIIYI0YHO-
KHUILIEYHOM KPOBOTEUEHHUN ).

Humecynua cnegyer HazHauaTh C OCTOPOXKHOCTBIO NAlMEHTaM, MPUHUMAIOLIUM IpErapaTsl,
YBEJIMUUBAIOLIUE PUCK W3BSI3BICHUS WIM KPOBOTEUeHUs (IepopaibHble KOPTHUKOCTEPOU[BL,
AHTUKOATYJISHTBI, Hampumep, BapdapuH, CEIeKTUBHbIE HWHTUOMTOPHI OOpaTHOTO 3axBara
CEepOTOHMHA WM aHTUTPOMOOIIMTApHBIE CPEACTBA, HAPUMED, alleTUIICATMIIMIOBAs KUcioTa). B
Clly4ae BOSHUKHOBEHHMS XKEIYJOUYHO-KUILIEYHOTO KPOBOTEUEHUS UIU s13BeHHOTro nopaxenus KKT
y TalUEeHTOB, NPUHUMAIOIIMX HUMECYIMJI, JICUYEHUE IPernapaToM HEOOXOIUMO HEMEJIEHHO
MIPEKPATUTD.

YuuteiBas coOOLIEHUS O HAPYLICHUSIX 3pEHUS Y MalueHToB, npuHuMasiux apyrue HIIBIL, npu
MOSIBJICHUH JIIOOOTO HapyIICHHs 3pEHUs] MPUMEHEHHE HUMECYNIUJA JOKHO ObITh HEMEIJICHHO
MPEKPAIIEHO U MPOBEICHO 0()TATBMOJIIOTHIECKOE 00CIIeI0OBaHNE.

[IpenapaT MOXeT BbI3BIBATD 3a/I€PIKKY KHUAKOCTU B TKAHAX, IOITOMY MallMEHTaM C apTepHalIbHON
TUMNEepTEeH3UeH, ¢ TMOYEYHON W/WMIM CepleYHOW HEIOCTaTOYHOCTHIO, HIIEMHYECKON OO0JIe3HBIO
cepauna, 3a0oneBaHMAMU  NepudepUuecKUX  apTepuil  W/umm  1epeOpoBACKYISIPHBIMU
3a00JIeBaHUSAMHU, C HaJIM4ueM (aKTOPOB PUCKA PAa3BUTHS CEPAECUYHO-COCYIUCTHIX 3a0oseBaHMM
(HampuMmep, TUNEPIUNUAEMHUENH, CcaxapHbIM JUa0eTOM, y KypAIIUX) HHUMECYJIUJ CIeAyeT
IPUMEHSATH C 0C000I 0CTOPOKHOCTBIO. B cilyuae yxXy/IIeHus: COCTOSIHUS JIeYeHUE HUMECYIUA0M
HEOO0XOAUMO MPEKPATHUTb.

Knunnyeckue uccieoBanusi ¥ SMUAEMHUOIOIMYECKHE JAHHBIE TO3BOJISIOT C/ENIaTh BBIBOJ O TOM,
yro HIIBII, ocoO0eHHO B BBICOKMX J03aX U NP JAJIUTEIBHOM NMPUMEHEHHUU, MOTYT NMPUBOAUTH K
HE3HAUYUTEIbHOMY YBEJIMYEHUIO PUCKAa BOSHUKHOBEHMS MH(apKTa MUOKapJa WM UHCyabTa. Jlins
UCKJIIOUEHHUS] PUCKAa BO3HHMKHOBEHMsI TaKUX COOBITUH TpU MPUMEHEHUH HMMECYJIHMJA JaHHBIX
HEJIOCTATOYHO.

[Ipy BO3HUKHOBEHUH IMPU3HAKOB «IIPOCTYIbI» UM OCTPOM pECIUPATOPHO-BUPYCHOM HHPEKIIUU B
npolecce MPUMEHEHUs HUMECYJIHa TMpUeM Ipernapara JIoJbKeH ObITh mpekpaieH. Humecymun
MO>KET U3MEHSTh CBOWCTBA TPOMOOIIMTOB, TOITOMY HEOOXOIUMO COOIIOAATH OCTOPOXKHOCTD TPU
MPUMEHEHUU TIperapara y JUI] ¢ TeMOpPparuueckiuM IuaTe30M, OJIHAKO Mpernapar He 3aMEHSeT
npoUIAKTUYECKOTO0 JEHCTBUS AUETHJICATMIMIOBOM KHCIOTHI TPU  CEpIACHYHO-COCYAUCTHIX
3a00JIeBaHUSAX.

Iloxunple mamueHTHl 0COOEHHO MMOABCPIKCHDBI HC6JIaFOHpI/ISITHBIM pCaknusaM Ha HHBH, B TOM

10
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9HClie, PHUCKY BO3HHKHOBEHHS IKEIyJOYHO KUIHICHHBIX—KpPOBOTCHCHIIT—H—Hepdopatit;
YTPOKAIOIIUM KM3HU MAllMEHTa, CHIDKEHUI0 (PyHKUMH Modek, rmeyeHu u cepaua. llpu mpueme
HUMECYIUAa JUId JaHHOW KaTeropuH IMalueHTOB HEOoOXOIuM HaAJeKalluil KIMHUYeCKUN
KOHTPOJIb.

NmeroTcst 1aHHBIE O BOSHUKHOBEHHH PEIKHX CIYy4YaeB TSDKENBIX KOXKHBIX PEaKIUM (TaKux Kak
9KC(OJIMATUBHBIA JepMaTUT, cuHApoM CTuBEeHCA-/[P)KOHCOHA, TOKCHYECKHH SIMHaepMaibHbIN
Hekpoiu3) npu npueme HIIBII, B Tom uncne u Humecynmuaa. [Ipu nepBbIX NposSBICHUSIX KOKHON
CBITIH, TTOPAXEHUH CIIM3UCTHIX 000J0UEK WM JPYTHX MPU3HAKAX AJUIEPTUYECKON peaKluu MPUEM
HUMECYJIUA CIE1YeT HEMEUIEHHO PEKPATUTh.

3apuKCUpOBaHbI Cllydal BO3HUKHOBEHUS APUTEMBbl (DUKCUPOBAHHOW IPH MpUEME HUMECYJIU[A.
Humecynuz He cienyer Ha3Ha4aTh MAIMEHTaM C STIU30/1aMU Pa3BUTHUS IPUTEMBI (PUKCUPOBAHHOM,
CBSI3aHHOM C MPUEMOM HUMECYJIH]IA, B aHAMHE3E.

[IpumeHeHHe TpemapaTa MOXKET OTPHUIATEIBLHO BIHUATH Ha JKEHCKYIO (QEpTUIBLHOCTh M HE

PEKOMCHAYCTCA KCHINUHAM, IIJIAHUPYOIIHUM 6epCMeHHOCTB.

Biausinne Ha c1ocOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEeXaHU3MaMU

Bnusiane Humecynmuaa Ha CHOCOOHOCTh K YIPABICHUIO TPAHCIOPTHBIMU CPEIACTBAMHU U
MEXaHU3MaMHi HE M3y4aJloCh, OAHAKO, YUMTHIBAsl HEKEIATEIbHbIE PEAKIIUU CO CTOPOHBI HEPBHOM
cucteMbl  (TOJOBOKPY)KEHUE, COHJIMBOCTb), CJEIyeT  BO3JAEpXkKaTrbCcsi OT  yIpaBJIEHUS
TPAHCIIOPTHBIMH ~ CPEACTBAMM W 3aHATHS JPYTMMH TOTEHIHMAIBHO OIIACHBIMU  BHUAAMH
NESTeNIbHOCTH, TPeOyIOIIMMM  IOBBIIIEHHOW  KOHLEHTPAallUM BHUMAaHHUA U OBICTPOTHI

NICUXOMOTOPHBIX peaKuHﬁ.

dopma BhINIyCKA

Tabnerkn, 100 mr.

ITo 10 TabneToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 MJIEHKH MOJTUBUHUIXIOPUIHON U (OJIBIU
AJIFOMUHHMEBOM I1€YaTHOM JIAKUPOBAHHOM.

ITo 2, 3, 6 wnu 10 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK C HMHCTPYKIMEH MO MEIULIHHCKOMY

IMPUMEHCHUIO ITIOMCHIAOT B MaYKy M3 KapTOHA.
YcioBus XxpaHeHus

XpaHHTH B 3aIUIICHHOM OT CBETa MeCTe, IpH TeMIeparype He Boimie 25 °C.

XpaHHUTh B HEAOCTYITHOM JIJIs1 IETEA MECTE.
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Cpok roguoctu
2 roja.

He npumMeHATh 10 UCTEYEHUH CPOKa FOJTHOCTH, YKa3aHHOTO Ha yIaKOBKE.
YcaoBus ornycka

OTmycKaroT 1o perenty.

HaumenoBanme jaep:xartens (Bjagesiblia) PerncTPAMOHHOIO YyI0CTOBepeHuss/OpraHuzanmus,
NPUHUMAKOLIAS TIPEeTEeH31H oTpeduTe el

Poccuiickas @enepanust

OAO «ABekcuma»

125284, r. Mocksa, Jlenunrpaackuii mpocnekt, 1. 31A, ctp. 1,

Temn.: (495) 258-45-28.

DnektponHas mouta: info@avexima.ru

IIpousBogurensn *

(8bInyCcKAOWULL KOHMPOIL KAuecmaea)
Poccuiickas @enepanus

AO «Mpburckuii xuMbapmM3aBoI»

CeepanoBckas 00:1., r. Upour, yin. Kapna Mapkca, 1. 124, ctp. 1.

IIpousBogurtenn **

(BbInycKkaiowuti KOHMPOIbL Ka4ecmea)
Poccuiickas @enepanus

00O «ABekcuma Cubupb»

Kemeposckas obnacte—Ky3z0acc, r. Amxepo-CymkeHck, yi. I'epuena, 1. 7, k. 3.

[Ipumeuanue

* - maHHBIA pa3zen ykasbiBaeTcs B MHCTpYKIMHM MO0 MEAUIIMHCKOMY NPUMEHEHHUIO JUTS Mpenaparos,
npousBesieHHbIX Ha AO «Mpbutckuit xumbpapm3aBo.

** - naHHBIA pa3zaen ykasbiBaeTcs B MIHCTpyKIMU MO0 MEAUIIMHCKOMY MIPUMEHEHUIO IS IPEnaparos,

npousBeeHHbIX Ha OO0 «ABekcuma CHOHPH.
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