COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 21.05.2024 N= 5892

(NMOCNEOOBATENEHOCTE 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Oropypammi-JIEKO, 50 wmr/mi, pacTBop i BHYTPUCOCYAHMCTOTO U BHYTPHUIIOJIOCTHOTO

BBCIACHUS.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleiicTByro1iiee BEmecTBo: GTopyparu.

Kaxxapiii Mt pactBopa coaepxut S0 Mr ¢propyparia.

Kaxxnas ammyna/¢uakon 5 ma cogepxut 250 mr propypanmna.

Kaxaprit dpnaxon 10 M cogepxut 500 mr dpropypanuia.

Kaxnapiii pmaxon 20 M cogepxut 1000 mr ¢propyparmia.

BcmoMorarenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HA/NO YYHTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: HaTpui (cM. pazzaen 4.4.).

ITonubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp AJI1 BHYTPUCOCYAUCTOI'O U BHYTPUIIOJOCTHOI'O BBEACHU A

Hp03paqHa;1 6GCI_IB6THa$I WK CJICTKA KEJIITOBAaTasd )KUJIKOCTh

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

dTopypalliii Moka3zaH K IPUMEHEHHUIO Y B3POCIBIX MPHU CISAYIOMUX 3a00JI€BaHUAX: PAK TOJICTOM
U MPSMOM KHILIKH, paK MOJIOYHOM >K€J€3bl, paK MUIIEBOJA, PaK JKEIy/Ka, paK MOKETyI0YHOU
JKeJe3bl, TIePBUYHBIA paK TMEYeHHU, paK SIMUYHUKOB, PaK IIEHKH MAaTKHU, PaK MOYEBOTO Iy3bIpS,
3JI0KaY€CTBEHHBIE OITYXOJIM TOJOBBI U €U, PaK MPEICTATEIBHOM JKeIe3bl, paKk HaAMOYEUYHUKOB,

PaK BYJIbBBI, paK IIOJOBOTO YJICHA, KAPIIMHOW .

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUs!

Jleuenne mnpemaparom @Dtopypammi-JEKO momkHO oCymecTBIaThCs TOA HAOIIOIEHUEM
Bpada-OHKOJOra, MMCIOMIECTO OMBIT TPUMCHCHUA AHTUMETA0OJINTOB.

I[osa " CXEMa TCpaIuu OonpeaACIdA0OTCA HHANBUAYAJIbHO B 3aBUCUMOCTU OT COCTOAHUA MAlIUCHTA
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¥ BUJIA PaKa, a TAKXKE B 3aBUCUMOCTH OT TOTO, IPUMEHSIETCS U (hTOPYpaLni B BUE MOHOTEPAIUU
WIA B KOMOWHAIMK C JAPYTMMHU TpernaparaMu. HauwmHath JiedeHue HEOOXOAMMO B YCIIOBHUSIX

cTaguoHapa.

PexxnM j1o3upoBanus

CyTtouHnas 103a GpTOpypaunia He JOJHKHA IpeBbIarth 1 .

PexoMeHyr0TCS clieayIoue 103bl U PEKUMBI:

- 500 mr/m? mmm 12-13,5 MI/KT eXeTHEBHO B TEUCHME 3-5 NHEH, MHTepBall MEXIy KypcaMu —
4 gemenu;

- 600 mr/m? wm 15 mr/kr (Beicuas pasosas 103a 1 1) 1 pa3 B Hezmemo, 6-10 103;

- 600 Mr/M? B 1 1 8 IHM BHYTPHBEHHO B KOMOMHALMSAX C APYTHMH IIUTOCTATHKAMH.

HpI/I INPpUMCHCHHHA B COUCTAHHUH C KAJIbIHA (1)OJ'II/IHaTOM A03y (bTopypauI/ma O0OBIYHO YMCHBIIIAKOT

Ha 25-30 %.

Cnoco0 nnpuMeHeHus

JlexapctBennbiii npenapar ®dropypauni-IEKO BBOAST BHYTPUBEHHO CTPYHHO MM IIyTEM
MeIJIEHHOM HH(Y3UH, BHYTpHAPTEPUAIbHO, BHY TPUIIOJIOCTHO.

WNudopmanus no pabore ¢ IUTOTOKCHYECKUMH TpenapaTaMu IpuBeieHa B paszene 6.6.
NHcTpykinM 1O TPUTOTOBJICHHIO JieKapcTBeHHOro mpemnapara Prtopypammi-JEKO mnepen

MIPUMEHEHUEM CM. B pazjiene 6.6.

4.3. [IporuBonoKa3zanust

- TUTIEPYYBCTBUTEILHOCTh K (PTOPYypaIily WIH K JFOOOMY W3 BCIIOMOTATCIIBHBIX BEIIECTB,
MepEUNCIICHHBIX B pazjaene 6.1.

- KoMmOuWHamusi ¢ HWHrubuTopamu auruapornupumuanHaeruaporenassl (AI1J]) (OpuBymuH,
COpPHUBY/MH);

- YCTaHOBJICHHBINA MOITHBINA Aedunut aktuBHOCTH JII1/T;

- OepeMEeHHOCTh

- TepuoJ TPyJHOTO BCKApMIUBaHUS (B XOJIe TEpallii U B TEYCHHE 2 HEACIb MOCIIEe MOCIEIHETO
BBEJICHUS TIperiapara);

- BBIp@XEHHAs JICHKOIICHUS, HEUTPOIICHUS, TPOMOOIIUTOTICHHSI, YTHETCHHE KOCTHO-MO3T'OBOTO
KPOBETBOPEHUS, AKTHBHOE KPOBOTCUCHHE;

- CTOMATHUT, WU3BSZBICHUSA CIU3UCTOW OOOJOYKH IKENTyIOYHO-KUIIEUHOTO TPaKTa, IICEBIO-
MeMOpaHO3HBIN YHTEPOKOJIUT;

- TsDKeJble HPEeKINH,
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- TsDKeJIble HapyIeHus QyHKIUH MTEYEHU;
- TsDKEJIble HapyIIeHHs (PyHKIIUH MTOYeK;
- ocJ1abJIeHHbIE MAIUECHTHI;

- netckuii Bo3pacT (3¢ (HEKTUBHOCTh U O€30MaCHOCTh HE JIOKA3aHbI).

4.4. OcoOble yka3aHHus U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

C 0CTOpPOKHOCTBIO MpernapaT NPUMEHSIOT Y HalMEHTOB C TOYEYHON HEI0CTATOYHOCTHIO JIETKOM U
CpEIOHEH CTENEHU TSAKECTH; NEYEHOYHOM HEAOCTATOYHOCTHIO JIETKOM W CPEIAHEH CTEIECHU
TSOKECTH; OCTPHIMH  HMH(EKIMOHHBIMH  3a00JIeBaHUAMU  BUPYCHOH, TpPUOKOBOM WM
OaxkTepuaIbHOU MPUPOJIBI (B TOM YHUCIE TyOepKyJie3, BETpsHas OCIa, OMOSICHIBAIONIINN JIHINAN);
CEPJICYHO-COCYIUCTHIME 3a00JICBAaHUSIMH B aHaMHe3e; HWHOUIbTpAIMEli KOCTHOTO MO3Ta
OIyXOJIEBBIMU KJIETKAMHU, [IPU PaHEe MPOBOAUBIIEHCS JIyYEBOW TEpPANMU UM XUMHUOTEPAUU; Y

MAlMEeHTOB ¢ YacTHYHBIM Aehururom JIIT/T.

Oco0ble yKazaHus

Oropyparmi-ZIEKO crnenyer BBOAUTH TOJIBKO MO HAOIIOACHUEM KBATU(UIIMPOBAHHOTO Bpaua,
UMEIOUIET0  OMNBIT TNPUMEHEHUS IUTOTOKCMYECKHX IMpernapaToB Uil BHYTPUBEHHOTO,
BHYTPHUApPTEPUAIIBHOTO U BHYTPHUIIOJIOCTHOTO BBEACHHUS.

[TpyHrMas BO BHMMaHUE PHUCK Pa3BUTHS TSDKEIBIX TOKCHUYECKHUX PEakLHi, B TOM YHUCIE, C
JeTadbHBIM HCXO0JIOM, Bpay 00513aH MOIpOOHO NPOMH()OPMUPOBATH MALIUEHTA O BO3MOXHOM PUCKE
1 HE0OX0IMMBIX Mepax 6e3onacHocTy. HaunHath neyeHne HeoOX0IuMO B YCIOBHSIX CTallMOHApA.
[lepen npumenenuem pactBopa Dropypammi-JJEKO B cimyuae oOpa3oBaHus ocajaka TOJ
BO3JEHCTBUEM HU3KHMX TEMIEPATYp pacTBoOp cienyeT HarpeTs A0 60 °C, s3HepruyHO BCTpsXHUBasd,
Y 3aTEM OXJIAAUTh 1O KOMHAaTHOM Temneparypbl. Ocagok T0JKEH pacTBOPUThHCA. Eciu ocanok He
pacTBOpHIICS, MpernapaT HEOOXOAMMO YTUIM3UPOBATH C YUYETOM JEUCTBYIONIMX HOPMAaTHUBHBIX
aKTOB YHUYTOXKEHHS OMACHBIX OTXOOB.

HpI/IMeHHTB MOXXHO TOJIBKO CBCH(CHpHFOTOBHCHHBIﬁ PacTBOpP U TOJILKO OAHOKPATHO.

Kapouomoxcuunocmo

[Tpumenenue GTOPIUPUMHUANHOB CBA3aHO C MPOSBICHUSAMHU KapJAMOTOKCHYHOCTH, B TOM YHCIIE
pa3BuTHEM HMH(]ApKTa MUOKApAa, CTEHOKApAWUU, apUTMHM, MHOKApAUTA, KapJUOTEHHOTO IIOKa,
BHE3AIHOM cepeuHoi cmepTy U n3MeHeHuil Ha OKI (Bkiroyas 04eHb peKue ciiydyau yIJIMHEHUs
untepBana QT). DTu HexenaTenbHbIC peakiuu 00Jiee YacTO BCTPEUAIOTCS MPH HEMPEPHIBHOM

BHYTPMBEHHOM BBEJEHUU (TOpypaliia, 4eM IpPHd BHYTPUBEHHOM OOJIFOCHOM BBEICHUHU.
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WNmemuueckass O0Ne3Hb cepiala B aHaMHE3e MOXKET ObITh (PakTopoM pHCKa pa3BUTHUSA
HE)KENaTEeNIbHbIX pEeakuuil co CTOpoHbl cepaua. CrepoBarenbHO, CIEAyeT COONIOAATh
OCTOPOKHOCTh IPHU JICUCHUU MAIUEHTOB, HUCIBITHIBAIOIIMX OOJM B CepJilleé BO BpeMsi KypCOB
JIeUeHUs1, WK MAIMeHTOB ¢ 3a00J1eBaHUsIMU cepala B anamHese. [Ipu npumenenuu ¢propyparia
HEO0XOIMMO PETYJISIPHO KOHTPOJIMPOBATH (DYHKIMIO cepaua. B ciydae pa3BUTHS BBIPAKECHHOU

KapAUOTOKCUYHOCTH JICUCHUEC JOJIZKHO OBITH IMMPCKpalICHO.

Iuyeganonamus

[Ipy MOCTMApKETHHIOBBIX HCCIENOBaHUAX (TOopypanuia coo0IIaIoch O Clay4asX pa3BUTHUS
sHnedasonatui (B TOM 4YHCIIE, NEYEHOYHOW »HHuedanmonatuu W JeHKod3HIEe(haIonaTun).
[Tpu3HakaMn W CUMITOMaMHu SHIE()ATONATUN SIBISIFOTCS W3MEHEHHE MEHTAJIBHOTO CTaTyca,
CIyTaHHOCTbh CO3HAHUs, J€30pUEHTAlMs, KoMa Wiu aTakcus. [lpu pa3BuTum ;1r000ro M3 3THX
CHUMIITOMOB CJ€AYET HEMEIJIEHHO MPUOCTAHOBUTH JICUCHHE U ONPEICIUTh YPOBEHb aMMHUaKa B
miasMe KpoBu. I[Ipu MOBBILIEHHON KOHUEHTpPAllMM aMMHUAKa B IUIa3ME€ KPOBHU CJIEAYET HA4aTh
TEPAINIO C LEJIbIO0 €r0 CHUKEHUS.

HeoOxomumo coOirofath OCTOPOXKHOCTh MpPU NPUMEHEHHH (Topypauuia y MalUueHTOB C
MOYCYHON W/UIM TIEYCHOYHON HEJOCTATOYHOCTHIO JIETKOM W CpelHed CTenmeHW TsKecTu. Y
MalMeHTOB CO CHWXXEHHOM  (yHKIMEW TIOYEK/TICYEHHW BO3pACTaeT pPHUCK  Pa3BUTHUS

TUIICPAMMOHHUEMHHU U IICYCHOYHOM BHHG(l)aJ'IOHaTI/II/I.

Heoocmamounocmuv oueuoponupumuouroecuopozeHasol

Penxo u BHe3anmHO pa3BUBAIOILAsCS NMPH NMPUMEHEHUH (pTopypalmia BbIpaKeHHass TOKCHYHOCTh
(HampuMep, CTOMATUT, Juapesi, BOCHAJCHHE CIU3UCTBIX 000JI0YeK, HEUTPONeHUus U
HEHPOTOKCUYHOCTH ) Obu1a CBsi3aHa co CHIDKEHHOM aAKTHBHOCTBHIO
nuruaponupumMugnHAeruaporenassl (IT1]1).

VY nmnamuentoB, y Kotopwelx aktuBHocTh JIIIJI, depmenTa, ywacTByromero B Karabonmszme
dTOopypanmia, CHUIKEHA WIH OTCYTCTBYET, CYIIECTBYET MOBBIIICHHBIA PUCK Pa3BUTHS TSDKEINBIX,
KU3HEYTPOXKAIOMIMX WM JICTATBHBIX HEKENTATENbHBIX pPEaKIni, BBI3BAHHBIX TNPHUMEHEHUEM
dropyparmna.

Xota HenocrarouHocTh /1] He MokeT OBITH TOYHO ONpe/eieHa, U3BECTHO, YTO MAIMEHTHI C
OTpeIelIEeHHBIMU TOMO3UIOTHBIMHU M ONPECICHHBIMH CJIOXKHBIMHU F€TEPO3UTOTHBIMUA MYTAIIUSIMU
B Jsokycax reHa DYPD (manpumep, DYPD*2A, Bapmantel c.1679T>G, c.2846A>T u
¢.1236G>A/HapB3), KoTOpBIE MOTYT NMIPUBECTH K IOJTHOMY HJTH ITOYTH 1oHOMY nedurmry JIITJ]
(mo fmaHHBIM J1a0OpaTOPHBIX AaHAIM30B), HMEIOT Hauboyiee BBICOKMHA PHUCK Pa3BUTHUSA

KU3HCYT'POXKAIOMUX WUIIN JICTAJIbHBIX HCKCIIATCIIbHBIX peaKm/Iﬁ 1 HC OOJDKHBI MOJIY4YaTh JICUCHUC
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dropyparmnom (cm. pazaen 4.3.). [Ipu monaoM orcyrerBum aktuBHOCTH I/ HU oquH pexum
JIO3MPOBAHUS HE OBUT IPU3HAH OE30MaCHBIM.

Yacrora rerepo3urorroro reHoruna DYPD*2A rena DYPD y nanueHToB eBpOIeonIHOM pachl
coctraBimsier okoio 1 %, 1,1 % nnsa Bapumanta c.2846A>T, 2,6 — 6,3 % mia Bapuanrta
c.1236G>A/HapB3 u 0,07-0,1 % s c.1679T>G. PexomenayeTcss T€HOTHINHMPOBAHUE IS
JAHHBIX aJUIeNied C IeNbI0 BBISABICHUS TAIMCHTOB C TIOBBIIICHHBIM PHUCKOM Pa3BUTHUS
BBIPQXEHHBIX TOKCUYECKUX peakuuil. J[aHHbIe 0 4acTOTe BCTPEUaeMOCTH STUX BapUaHTOB I'€Ha
DYPD y npyrux pac nuMuTupoBanbl. Henb3s UCKIIOUYHT, YTO CYHIECTBYIOT IPYTrHe BapUaHThHI
9TOTO T'€HA, CBS3aHHBIC C MMOBBIIICHHBIM PUCKOM Pa3BUTHUS BRIPAKEHHONW TOKCHYHOCTH.

JleyeHne manMeHTOB ¢ 4aCTUYHOM HenoctarouyHocTbio JIIJ] (¢ reTepo3uroTHBIMM MyTalUSIMU
reda DYPD), npu ycioBuu, 4To Mmoyib3a OT MPUMEHEHUs (PTopypamnuia MpeBOCXOAUT PUCKH,
JOJI’KHO OCYILIECTBIISATHCS C KpailHEeW OCTOPOKHOCTBIO, IIPH YacTOM HAONIOJCHUU M KOppeKIuen
7103 B 3aBUCHUMOCTH OT BBIPKEHHOCTH TOKCHYECKHMX peakuui. (s 3TOW rpymnmbl MalueHTOB
MOYET MOTPeOOBATHCS CHIKECHHE HaYaIbHOM 0361 BO H30€KaHne BEIpaKEHHOW TOKCHYHOCTH. 1o
pe3ynbraTtaM CcHerupuYecKuX TECTOB OKa3aJloCh HEJOCTATOYHO MAaHHBIX JUIS TOTO, YTOOBI
PEKOMEHI0BaTh OCOOBIM PEXUM JO3UPOBAHUS IS MALIMEHTOB C YACTUYHOW HEIOCTATOYHOCTHIO
AIJI. Coobmamoch o ToM, uto BapuaHThl ¢.1679T>G rema DYPD*2A BwBbIBan Ooliee
BBIPOKEHHBIN JTEPUIUT, U, COOTBETCTBEHHO, 00JIee BRICOKUI PUCK HEXKEIATEIbHBIX PEaKIUil 1Mo
CPaBHECHHIO C JIPYTUMU BapHaHTaMU. BIusHuEe IpUMEHEHUsI CHUKCHHBIX /103 Ha AP ()EKTUBHOCTH
mpenapaTta Ha JaHHBI MOMEHT HesICHO. [103ToMy Mpu OTCYTCTBUU BBIPAKEHHOM TOKCHMYHOCTHU
J103a Mpenapara MOXKeT ObITh YBETUYEeHA IIPH YCIOBUH TIIATENFHOTO HAOIIOIEHNUS 32 MAIlUeHTOM.
[TarueHTHI, y KOTOPBIX HE OBUTH OOHApPYKCHBI ITPUBEICHHBIC BBIIE AJIICIIH, TAKKE MOTYT UMETh
PHUCK Pa3BUTHS TSHKEIBIX HEXKETATSIbHBIX PEAKIIHMA.

Y mnaunueHTOB C HEIMAarHOCTUPOBAHHOM HexnoctaTouHocThro JIIIJI, mosyyarommx JieueHue
dTopypanmioM, a Takke y TAIMEHTOB, y KOTOPHIX HE OBLJIO OOHAPYKEHO crenu(puuecKux
BapraHToB reHa DYPD, B03M0OHO pa3BUTHE KU3HEYTPOXKAIOIMIEH TOKCUYHOCTH B BUJE OCTPOI
nepeao3upoBKU. B cinydae ocTpoil TOKCHYHOCTH 2-4-01 CTETNeHW MPUMEHEHUE TIpernapara CTOUT
HEMEIJICHHO MPeKpaTUTh. Pemenrne 06 OKOHYATeNbHOM OTMEHE Teparuy JT0JDKHO TMPUHUMATHCS,
OCHOBBIBASICh Ha MaHU(ECTAIlMH, ITUTEIFHOCTH M TSDKECTH HAOMIOJAaeMbIX TOKCHUYECKHUX
peaKkui.

[Ipu anexBaTHO mOAOOpaHHOW Tepamuu mpenaparoM (Topypauuia OOBIYHO pa3BUBAETCS
neiikonenus. MUHUMaIbHOE KOJTUYECTBO JEHKOIIMTOB OOBIYHO HAOIIOIAETCS B MEPUOJ MEXKIY
7-14 nHsAMU MEpBOro Kypca Tepanuy, HO WHOT/IA STOT MUHUMYM MOKET HaOJIOAThCcs U dyepe3

20 mHe#, KOTOphI BO3BpalaeTcss K HopMme k 30 AHto Tepanuu. B nporiecce Tepanuu npenaparom
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Oropyparmmi-IEKO HeoOXoanuMo HE peke OJHOTO pa3a B HENETIO BBHITOIHATh KIMHHYECKUN
aHaJIN3 KPOBHU.

[Ipu mosiBIEHHM CTOMATUTA, AUAPEH, KPOBOTECUCHHS M3 JKEIYJOYHO-KUIIEYHOTO TpaKTa HIIU
000 APYTroi JOKaIu3aluy, JeueHue npenapaToM HeoOX0aMMO MPEKPATUTh O MCUE3HOBEHUS
3TUX CUMITOMOB. [Ipu auapee Jerkol CTENEHU TSHKECTH MOXKET OBITh JOCTATOYHO NIPUMEHEHUS
TOJIbKO POTUBOUAPEHHBIX CPEJICTB.

[Ipu mpumenenuu ¢Topypanmia B BUIEC HENPEpPHIBHOW BHYTPUBEHHON HH(Y3uM OO0Jblle
BEPOATHOCTb, YTO CTOMATUT, @ HE MHeNoCyIpeccus, OyIeT SBIATHCA A030JIMMUTHPYIOIIUM
dakTopom.

[Tpu 3HAYUTETLHOM CHIDKEHUU MACChI TeJla, CHIDKEHHOW (YHKIIMH KOCTHOTO MO3Ta, HApyIICHUU
GYHKIIUM TEeYeHW WM TOYeK, B paHHUU mocieornepanuoHHbli nepuoa (mo 30 mHeit) mocne
OOLIMPHOTO XUPYPTrUUYECKOr0 BMEIIATENbCTBA HaualbHasl 103a N0JKHA ObITh YyMEHbIIeHa Ha 1/3
i 1/2.

Cnenyer coOnroAaTh OCTOPOKHOCTb MPU MPUMEHEHHWU y NAIMEHTOB, PaHEE IMO/ABEPraBIINXCS
BO3/ICHICTBUIO BBICOKHUX JI03 PaUAIIMHU HA 00JIACTh MAJIOTO Ta3a UJIH MOJIYYaBIINX ATKUIHPYIOIINIe
npenaparhl.

[Tockonpky  mpuU  OJHOBPEMEHHOM  TPUMEHEHWHM ¢  HHTHOUTOpamMu  (epMeHTa
TUTHAPONUPUMUINHACTUPOTeHA3bl (OpUBYAMH, COPUBYAMH) 3HAUYUTEIHHO YBEIUYHBACTCS
TOKCHUYHOCTh (TOpypalmia, HeoOXoauM TepephiB Tepes npuemoM mnpenapara dropypanui-
JEKO nns BOCCTaHOBJIEHUS aKTUBHOCTH SHJOTEHHBIX U (DTOPUPOBAHHBIX MUPHUMHINHOB, KaK
MUHUMYM 4 HEJEH.

Mo u Bo Bpems Tepanuu npenaparoM Oropypaumin-{EKO pexomennyercs:

€KeJIHEBHBII OCMOTp CIIM3UCTOI 000JIOUYKHU MOJIOCTH pTa U INIOTKU;

BBIIIOJIHATh KIMHUYECKMH aHaInu3 KpOBH C IIOACYCTOM (I)OpMeHHLIX QJICMCHTOB KpPOBU

Nnepea KaXxJAbIM ITPUMCHCHHUCM IIpCIiapara;

KOPPUTHPOBATh BOJHO-3JIEKTPOJIUTHBIN OanaHc;

OLICHUBATh (PYHKIIHIO MeYeHH (aKTUBHOCTh «I1€YEHOYHBIX» TPAHCAMUHA3).

[Ipy ogHOBpEeMEHHOM TPUMEHEHHWH (Topypanuia M NEPOPATBHBIX AHTUKOATYJISHTOB
HE00X0IMMO TIHIATEIbHO KOHTPOJIUPOBATH CBEPTHIBAEMOCTh KPOBH (HapuMep, IPOTPOMOMHOBBIN
HHJIEKC).

B nepuon npumenenns npenapara @ropypaumi-JIEKO npoTtuBonoka3aHo mpuMeHEeHNE KUBBIX
BaKIMH, a TaKXKe CleyeT u30eratb KOHTaKTa ¢ JIIOJbMH, HEJaBHO BaKIMHUPOBAHHBIMU NPOTUB
MIOJIMOMHUEIIUTA.

Myx4yrHaM W JKEHIIMHAM pENpOAYKTHBHOIO BO3pacTa BO BpeMs JIEUEHHUS MpernapaTrom
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Oropypaumi-JEKO 1 kak MUHUMYM B TedeHue 6 MECALIEB MOCIE CIEAYET IPUMEHATh HAJICKHBIC

MCTO/Jbl KOHTpAUCIIINH.

BcnoMorarebHEIC BEIECTBA

Hampuui
Hannpiii npenapat cogepxur 4,56 mmons (106,08 mr) marpus na 600 mr ¢ropypaumia.
Heo6xoauMo yunThIBaTh NAllMEHTaM, HAXOSAIIMMCS Ha JHETe ¢ OrpaHMYEHHBIM MOCTYIICHHEM

HaTpUA.

4.5. B3amMmopeiicTBHMe ¢ JIPYTHMH JIEKAPCTBEHHBIMHM MpenapaTtaMH H JApyrue BHIbI

B3aNMOeliCTBUSA

JlroObie 7eueOHBIE MEPONMPHATHS, YXyAIIalolmme (U3MYECKOe COCTOSIHHE TMalMeHTa WU
yrHEeTamue (yHKIUI0 KPOBETBOPEHHS (HANpPUMEp, IPYyTrHe IUTOCTATUKH), MOTYT yCHJIMBATH
TOKCHYHOCTH (PTOpypaIuia.

Kanvyuss ¢onunam ycunupaer TepaneBTHUECKHI U ToKcudeckuil 3¢ dekts (ropypanuna.
BripaxkeHHast nuapes, MHOT/IA C JIETaJbHBIM HCXOJOM MOXET BO3HUKHYTh KaK KIMHHYECKOE
NpOSIBJIICHUE JaHHOTO B3amMojeicTBus. Hambomee 9acTto Takoe OCIOKHEHHE C JIETATBHBIM
FICXOJIOM BO3HHKANO TIPH ipuMeHeHnH 600 Mr/M? GTOpyparmia BHyTPUBEHHO OOTIOCHO OJIUH Pa3
B HEJIENI0 B KOMOMHAIMY C KaJIbIUS (OTMHATOM.

[Tpy npuMeHeHUN B KOMOMHALUY C OpyeumMu yumocmamukamu u uHmepgphepoHom-aibga Takxe
MOET HaOJI0aThCsl yCHJIEHHE Kak IPOTHBOOITYXO0JeBOro 3(@exra, Tak W TOKCUYHOCTH
dropyparuna.

[lpr mpuMeHeHNH B KOMOWHAIIMM C J1yuegol mepanueil (TOpypamiyl MOXET MOTEHIIMPOBAThH
KO>KHYIO TOKCUYHOCTb TTEPBOH.

[lpy AMUTENTPHOM COBMECTHOM TPUMEHEHUH C MUMOMUYUHOM HAOIIOJANOCh MOSIBICHUE
TeMOJINTHYECKOTO YPEMUYECKOTO CHHIPOMA.

[lpy KOMOWHUPOBAHHOH Tepamuyd B COUYETAHWUU C OpyeuMu Npenapamami, YeHemaowumu
@yHKyuo KocmHo2o mo3ea, TpedyeTcs KOppeKIus 1035l GTOpypaLuia.

[Ipy oxHOBpeMEHHOM IpPUMEHEHHH QTOpypaluiIa U aHmMpayukIuHO8 MOXKET YCHIUBATHCS
KapAMOTOKCHYECKH 3(h(DEKT mocieHux.

[Tpu OJTHOBPEMEHHOM MPUMEHEHHH c WHTHOUTOpaMHU depmenTa
JTUTUAPONIPUMUINHICTUAPOTEHA3bl, OTBETCTBEHHOTO 3a  KarabolM3M  DHJOTCHHBIX H
(TOPUPOBAHHBIX MHPUMHUIUHOB (Opu6yOuH, CopugyouH), 3HAUYNTEIBHO YBEIUYHBACTCS

TOKCUYHOCTh (ropypaumna. [loaToMy wuHTEpBan MeXIy NpuUMEHEHUEM QTopypalia u
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OpuBYIMHA, COPUBYJMHA WIM WX aHAJIOTOB JIOJDKEH COCTaBIATh HE MeHee 4-x Henenb. llpu
HEO0OXO0IUMOCTH, Tepe/l HAYaJIOM TEepaIii PEKOMEHYETCsl ONPEIeIICHHEe aKTUBHOCTA (PepMEHTa
JUTUIPOTTUPUMU TUHETUPOT €HA3BI.

[Ipu ogHOBpEeMEHHOM NpPUMEHEHUU @enumouna M (Topypalnia, MOBBIIIAETCS IJIa3MEHHAas
KOHIIEHTpaIusl PEHUTONHA, YTO MOXKET MIPUBECTH K MOSBICHUIO CHMIITOMOB HHTOKCHUKAIIUH.
@ropypaiil HE CcleayeT MPUMEHSTh IOCIe M COBMECTHO C TEepamuel amunogenazonom,
Gernunbymazonom u cyibgonamuoamu.

Xnopouazenokcuo, oucyiv@upam, 2puzeo@yiveur U U30HUA3UO0 MOTYT YCHIMBATh aKTUBHOCTH
dropyparmia.

DTOpypaIl MOXKET CHUKATh UMMYHOJIOTHUECKUN OTBET Ha gaxyunayuio. IIpuMeHeHne KUBBIX
BaKIIMH B MEPHO/I JIeYeHHs (PTOPYPALIMIIOM MOXKET MIPUBECTH K YCUIICHHON PEIIMKAlluU BUpYyCa.
Jlesamuzon MOXET yCUIIMBATh FeMaTOTOKCUYHOCTH (PTOpypanuia (4acTo 0OTMEYaeTCsl MOBBIILICHUE
AKTUBHOCTH MIEIOYHON (ocdaraspl, «IIEICHOYHBIX» TPAHCAMUHA3 WU OWIHpyOUHa).

Hmerorcst cooOmeHNs 0 CHUKCHUH BPEMEHH CBEPTHIBAHUS KPOBH 110 KBUKY ITPH OTHOBPEMEHHOM
NPUMEHEHUU sapgapuna U GTopypanunia, a TaKkKe B KOMOUHAIUH C 1e6AMU3Z0TOM.
Memponuoazon, yumemuouH, uHmepgepoHvl N a110NYPUHO] MOTYT TIOBBIIIATh KOHIIEHTPAIHIO
¢dTopyparuia B ma3Me KPOBH, TEM CAMBIM ITOBBIIIAS €r0 TOKCHYeCKHe 3 (HEKTHI.

VY mnanuMeHToK, MPUHUMAIOIIUX MUA3UOHble Ouypemuku COBMECTHO C HHKIopochamMuiom,
METOTpeKCcaTOM U  (TopypamuioMm, OTMe4Yaloch OoJjiee BBIPAKEHHOE CHIDKEHHE YHCIIa
TPaHyJIOIUTOB MO CPaBHEHUIO C TaKOW >K€ IUTOCTAaTUYECKOW Tepamuei Oe3 MHpHUMeHEeHUs
THUA3UIHBIX TUYPETUKOB.

[Ipu onHOBpEeMEHHOM TIPUMEHEHUU GuUHOpenbuna W QGTopyparuia/QoIuHOBON KHUCIOTHI
BO3MOXXHO pPa3BHUTHE BBIPAKEHHOTO BOCIAJICHUS CIM3UCTBIX O00O0JIOYEK TIOJNOCTH pTa |
KEITyA0YHO-KUIIIEYHOTO TPAKTa, B TOM YHCIIE C JIETATbHBIM UCXOI0M.

Y manMeHToB ¢ pakoM MOJOYHOW JKeJe3bl, MOMydYaroluX KOMOMHHUPOBAHHYIO TEpaIruio
yuxnogocghamuoom, memompexcamom, PTOPypammuiioM U mamoxcughenom, yBeTnIuBaeTCs PUCK
pa3BUTHS TPOMOOIMOOTUIECKUX OCTIOKHEHHH.

[Ipu mnpumeneHun ¢TOpypanuia BO3MOXKHBI JIOKHOMOJOXKHUTEIbHBIE PE3yJdbTaThl MpHU

ONIpCACIICHUN 6I/IJ'II/IPYGI/IH8. U 5T UAPOKCUHUHIOJI yKCYCHOﬁ KHUCJIOTBI B MOY€C.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

bepemeHnHoCTL

OTOpypalil MOXKET OKa3bIBaTh MYTareHHOE JEMCTBHE U HE JOJKEH MPUMEHSTHCS B MEPUOJ

O6epeMeHHOCTHU. JKEHIIMHBI PENPOyKTUBHOTO BO3pacTa JOJIKHBI IPUMEHSThH Ha/I€KHBIE METO/IbI
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KOHTpAIICTIIUN BO BpeMs JieueHus! (pTopypariioM 1 Kak MUHUMYM B T€UYE€HHE 6 MecALEeB Mocie
ero oxoHyanusa. Ecnu manmeHTKa 3a0epeMeHeeT BO BpeMs JICUCHHS INpenapaToM, CIeayeT

paccMOTPEThL BOIIPOC O TCHETUYCCKOM KOHCYJIBbTUPOBAHWH.

JlakTamus

['pyaHOe BCKapMIIMBaHUE MPOTHUBOIOKA3aHO BO BpeMs MPUMEHEHUs: (GTOpypaliia U B TEUCHUE

2 HeJeIb MoCJIe OCIEAHET0 IPUMEHEHMSI ITpenapara.

DepTUILHOCTE

@Topypalyl MOXKET BbI3BaThb IN€HETUYECKHE HapyleHUs. MyX4HHBI, MOJY4YarolIUe TEPAIHIO
dTOpYypanmiIoM, MOIDKHBI UCHOIB30BATh YPPEKTHBHBIE METOIbI KOHTPAICTIUN BO BpeMs U B
TedeHue 6 Mecs1EeB Mociie MpuMeHeHust propyparmia. Cieayer IpOKOHCYJIbTUPOBATHCS C BpauOM
O BO3MOXXHOCTH KpPHUOKOHCEpPBAaLlUM CIEPMbl JI0 Hauyaja JIEYEHUS H3-32 BO3MOKHOIO

HeoOpaTUMOro Oecryious BCIEICTBUE MpUMeHeHus GTopypaluia.
4.7. BunsiHue Ha CNOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH WU padorarh ¢
MeXaHU3MaMH

®ropypari-ZIEKO mMoxkeT BbI3bIBaTH TOIIHOTY M PBOTY, TAKMM 00pa3oM, KOCBEHHO B Ha
CIIOCOOHOCTh YIPAaBIATh TPAHCIOPTHBIMU CpeACTBaMU M MexaHu3Mmamu. [lo 3Toil mpuumHe
CIenyeT BO3LEPKATHCS OT YIPABICHUSA TPAHCIIOPTHBIMU CPEACTBAMHU M MEXaHU3MaMH BO BpeMs

npUMeHeHHs (pTopypanuia.

4.8. HexkeslaTelbHbIe peaKkiuu

Pesrome mpoduis 6e300acHOCTH

HaubGonee uyacThiMH U CEpPhE3HBIMH HEXENATETbHBIMU pEAKUUAMU TP MPUMEHEHUU
dTopyparuia SBISIOTCS TeMaTOJIOTHYecKasi TOKCHYHOCTh B HapyIieHus co cTopoHbl KKT.

TabnuuHoe pE3I0ME HEXKENATCILHBIX PeaKIINH

HexxenarenbHble peakiMM, 3aperHCTPUPOBAHHBIE B CBSI3W C IpPHUMEHEHHEM (ropyparuia,
TIEPEYCIICHBl HIDKE 110 KaTerOpHsAM KJIACCOB CHCTEM OpraHoB 1o cioBapto MedDRA u gactote
BCTPEYaEMOCTH.

Kareropuu 4acToTh! ONpeaesatoTCes CIeAYOIHUM 00pa3oM:

Ouens yacto (> 1/10)

Yacro (ot > 1/100, Ho <1/10)
Heuacto (ot > 1/1000, Ho <1/100)
Penko (ot > 1/10 000, ro <1/1000)
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- Ouens peaxo (<1/10 000)

- YacroTra Heu3BeCcTHA (Ha OCHOBAHHMH UMCHOIIMUXCA JaHHBIX OICHUTD HGBO3M0)KHO)

Hngpexyuu u unsazuu

OueHp 4acTo

Nudexumn

Hapywenus co cmoponvl kposu u numgamuueckou cucmemvl

OueHp 4acTo

Muenocynpeccust (A030IMMHUTUPYIOIAs JICUKOINEHUSI, HEUTPOIEHUS,

TpOM6OHI/ITOH€HI/I5{), aHEMMUsI, HOCOBOC KPOBOTCUCHUEC

Yacto

®OebpuibHas HEUTPOTICHHS

OueHb penko

Al"paHy.]'IOI_[I/ITO3, MNaHIOHUTOIICHUA

Haubonee 3HaYMTENbHOE CHIDKEHHE KOJIMYECTBA HeﬁKOI_II/ITOB 0OBIYHO Ha6J'IIOI[aeTC$I ¢ 9 1o

14 nens (BIJIOTH 10 25 AHA), TPOMOOIUTOB - ¢ 7 110 17 1eHb edeHus!.

Hapymeﬂuﬂ CO CNOPOHbL MMMyHHOlZ cucmemol

OueHp 9acTo

NMMmyHOCynpeccust € yBEIMYEHHMEM  4YacTOThl  BO3HUKHOBEHMS

MH(]EKIIMOHHBIX 32001eBaHUI

Penxo

['enepann30BaHHBIC AJUIEPTUIECKUE PEAKLINH, aHAPHIAKTUICCKUAHN IIIOK

YacTtoTa HEU3BECTHA

Pa3Butne BTOpUYHBIX UH(EKIHNA, CETICUC

OHOOKpUHHbBLE HAPYWEHUS.

YacTtoTa HEU3BECTHA

[ToBpimenue obuiero Tupokcuna (Tsa) u TpuitontuponuHa (T3) B miazme
KpOBH 0€3 IMOBBILIEHUSI CO/EpKaHUs CBOOOJHOTO T4 U THUPEOTPOIHOTO

ropmoHa (TTT') u 6e3 KIMHUYECKUX MPU3HAKOB THIEPTUPEO3a

Hapymeﬂu}l Memabonuzma u NUMAaHus

OueHp 9acTo

I'unepypukemust

Hapywenus co cmoponul nepanoii cucmemul

Heuacto

Hucrarm, rosnoBHas Oo0yib, BEpPTUTO, MAPKUHCOHU3M, NHPaMUIHBIC
CUMITOMBI, TPaH3UTOPHBIA 0OpaTHUMbI IepeOpalibHbIl  CHHAPOM
(arakcus, CIIyTaHHOCTH CO3HaHW, JKCTpanupamMuJaIbHbIC
JIBUTATENIbHBIE U KOPTUKAJIbHBIE PAacCTPONCTBA), COHIMBOCTD, d(opus,

peTpoOynpOapHbBIi HEBPUT

Penko

[lepudepuyeckas Helponatus (IpyH TNPUMEHEHHUH B COYETAHUU C

Jy4eBOM Tepanuei)

Ouens penko

I[I/ICF CB3HUs, HeﬁKOBHHG(I)aHOHaTHH C TAaKUMH CUMIITOMaMH KaK aTaKCHus,
HapylmIcHue peuyn, CIyTaHHOCTL CO3HAHUA, HAPYIICHUC OpPUCHTAILIUH,

MuacteHus, adasus, CyJ0pord, koma, HH(MAPKT TOJIOBHOTO Mo3ra (Tpu

10
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KOMOMHHMPOBAHHOW TEPANIUU C MUTOMUILIMHOM WJIM LIUCIIJIATUHOM)

YacroTa HEM3BECTHA

[Teuenounas sHIEPaTIONIATHS

Hapywenus co cmoponul opeana 3penus

Heuacto

KOHBIOHKTUBUT, H30BITOYHOE CJIE30TEUYEHUE BCIEACTBUE CTEHO3a
IPOTOKOB, HEYETKOCTh 3PEHUs, CHIKEHHE OCTPOTHI 3peHwsl, Onedapur,
BBIBOPOT BEKa (IKTPOIHMOH), O0YCIIOBJICHHBIN mIpaMaMu Ui Gudpo3om
CJIC3HBIX JKeJe3, CBETOOOS3Hb, HEBPUT 3PUTEIILHOTO HEPBA, JAMILIONUS,
OrpaHMYCHUE MOJBIKHOCTU TIia3(-a), HapylIeHUE 3pEHUs, KOPKOBas

cienota (IIpu BRICOKUX J103aX)

Hapywenus co cmoponul cepoya

OueHp 9acTo

Nmemnueckue namenenus Ha DK

Yacto

bonu B obnacTu cepaa

Heuacto

ApI/ITMI/II/I, HIICMMUS, I/IH(I)apKT MUOKapJa, MHOKapJIuT, AUJIaTallkMOHHAas

KapauOMHUOIIaTuA, KapI[I/IOFeHH]EJﬁ IIOK, cepAC€UHaA HEAOCTATOYHOCTDb

Ouens penko

CTGHOKapIH/Iﬂ, OCTaHOBKa CcC€paua, BHE3alHad cepacuHas CMCPTh

YacToTa HEeM3BECTHA

Ilepukapaur

Hapywenus co cmoponul cocy0os

Heuacto

CHmKeHHE apTepuaIbHOTO TaBJICHUS

Penxo

TpomGodaedut

YacToTa HEeM3BECTHA

Hapymenue nepugepuyeckoro, 1nepedpaibHOro0 M HHTEPCTHHAIBLHOTO

KpoBooOpareHus, CHHApoM Peiino, TpoM003MO0Hst

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOUL KIemKU U cpedoCmeHs]

OueHn 4acTo

bponxocmazm

Kenyoouno-kuuieunvie HapyuleHus

OueHp 4acTo

CHIKEHHE amlleTUTa, BOCHAJICHHE W/HIUM W3BA3BIECHUE CIIM3HCTOMN
000JIOUKHU KENyJAOYHO-KUIIIEYHOTO TpakTa (B TOM YHCIE CTOMATHT,

930(arut, GpapuHITUT, IPOKTHUT), JUAPEs], TOUTHOTA, PBOTA, AaHOPEKCHS

Heuacto

0663BO)KI/IB3HI/IG, HU3BA3BIICHUA W KPOBOTCUCHUA U3 IKCIYIJOYHO-

KHUIICYHOI'O TpPaKTa, OTCIIOMKa HCKPOTU3UPOBAHHOTO OIMUTCIIUA

CIIN3UCTBIX O6OJ'IOLICK, HapylmICcHue (I)YHKI_II/II/I IICYCHHU

YacTtoTa HEU3BECTHA

WN3xora

11
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Hapywenus co cmoponul neuenu u scenuesbi8o0auux nymeti

Heuacro HOBpe)KI[eHI/Ie KJICTOK IICYCHU, HCKaHBKynCSHBII;'I XOJICHUCTUT

OueHb penko Hexkpo3 neuenu (B TOM 4uCII€ € JIeTaIbHBIM UCXOA0M)

HapyweHuﬂ CO CMOPOHbL KOJHCU U NOOKOICHBIX MKAHel

OueHb yacTo Agnoneuus (o6patumasi), yIUIMHEHHUE CPOKOB 3a)KUBJICHUS paH, CUHIAPOM
JIaJIOHHO-TIO/IOIIBEHHOMN 3PUTPOIU3ECTE3UH (OLIYIIIEHUE MOKAIbIBAaHUS B
KUCTAX M CTOMAaX C MOCJIEAYIOIIUM IMOSBJICHHEM OO, THUIEPEeMUH,

OITyXaHMsI U LIETyIIEHUS KOXKHU)

Heuacro DK3aHTEeMbl, THINEPIUTMEHTAlUsI WIA JENUTMEHTaluuss KOXU B BHJE
MoJIoC BOJMU3U BEH, CYXOCTh KOXH, TPEIIMHBI KOXH, SPUTEMA, 3y
KOJKHBIX TIOKPOBOB, MAaKyJIONAIyJie3Hasd ChIllb, TEICAHTMOIKTA3NH,
u3MeHeHne (muddy3Has TOBEPXHOCTHAs  CHHSAS  IUTMEHTAIHS,
TUIEPIUTMEHTAIUS, OHUXOJUCTPO(US, OHUXOIHU3UC, OOIb U YTOIIICHHUE

HOI'TCBOI'O JIOXKaA, HapOHI/IXI/IH) N CXOXKIACHHC HOI'TCBBIX INNIACTHHOK

Penxo doToceHCHOMIH3aIKs, IEPMATUT, KPAITHBHHUIIA

[Ipu BHyTpHBEHHOM OOJIOCHOM BBEIEHHUM (PTOpypalnuia CHHAPOM JIaJIOHHO-TIOJIOIIBEHHOMN

SPUTPOANUICCTCINU PA3BUBACTCA YaCTO.

Hapywenus co cmoponvl nouex u mMouesvbi800awux nymeti

Heuacto IToyeyHas HETOCTATOYHOCTH

Hapywenus co cmopoHuvl penpo0yKmusHou cucmemvl U MOJIOYHBIX JHcene3

Heuacto O6paTI/IM06 YTHETCHUC (by'HKI_[I/II/I IIOJIOBBIX JKE€JIC3, TPHUBOIAIICC K

AMCHOPEC UK a300CIICPMUN

Obwue napywenus u peakyuu 8 mecme 68e0enus

OueHb 4acTo IloBbimieHHAsS YTOMIISICMOCTD, o61ua${ ACTCHUA, JHUXOpalaKa, CJ'Ia6OCTL,

CHM>XXCHUE MOTUBAIINN

Yacrora HenszBecTHa | TpomMO0o(daedUT B MecTe BBEACHHUS

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6H_IaTB 0 TIOAO3PCBACMBIX HCKCIIATCIBHBIX pPCAKIUAX TIOCJIC PErucTpanun
JICKApCTBCHHOTO IMIperiapaTa C LCJIbIO obecrnieueHUs HCMIPEPBIBHOI'O MOHUTOPHUHTA COOTHOIICHUSA
«I0JIb3a - PUCK» JICKAPCTBCHHOT'O IIpcliapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA
COO6HI3TI) 0 JII00BIX MOoaO3pE€BACMBbIX HECKEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O ITperiapara
Yepe3 HAIMOHAJIBHBIC CUCTEMBI COO6I_HGHI/ISI 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyaapCTB — YJIICHOB

EBpa3uiickoro 3K0HOMHUYECKOIr0 COI03a.

12
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Poccuiickas ®@enepanus

OenepanibHas ci1yx0a 1o HaJ3opy B chepe 31paBOOXpaHeHUs
Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa1b, 1. 4, cTp. 1
Tenedon: +7 800 550-99-03

DnekTpoHHas rmouta: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON CeTH «HTepHeT:

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

4.9. [lepeno3upoBka

CUMOTOMBI
COHNMBOCTh, TOIIHOTA, pBOTA, JUApes, S3BEHHBIH CTOMATUT H KEIYJOYHO-KUIIECYHOE
KPOBOTEUYEHHE, yTHETEHHE (YHKIMH KOCTHOTO MO3ra (TpOMOOIMTOINEHUS, JIEUKONEHUs U

arpaHyJoluTOo3).

Jleuenne

CumnromaTrueckoe. Bo3MokHO mprMeHeHue TpaHncy3un JISHKOIMTAPHOTO U TPOMOOLIUTAPHOTO
KOHIIEHTPAaTOB, aHTHUOAKTepUATbHOW Tepamuu, HEoOXOJUMO KOHTPOJIHMPOBATh  BOJHO-
ANEeKTPONUTHBINA Oananc. Crenududeckuii aHTHAOT K (TOpyparuity HensBecTeH. MOHUTOPUHT
KIIMHUYECKOTO aHallh3a KPOBU HEOOXOAMMO MPOBOJUTEH PETYISPHO HA MPOTSHKEHUH 4-X HEIelb

TIOCJIE TIePEI03UPOBKH TMperapaTa.

5. PAPMAKOJIOTUMYECKUE CBOHMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

dapMakoTepareBTHYECKas TPyTIa: MPOTHBOOIYXOJIEBBIC CPEJICTBA; aHTUMETAOOUTHI; aHAJIOTH
MTUPUMHJTAHA.
Kox ATX: LO1BCO02

Mexannzm geficTBUs

dTOpyparl — NPOTUBOOITYX0JIeBOE (IIMTOCTATHYECKOE) CPEICTBO, AHTUMETAOOIUT ypalua.

®dTopypamil HapymiaeT cuHTe3 Ae3okcupuOoHykienHoBou kuciaotel ([JHK) u BeI3BIBaer
0o0pa3oBaHUe CTPYKTYPHO HecoBeplieHHOW pubOonykinenHoBod kucinothl (PHK), yraeras tem
CaMbIM JIeJIeHHE OITyXOJIEBBIX KJIETOK. MeXaHU3M JeicTBUS ompeensercss MeTaboIu4ecKuM

MIpEBpaIICHUEM €T0 B S-PTop-Ae3o0kcuypuarnH-Mmonodocdar u S-propypununa tpudocdar.
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dapmakoauaamuyeckue d3PpHeKTol

5-¢dTop-ne3okcuypuuH-MoHOpOChaT — KOHKYPEHTHBIH UHTUOUTOP (bepmenTa
TUMHMHCUHTETA3bl, YTO BEJAET K OJIOKMPOBAHHUIO CHHTE3a AE30KCHPHOOHYKICHHOBON KHCIIOTHI.
brokupyer peakuuio METHIMPOBAHMS JI€30KCUYPHIMHOBOM KHCIOTHI M €€ IpeBpalleHuEe B
TUMHJIMIOBYIO KUCIIOTY, YTO MPUBOIUT K Aepuuuty TumMuanHa. @Topypanui HoJaBiseT CHHTE3
pUOOHYKJIEMHOBOW KHUCIIOTHI IyTeM BKJIIOUEHUS S-propypuauna Tpudochara B e€ CTPyKTypy
BMECTO ypuauHa Tpudocdara. ITO MPUBOIUT K HAPYUICHUIO MPOLECCHHTa PHOOHYKICHHOBOM

KUCJIOTHI K CUHTE3a OeJIka.

Kinunanueckas 3¢ deKkTUBHOCTL U 0€3011aCHOCTh

dTopypart 00IaaeT BEICOKOH MHEIIOTOKCHYHOCTBIO U TaCTPOMHTECTHHATBHONH TOKCHYHOCTBIO.
MaxkcumanbHast 3 PEeKTUBHOCTD NEHCTBUS HAOIIOIaeTCs B MPOIU(EPaTUBHBIX TKaHIX (KOCTHBIN
MO3r, KOXa, CIM3HCTasg 000Jouyka). B oTiiMuMe OT MHOTHX IPOTHUBOOITYXOJIEBBIX IMpENapaToB
3¢ (HEKTHBEH NPH OIMyXOJISAX JKEITYJOYHO-KUIIEYHOTO TpakTa. OTHOCUTEILHO BBHICOKOTOKCHYCH,

0COOEHHO CHIIBHO HapymaeT (GyHKIIMIO KOCTHOT'O MO3Ta M KeTyJOYHO-KUIIIEYHOTO TPAKTa.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOcopOuus

buonoctynHocts ropypanuia npu BHyTpUBEHHOM BBEJICHUU cocTaBiseT okoio 80 %.

Pacnpenenenue

[Tocie BHYTpUBEHHOIO WM BHYTpUApTEpUANbHOTO BBeAEHUS  (ropypamun  OBICTPO
O6uoTpaHcGopMHUpyeTCsl U paclpeneisieTcss B ObICTPO MPOauEepUpyIOMUX TKaHAX, TAKUX Kak
KOCTHBIA MO3T, CIM3UCTasi 000JI0UKa KeNyJI0YHO-KUIIEYHOTO TPaKTa M OIYXOJEBBIX TKaHSIX.
O6wem pacnpenenenust coctasiser 0,12 n/kr macchel Tena, cBs3b € OelKaMU IUIa3Mbl KPOBU
cocrapiisieT npubausutensHo 10 %. Jlerko mponukaer yepes3 remarosHuedanndeckuii 6apwep,

nomnagas B CMIMHHOMO3I'OBYIO X XUJKOCTb U TKaHU I'OJIOBHOI'O MO3ra.

buorpancdopmarms

MeTa60J’II/ISI/IpyeTCSI B OCHOBHOM B IICYCHH C 06p330BaHI/IeM AKTUBHOT'O METa0O0JIMTa — ILI/IFI/II[I)O-5-
(I)TOpypaL[I/IJ'I, Inepruoa MoOJyBBIBCACHUSA KOTOPOI'O 3HAYHUTCIBHO GOHLH_IC, qeM (pTopypauHﬂa )51

HEAKTUBHBLIX META00OJIMTOB.

DIuMHHAIHS

[Tepuon nomyBbIBeieHUs (PTOPYpALIMIA 3aBUCUT OT BBOJUMOMN JI03bI M COCTABIISIET §-22 MUHYTHI.
Yepes 3 yaca mocie BHYTPUBEHHOTO BBEIEHUSI HEM3MEHEHHBIA (pTOpypalui B 1mia3Me KpoBU HE

oOHapyxuBaetcsi. dropypauui BHIBOIUTCS MNPEUMYIIECTBEHHO JIETKUMH B BUIE IBYOKHCHU
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yriaepoaa (60-80 %). Oxomno 7-20 % npenapaTta BHIBOIUTCS MMOYKAMU B HEM3MECHEHHOM BHUJIC B
tedeHue 6 yacoB (90 % u3 3TOro KoJMyeCTBa BBIBOJUTCS B T€UEHUE NepBOro 4yaca). IlodyeuHslit
kiupeHc Gropypanmia cocrapiser 170-180 mun/mun. HesnaunTenbHOE KOIM4eCTBO GTOpyparmia

BBIACIACTCA C XKCIITYBHO.

6. PAPMAIEBTUYECKHUE CBOWCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Hatpus runppoxcu

Bopa niist uHbeKInn

6.2. HecoBMecTHUMOCTD

dropypar Hellb3s Pa3BoANTH pacTBopaMu ¢ pH <8, Tak kak B 3T0ii cpene GpTopypanmi odpasyer
0CafIoK.

Coo01manoch 0 HECOBMECTUMOCTH CO CIEIYIOIIMMHU BELIECTBAMHU: LUCIUIATUH, LUTapaOuH,
nMasenaM, JOKCOpYOHMIMH, Jpomepuao, QUIrpacTuM, Talilusl HUTpaT, JEWKOBOPHH,
METOTpPEKCaT, METOKJIONPOMHUA, MOP(HH, OHIAHCETPOH, PACTBOPHI JUIS MapEeHTEPAITBHOTO
MUTaHWs, BAHOPEIOUH.

dropypaliil Helb3s CMELINBATh ¢ KaJIbLUsA (OIMHATOM B OJHOM MH(Y3UOHHOM PacTBOpE, Tak
KaK 3TO MOXeET MpPUBECTH K 00pa3zoBaHMIO ocajka. beuio nokazano, uro ¢ropypaumn 50 mMr/miu
HECOBMECTUM C Kajblusl (honmHaTOM 20 MI/Mi, ¢ 5 % BOAHBIM pacTBOPOM JEKCTPO3bl MK 0e3
HEro, TpHW CMEIIMBAaHMKA B Ppa3HBIX KOJHMYECTBAX M XpAaHCHWHM B KOHTEiiHepax Wu3
NOJIMBUHMIXJI0pUAA ipu Temneparype 4 °C, 23 °C unu 32 °C.

JlaHHBIM JeKapcTBEHHBIM NpenapaT He CleAyeT CMELIMBaTh C JPYTMMHU JIeKapCTBEHHBIMU

npenaparamMu, 3a UCKJIHOUCHUEM YIIOMAHYTBIX B pa3aciic 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHHus )

2 roxma

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

B 3amumimenHoM ot cBera mecte npu temieparype ot 15 no 25 °C. He 3amopaxuBats!

6.5. XapakTep u cofep:kaHue NEPBUYHONH YIIAKOBKH

ITo5MnB aMITyJIbl BMECTUMOCTBIO 5 M CBCTO3AalUTHOT'O UJIN KOPUIHCBOI'O UMITIOPTHOI'O CTCKJIA
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1-ro rugponmTHYecKoro kiacca uiar no S mi, 10 mi uam 20 Mt Bo (J1akOHBI BMECTUMOCTBIO 5 M,
10 mn, 20 miu, 30 M3 CBETO3ALUIMTHOTO WJIM KOPUYHEBOTO HMMIOPTHOrO crekia 1-ro
THJIPOJIMTUYECKOTO KJlacca, IePMETHMYHO YKYNOpPEHHblE NPOOKaMU PpE3UHOBBIMH, OOXaTble
QIIOMUHUEBBIMU WJIM KOMOMHUPOBAHHBIMU KOJIITAYKaMH.

5 ammyn/¢uakoHOB BMECTHMMOCTBIO 5 MJI IIOMEIIAIOT B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY W3
IJIEHKH MOJIMBUHWIXJIOPUIHOMN.

1 uny 2 KOHTYpHbIE STYEHKOBBIE YIIAKOBKHY C MHCTPYKIMEH 110 IPUMEHEHHUIO TOMELIAl0T B auKy
U3 KapTOHA.

[Ipu ynmakoBKe mpernapara B aMITyJIbl B TTAYKy JOMOJHUTEIHHO BKJIAIBIBAIOT CKAPU(PHUKATOP WU
HOX ammyibHbId. [Ipy MCHONB30BaHMU aMIlysl C KOJBIIOM M3JI0Ma WM HAApPE30M M TOUYKOMN
cKapu(UKaTOp WM HOXK aMITyJIbHbII HE BKJIaIbIBAIOT.

1 (b1aKoH ¢ MHCTPYKIMEN IO IPUMEHEHUIO IOMEIIAI0T B MHIUBUAYAIbHYIO [IAUKy U3 KapTOHA.

5 wm 10 prakoHOB ¢ MHCTPYKIHMEH IO TPUMEHEHHUIO ITOMEIIAI0T B KOPOOKY M3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPHM  YHMYTOXXEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTXO0J0B, TMOJYYEHHBIX TMoOCjde TPUMEHEHUs

JEKAPCTBCHHOI'O IpenmapaTra, 1 IPyru€ MaHMNyJasiuu € nmpemnmapaTomM

[Ipenapar npeaHa3HaueH TOJNBKO AJI1 OAHOKPATHOIO MPUMEHEHHS.

Otopypami-JIEKO crenyer pa3BOAWUTH TONBKO (DU3HOJIOTHYECKHM pacTBOpoM uiu 5 %
PacTBOPOM JEKCTPO3HI.

[lepen npumenenuem pactBopa Dropypammi-JJEKO B cimyuae oOpa3oBaHus ocajaka TOJ
BO3JICUCTBUEM HU3KHUX TEMIIEpATyp pacTBOp cieayeT HarpeTs 110 60 °C, sHEpruyHO BCTPSAXHUBAs,
Y 3aT€M OXJIaJIUTh O KOMHATHOM Temmneparypbl. Ocagok AOKEH paCTBOPUTHCS

B cBs3u ¢ Tem, uro ¢ropypanuna obrajzaeT MyTareHHbBIMH M KaHIIEPOTEHHBIMH CBOWCTBaMH,
Pa3BOJIUTH MpETMapar CIeAyeT B aCENTHICCKUX YCIOBHSIX B CIICIIUAITHHO OTBEICHHOM MTOMEIICHUH,
M0 BO3MOXXHOCTH C JIJAMHUHAPHBIM TOKOM BO3yXa. DTHM JIOJDKEH 3aHUMAThCS TTOATOTOBJICHHBIN
NIEPCOHAJL.

HeobxonuMo nmpuHUMAaTh Bce MephI TSl IPEeIOTBPAIleHus MTONaJaHus pacTBopa (hropypanuia Ha
KOXY ¥ CIIM3UCTBIE 000JIOUKH, B YACTHOCTH TOJIH30BATHCS 3AIIMTHON OCK IO (XaJart, marnoJka,
Macka, 0YKU U OJHOpa3oBbie iepuatku). [Ipu monaganuu ¢propypalyia Ha KOXY WIH CIU3UCTHIC
000JI0YKH HEOOXOIUMO TIIATEIEHO MIPOMBITH ITOBEPXHOCTH MBIJIOM M BOJIOH, MPH MOMaIaHUU HA
CIIM3UCTYIO0 000JIOUKY TJ1a3 - OOJBIINM KOJMYECTBOM BOAbl. bepeMeHHbIi mepcoHal J0JKeH ObITh

OTCTPaHEH OT pabOThI ¢ (PTOPYpAITATIOM.
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Bce npeaAMETbl, MaTCpUaIbl W OTXOJbI, HCIIOJIb30BAHHBLIC IIPU HNPUTOTOBJICHHUU PaCTBOpa
npemnapara 1 €ro NIpuMCHCHUHN,, JOJI’KHBI OBITH YTUIU3UPOBAHBI B COOTBECTCTBUHU CO CTAHAAPTHBIMU
ON€pallMOHHBIMH  IIpoHeaAypaMH II0 06pa1ueHmo C LOUTOTOKCHYECCKMMHU IIp€laparaMu,
MNPpUHATBIMA B JIeueOHOM YUPEXKACHHUHN, C YUCTOM HeﬁCTBYIOHIHX HOPMATUBHBLIX  dKTOB

YHHUYTOKCHUSA OIMMACHBIX OTXOOO0B.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

000 «kKOMITAHUA «JEKO»

129344, r. Mockga, yi. Enucetickas, a. 3, k. 4.
Ten. +7 (499) 189-63-25

7.1. [IpeacraBuTe/b AepKATENsI PETHCTPANMOHHOTO YI0CTOBEPEHMS

IIpereH3un HOTDC6I/ITCJ'IH HaImpaBJATh IO aAPECy.

Poccuiickas ®@enepanus

000 «kKOMITAHUA «JIEKO»

129344, r. Mockga, yi. Enucetickas, n. 3, k. 4.
Ten. +7 (499) 189-63-25

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXJIEHUA PETMCTPAIIUU,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JieKapcTBeHHOro mnpemnapara Propypammi-JIEKO noctynmHa Ha
MH(POPMALIMOHHOM TopTaie EBpasuilckoro 5KOHOMHYECKOTO COK3a B HH(POPMALUOHHO-
KOMMYHUKaIMOHHO# cetn «HTepHe™ https://eec.eaeunion.org/
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