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[0 MEIMIAHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO CPEACTBA (JIMCTOK-BK:

COTJACOBAHO
KCE®OKAM MUWUHUCTEPCTBOM 3[JPABOOXPAHEHUA
PECITYBJIKA BEJIAPYCH
1Hl£)mcaa MuyHuCTEpPCTBA 3T PAaBO0XPAHEHUSA

1. HANMEHOBAHMUE JJEKAPCTBEHHOI'O CPEACTBA , PecnySpuxn Benapycs
Kcedokam or « OF »____\_‘?_ Kﬁﬁj n706S

2.  KAYECTBEHHBIA ¥ KOJUYECTBEHHLIIA COCTAB

Onna TabneTka, IOKPHITas IUICHOYHOMN obonoukoit, comepxmr 4,00 mMr wmwm 8,00 Mmr
JIOPHOKCHKAMA.

Bcnomozamenvuvie 6emyecmea ¢ uzeecmuvim aghgpexmom:

Kaxmas tabnerka 4 Mr comepsxut 94,00 Mr TaKTO3EI MOHOTHIpaTa.

Kaxnasg tabnerka 8 mr cozepxut 90,00 Mr J1aKkTO3BI MOHOTHIpaTa.

ITomHEni CIIMCOK BCIIOMOraTeNbHBIX BEIIECTB CM. B pazzgene 6.1.

3. JIEKAPCTBEHHASI ®OPMA

TabneTku, MOKPHITHIE IIEHOYHOH 060I0UKOI.

Ot Gemoro 1o 6Genoro ¢ XeNTOBATHIM OTTEHKOM I[BETA HPOXOITOBATHIS TaOIeTKY, IOKPEITHIE
ILICHOIHOM 000JI09KOH, ¢ HANMHCHIO BhasieHueM «L04» (dosuposka 4 m2) 1 «LO8» (0osuposxa

8 me).

4. KINMHNYECKUE TAHHBIE
4.1. Iloka3aHus K HPUMEHEHHIO
- Kpatkocpouras cmMmToMaTHdecKas Tepanms OCTPOro GOIEBOTO CHHIpOMa cIaboi u
YMEPEHHOM HHTEHCUBHOCTH Y B3POCIIEIX.
- CumuoroMaTHyecKas Tepalms GO i BOCIAICHHS IPH OCTE0apTPO3E ¥ B3POCIBIX.

- CuEMuTomarmdeckas Tepamust GONM W BOCUAIEHHS IPH PEBMATOHIHOM apTpuTe y
B3pOCIIBIX.

4.2. Coocod mpuMeHEHNS U 0351

Pexuiv mo3upoBanms

JIi BCceX NaNMeHTOB COOTBETCTBYIONMH DEXMM JO3MPOBAHWS JOIKEH OCHOBBIBATHCS HA
WH/ABUIYALHOM OTBETE Ha JeUCHHE. PACK BOSHAKHOBEHHS HEXKEIATENHHBIX 3(QHEKTOB MOXKHO
CBECTH K MHHMMYMY, HCIIOJIB3Ysl caMble HU3KHE S(MEKTHBHEIE O35l B TEUCHHE MUHHMAIBHO
KOPOTKOTO Kypca, HEOOXOMMMOTO JIjIsl KOHTPOJISL CHMIITOMOB (cM. paszen 4.4).

bonesoii cunopom

Cyrounmas [o3a JIOPHOKCHKaMa COCTaBIseT 8-16 Mr, pasjencHHas Ha 2-3 IpHeMa.
MaxcumanbHas pekOMeHIyeMas CyTOYHas 7103a - 16 MT.

Ocmeoapmpo3 u peemamoudnvlii apmpum

PexomeHnyemas HagambHas CyTOUHAS 1032 COCTABIIET 12 MI IOpHOKCHKAMA, pas/IeleHHas Ha 2-
3 npuema. llopepKuBaromas 103a He JOJDKHA IPEBHIIATh 16 MI IOpHOKCHKAMA B CyTKH.

Oco0BIe rPYIIIBI TAIKEHTOB

Iayuenmur 0emckozo eo3pacma

JlopHOKCHKAaM HE PEKOMEHIOBAH IS IPUMEHEHWS y JeTel W IOAPOCTKOB Miamme 18 mer B
CBSI3H C OTCYTCTBHEM JAaHHBIX II0 6e300acHOCTH U SPGEKTUBHOCTH.

Hayuenmur nosicunozo 6ospacma

Jli manueHToB MOXKMIIOTO Bo3pacra crapiie 65 ser He TpeOyercs chenuanrbHas KOPPEKIHs
JI03BI, 332 HCKIIOYCHUEM CIIy9acB HMMEIOMErocs HapyIleHusS (QYHKIUH I0YeK WM IECYSHH.
JlopHOKCHKAM clIeAyeT Ha3HAa4YaTh C OCTOPOKHOCTHIO, IOCKOJIBKY AaHHas IpPYIa HalueHTOB
TSDKEJIEe IIEPEHOCUT HEXENATEeIIbHbBIE PEAKIINY CO CTOPOHBI JKEITy JOUYHO-KUIIETHOTO TpakTa (CM.
paszen 4.4).




=0 PB

9 by
Lloyeunas nedocmamoynocmeo 3 3 H 9 Z 0 1 9
VY manueHTOB ¢ HapymeHmeM (DYHKIUM ITOYEK JErKOH H YMCPEHHON CTENEHH MaKCHMAJIbHAS
PCKOMEH/IOBAHHAA CYTOHYHAsS 71032 COCTaBIAeT 12 wmr, pasmencHHas Ha 2 wm 3 mpueMa (cM.
pasgen 4.4). JIopHOKCHKaM NPOTHBOIIOKA3aH MANUAEHTAM C HapylieHreM (QyHKIHE DOYeK
TSDKeNIOH cTenenu (cM. paszen 4.3).

Ileuenoynas nedocmamoynocmeo
V DanEeHTOB ¢ yMEPEeHHBIM HapylieHneM ()YHKIHE [e9eHA MAKCHMAIEHAS PEKOMEHTOBAHHAS
CyTO4YHas 103a cocTaBisger 12 wmr, pasgeneHHas Ha 2 wim 3 npreMa (cM. pasgen 4.4).

JlopHOKCHKaM IPOTHBONOKA3AH NAAEHTaM ¢ HapyIIeHHEM GyHKIWY [IeUeny TKEToH crenenn
(cM. pazzen 4.3).

Croocob npuMeneHns

Kcedoxam TabieTKu, IOKpEITEIE IIEHOTHON 0GOI0YKOH, IPEHASHAYCHEI UL IIPHEMa BHYTPb, X
UX CIICTyCT IPUHAMATH, 3alHBas JOCTATOUHBIM KOJIMIECTBOM JKHIKOCTH.

43. Hporusomokazanus

—  THICPYYBCTBUTEIBHOCTE K aKTHBHOMY BEINECTBY HIIM K JEOOOMY M3 BCIOMOTATENHHBIX
BEIIIECTB, IEPEUNCIICHHBIX B paszene 6.1;

—  TpOMOOIHTOIECHHST,

—  THICPIYBCTBATENHHOCTH (TAKHC CHMITOMEI, KaK acTMa, PHHHT, aHTHOHEBPOTHYECKHMil
OTEK WM KPAIMBHKNA) K JPYTHM HECTEPOMIHLIM IIPOTHBOBOCIAITEIHHEIM cpencTBaM
(HIIBC), BKIIFOUas alleTHIICAIAITIIOBYIO KHCIIOTY;

—  TsDKeJas CepiedHasi HeTOCTATOYHOCTD,

—  KCIyNOYHO-KWINCYHBIC KPOBOTCUCHUs, NEePeOPOBACKYISPHBIE KPOBOWBIASHUS MK
JOpyTue KPOBOTCUECHHS,

—  KCIYyJOYHO-KUINCYHBIC KPOBOTCYCHHS WM Hephopamuu B aHAMHE3€, CBS3AHHLIE C
npeamecTByromeit repamueit HIIBC;

— OCTpas MenTHYecKas s3Ba/KPOBOTEUECHHE MM DPENUAMBHPYIOIIAS HENTHYeCKas g3Ba/
KPOBOTECUCHHAE B aHAMHe3e (2 mim Gollee SBHBIX SIA30/a HOATBEPKICHHOTO W3bI3BICHIS
HJIM KPOBOTECUYCHH);

—  TsDKellas IeYeHOYHAs! HeJJOCTaTOYHOCTE,

—  TDKeNIAd MOYCIHas HEOCTATOIHOCTS (CHIBOPOTOMHBIN KpeaTHHIH >700 MKMOIIE/TT);

- TpeTuii TpEMecTp GepeMeHHOCTH (CM. paszen 4.6).

4.4. MepsI HPeIOCTOPOKHOCTH

JlopHokCHKaM CHHXAET arperamuio TPOMOONUTOB H  YIUIMHSIET BpeMsl KpPOBOTCUYCHHS,

COOTBETCTBEHHO, CJIEAyeT COONMIONATh OCTOPOXKHOCTh IIPH HA3HAYCHWH MAIHEHTaM  CO

CKJIOHHOCTBIO K KPOBOTCUCHHSIM.

Ilpn cremyiomux HapyIIEHHIX JIOPHOKCHKAM CIEAyeT HA3HAYATH TONHKO MOCHE TINATETBHON

OIICHKY COOTHOIICHUS TONB3HI U PUCKA:

— Hogedrass HeAOCTATOYHOCTB: JOPHOKCHKAaM CICIyeT NPHHAMATH C OCTOPOXKHOCTBHIO
IAIECHTaM C JIETKOM (CHIBOPOTOUHBIM KpeaTwHHH 150-300 MKMONEB/T) M yMepeHHOM
(chBOpoTOuHEIM KpeatmHEH 300-700 MKMOJIL/I) MOYEUHOM HEXOCTATOUHOCTBIO
BCIIC/ICTBYE 3aBUCHMOCTH IOJJEPKAHUA IIOUYEUHOTO0 KPOBOTOKA OT YPOBHS MOYCUHBIX
npocTarianiuHoB (cM. pasgen 4.2). Ecim Bo Bpems JieueHuws (QYHKIHS IIOYEK
YXyAIIaeTCs, JICYCHHE JTOPHOKCHKAMOM CIIEYET IPEKPATUTh.

- Kontpons QyHKIIE I0YeK HEOOXOAUM Y AIIUEHTOB:

® IOABEPraroIMUXCcs OOJNBIIAM XHPYPrHISCKAM BMEIIATEILCTBAM,
® C CEeplIedHOU HEJ0CTaTOYHOCTHIO,

COTJIACOBAHO
MUHHUCTEPCTBOM 3/IPABOOXPAHEIIS
PECIIYBJIMEH EENIAPYCE 2
Hpuxas Musmcrepersa 3APABOOXDAHCHIT
Pecuviiugu Rannnag,
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® B IEPUOJ| COIYTCTBYIOMIETO JICUCHUS [y PETUKAME HIIH JIeKapCTBeHH%IMI/I cpé‘z[QTJaL% c
U3BECTHBIM MY IPEAIIONaraeMbiM HePOTOKCHISCKUM JeiiCTBHEM (CM. paszel 4.5).

- HanueHTs! ¢ HapymIeHHAMH CBEPTHIBAHWSA KPOBH: DPEKOMEHIYETCS TINATETBHEIE
KITMHAIECKOe HaOIIOAeHNE U Tab0paTOpHEL KOHTPOs (HampuMep, AIITB).
- lleveHoUHas HEIOCTATOYHOCTH (HALPHMEDP, HPH IHEPPO3E NIEYEHHN): y MAIUEHTOB C
HapyMeHHeM QYHKIMY NeYeHH HeoOXO0UMO PACCMOTPETH BOIPOC O TINATEIBHOM KIHHIIECKOM
HAOJIO/IeHNH | JTaG0PaTOPHOM KOHTPOJIE, MIOCKOJIBKY IOCIJIC IPHMEHEHHUS eXKETHEBHBIX 103 12-
16 Mr MOXeT HACTYyIHUTH KyMyILSI¥s JOPHOKCHKAMA (yBEIHYCHHE AUC) (cm. pasmen 5.2). B
OCTAIbHBIX Ciy9adX HapyIICHHad (YHKIMS Ti€YeHW BpPSI 1M OKASHIBACT BIMSHHE WA
(hapMaKoKUHETHKY JIOPHOKCHKAMA IIO CPABHEHHMIO CO 3/I0POBBIMH JIHIIAMH.
- ITanmeHTsI, TONyYaOMEe MIATEIHHOE JICUYCHHE (Oonee 3-x MecsmeB): mpu Impueme
HIIBC pexomeHIyeTcss perysspHO HPOBOIATEH OICHKY (YHKIMM HOYEK M TICUECHM, a TaKKe
TeMaTOJIOTHYECKUX TI0Ka3aTeleH.
- ITanueHTEl MOXK|TOTO BO3pacTa crapme 65 JET: PeKOMEHIOBAH KOHTPOJIb (PYHKITHH
[OYCK W Ie4eHH. PeKOMEHIyeTcs NPUMEHATH ¢ OCTOPOKHOCTBIO Y HNALMEHTOB MOXKEIOTO
BO3DPACTa IIOCIIE ONEPAITHiA.

OnuoBpeMerHOE npuMeHerwne ¢ npyrumu HIIBC

Crnepyer wusberath ONHOBPEMEHHOTO —IIPEMEHEHHS nopuokcukama ¢ HIIBC, sBxmouas
CENCKTUBHBIC HHIHONTOPEI UKIOOKCHTeHAa3b-2 (CM. pasjien 4.5).

Myavvmu3anys pricka BOSHUKHOBEHNS HEXEIATSIBHEIX b dheKToB

PrcK BO3HHKHOBEHHS HEXEIATENbHBIX P(MEKTOB MOXKHO CBECTH K MHUHHAMYMY, HCIOJb3Ys
camble HU3KHE d(Q(CKTUBHEIE TOSHI B TEUCHHES MEHUMAIBHO KOPOTKOIO Kypea, HEOGXOIIMOro
AT KOHTPONA CHMITOMOB (CM. pasmen 4.2, a Take ¢ y9eToM KeIyJOYHO-KAIICYHEX H
CEPIETHO-COCY AUCTHIX PHCKOB, IEPEUHCIICHHBIX HIDKE).

KenynouHo-KuIMeYHbIe KPOBOTEUEHHS, H3BI3BICHAS U Iepboparm

JKery no9HO-KAIETHEIE KPOBOTEUCHNS, U3bA3BICHNA U TIep(oparuy: IIPH UCIIONB30BAHMHE BCEX
HIIBC OpumM 3aperucTpHpOBAHBI KEILYIOTHO-KHIICUHEIE KPOBOTE€UCHHS, W3BI3BICHUSI WIIH
mepQopartii, KOTopsle MOTYT IPHBECTH K JIETATBHOMY McxXony. OHM BOSHMKAIH ¢ W Oe3
IPEAYNPERTAOMMX CUMITOMOB HJIM CEPHE3HBIX JKEIYIOYHO-KAIIEYHBIX OCIOKHEHHH B
aHaMHe3€ B TI000€ BpeMs TEPaIIHH.

PHCK eIy {09HO-KHIIEYHBIX KPOBOTCUSHHIA, 3B Wik TephOpAINHA BHIIE ¢ YBEIMICHAEM TO35L
HIIBC, y maruedToB ¢ sA3B0H B aHaMHE3e, 0COOEHHO eCIIM OHA OCIOXKHSIIACH KPOBOTCUCHHUEM
iy nepdoparueit (M. paszien 4.3), ¥ y DaUeHTOB MOXEIOrO BO3pacTa. Y STHUX NAIHEHTOB
JICUCHHUE CIIe/lyeT HAYMHATh ¢ CaMOH HH3KOM JI03BI, KOTOpas BO3MOXKHA (CM. pasfel 4.2). Nnsa
3THX NAIWEHTOB M JUIA MAIlMEHTOB, KOTOPHIM TpeOyeTCs OIHOBPEMEHHOE JICUCHWE HU3KWUMH
J03aMK  ANCTWICAINIWIOBOM KHCIOTHl WM JPYTHEMHU JICKAPCTBECHHBIMA  CPEICTBAMH,
CHOCOOHBIMHU YBEMYMBATL PHCK HEXENATEIHHBIX PEaKIUii CO CTOPOHEI JKEITy JOYHO-KHIIIETIHOTO
TPaKTa, CICIYeT PacCMOTPETh KOMOMHMPOBAHHYIO TEPAIlHIO C TaCTPO3AIUTHEIME CpPeICTBAMHE
(HamprMep, MA30IPOCTON WM MHTHOMTOPHI IPOTOHHOM mOMMBI) (cM. HHGOPMAIHIO HIXE, a
TaKKe paszen 4.5). PexomentyeTcs peryspHoe HaGlOAeHAE Y Bpada.

ITaneRTsI € XKEIYNOYHO-KHAIMEYHON TOKCHYHOCTHIO B aHAMHE3€, B OCOOCHHOCTH IIOXKHIIOTO
BO3pacTa, JOJDKHEI IPOMHCTPYKTHPOBAHEI 0 HEOOXOIUMOCTH COOOMICHUI 000 BCEX HEOOBITIHBIX
a0ZOMWHANBHBIX CHMITOMaX (B OCOOCHHOCTH O IPH3HAKAX IKEIIYAOYHO-KHIIEIHOrO
KpOBOTEUEHU); OCOOCHHO B HaUaJe JICUCHUS.

Crnenyer  coOmroaTh  OCTOPOXXKHOCTH — HAWEHTaM,  OJHOBPEMEHHO  IPHHHEMAIOIIAM
JIEKapCTBEHHBIE CPEJICTBA, MOBBIMAIOMNE PUCK H3BA3BICHUM MM KPOBOTCUCHUM, TaKHMX Kak
mepopaibHble  KOPTUKOCTEPOUIBI, AHTUKOATYJIIHTHI (TakWe Kak BappaphH), CEICKTHBHEIC
MHTHOUTOPEI OOpaTHOTO 3axBaTa CCPOTOHWHA WM AHTHATPETaHTHBIC CPENCTBA (TakWe Kak
areTUIICATUITIIOBAsd KuclioTa) (cM. paszjuen 4.5). COTJACOBAHO

MMHUCTEPCTBOM B3IPABOOXPAHELIH
PECHYBJUKH DENAPYCEH
Ipuxas MuuncrepcTsa 83pasooxpanes:

Pecaybamiu Bauapves z
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llpy BO3HHKHOBEHMH KEITyOTHO-KMIICIHBIX KPOBOTEUEHHH WITH M3BS3BICHAN y IANWEHTOB,
IPYHAMAOIINX JIOPHOKCHKAM, JIEYCHHE HEOOXOAUMO IIPEPBATh. 3319 - 2% 19
HIIBC cnenyer mWCIONb30BaTh ¢ OCTOPOKHOCTHIO Y OONBHEIX C JKEITY JOYHO-KUIICUHBIMH
3a00/IeBaHISIMY B aHAMHE3€ (I3BEHHBIM KOJIWT, GONE3HE KpoHa), Tak Kak ux OPHEMEHEHUE MOXKET
BBI3BATH 00OCTpenue 3a00neBanus (cM. paszen 4.8).

ITanmeHTH! MOXAITOro BO3pacTa

Y [anWeHTOB MOXMIIOTO BO3pacTa HAGMIONACTCS IOBBINEHHAS YACTOTA BO3HHKHOBEHII
HexenaTenbHbX peaknuit Ha HIIBC, mpexne Bcero ey ouHO-KWIMEYHBIX KpOBOTEUEHU U
nephopainuii, KOTOPEIE MOTYT IPHABECTH K JETALHOMY MCXOy (CM. paszern 4.2).

Cepe4HO0-COCY IUCTHIE ¥ [Iepe6POBACKYISIPHEIE 5D heKTE!

HeobxonuMsl anexsaTHoe HaOmIocHHE W UHCTPYKT&X [AllAEHTOB C apTepHANbHOM
TUIEPTEH3HEH W/HIM CEepIeTHO HelOCTATOYHOCTHIO B AHAMHE3E YIIH B AKTHBHOM COCTOSTHHH,
TaK XaK B cBA3H ¢ Tepanueit HIIBC onmcansr 3amepsxka KUAIKOCTA U OTEKH.

Kimanyeckue wmccmeqoBanus M SIHAEMHONOTHYECKHE NAHHDIC YKa3bIBaIOT, YTO TIPHMEHECHHE
Hexotopex HIIBC, B wacTHOCTH, IpH BBICOKOH NO3MPOBKE ¥ B paMKax JUTHTEIBHOTO JCYCHNS,
MOXCT OBITH CBSI3aHO C YBEIHYCHHEM PHCKA apTEPHABHBIX TPOMOOTHYECKUX OCTIOKHEHHE
(Hanpumep, uHObAPKTa MHOKApNa ¥ WHCYIbTA). VIMEIOMEXCS NAHHBIX HEIOCTaTOYHO, YTOOEI
HCKIIOYUTH TAKOH PHCK IS JIOPHOKCHUKAMA.

IIprMerenye TOPHOKCHKAMA Y MAIHEHTOB ¢ HEKOHTPOIMPYEMOit apTepuabHON THIEepTEH3HEH,
XPOHHUYECKOM CEPAEUHON HEIOCTATOUYHOCTBIO, YCTaHOBIICHHOH HITEMHUYECKOM OOJIEC3HLIO cepaua,
3a00NCBaHAAME  TIePUGEPHIECKAX apTepril w/vim [epeOpOBACKYISIPHBEIMA  3a00JICBAHASIMHE
AOJDKHO IPOBOMUTHLCA TOJBKO HOCHE TINATEILHOM OIEHKH IOJIB3EI B pUCKOB. [1om06Has omeHka
JNOJDKHA GBITh CAleNaHa JIo Hadana JOJrOCPOYHOTO JICUSHHAs Y NAUEHTOB ¢ dbaxropamu pucka B
OTHOMICHMY CEPICIHO-COCYTUCTRIX 3a0O0NeBaHull (HampuMep, apTepuaibHas THIIEpPTCH3HL,
THICPIUIUCMAS, CaxapHbIi [1a0eT, KypeHwne).

OnuoBpemennoe neyerne HIIBC u remapmroM B CBS3M CO CIHHANBHON MIA SIUAYpabHON
aHECTE3HEH MOBHIIACT PACK CIMHATLHEIX/ SIIYPAIBHEIX TeMaToM (CM. pasell 4.5).

HapynieHus co CTOPOHBI KOKH ¥ IIOIKOKHBIX TKAHEH

Tsokenble, wWHOTZA  BEI3BIBAIONIME IETANbHBIA  WCXON  KOJKHEIC peaKnu|, BKIIOYAs
3KC(OIMATHBHEIA JePMaTHT, CHHIPOM Crusenca-/[xO0HCOHa, TOKCHYECKHN SHMIEPMATLHBIN
HEKPOIU3, OYCHb PEIKO ONMHCHIBAIKICE B CBsi3H ¢ npumenenneM HIIBC (cm. paszen 4.8). Cambiit
BEICOKHH PHCK Ul TAKUX PEaKIMi CYINecTBYeT B Ha4ajle TEPAalWy, B OOJBIIMHCTBE ClIydaeB B
UEPBBIA MECAI JiedeHIs. [Ipn nepBoM BOSHEKHOBEHHY KOJKHOW CHITH, TIOPAXKCHUH CIIA3HCTHIX
00ONIOYeK WM JAPYTMX IIPH3HAKOB TOBBINEHHON WHIMBHLYaIGHOMN YyBCTBATEIIHFHOCTH
JIOPHOKCHKAM CJICTyeT OTMEHHUTE.

Hapymenus co CTOPOHEI NBIXaTeTbHOM CHCTEMEI

C OCTOPOKHOCTBIO CHe/lyeT Ha3HAYATh MAIFCHTaM, CTPAJAOIAM GPOHXHAIGHON acTMOH WK ¢
HaIMIMeM acIMbl B aHaMHE3e, Tak Kak coobmanock, uro HITBC Moxer BEI3BaTh y Takmx
TIAIEHTOB OPOHXOCIIA3M.

CucreMHad KpacHas BOJYaHKA ¥ CMEIMaHHOE 3a00/ICBaHNe COSIMHUTEILHOM TKAHA

Y DanueHTOB € CHCTeMHOM KpacHo# Bomgankod (CKB) m cMemamHBEIM 3a60jI€BaHHEM
COC/IMHNUTENBHON TKaHW HEOOXOIMMO HPOSBIATH OCTOPOXKHOCTH BBHAY IIOBBINEHHOTO PHCKA
aceNTUYECKOr0 MCHUHTUTA.

HedpoTokcwmaHOCT
Cosmectroe mpuMernenne HIIBC m TakponmMyca MOXET YBEIHIUTH PUCK HePDPOTOKCHYHOCTH
H3-3a CHIDKEHHOTO CHHTE3a IPOCTAlMKIMHA B IMOYKax. Y IAI[HEHTOB, IOJYYAIOIIHX HOX00HYIO

COTITACOBAHO

MHHHCTEPCTBOM BJIPABOOXPAHEHIS 4
PECIIYBJIUKH BENAPYCEH

Hpuxas Munncrepcrsa BAPABOOKPANEHT 5

Fecaybnuxsn Benapyes b
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KOMOHIMPOBAHHYIO TCPalliio, CIefyeT TIMATeIbHO KOHTponmposats dymkfhid=Homex (om.

pazzen 4.5).

OTKIOHCHHS Ta00PATOPHBIX OKa3aTeNneil OT HOPMEI 3 5 18 20 18
Kak m mns Gompmmmcrea apyrwx HIIBC, Gbum 3apETUCTPUPOBAHE] " CIIydaW VBEIHYCHHUS
KOHICHTPAIMM TPAHCAMHHA3, OWIMPYyOWHa WM APYIHX mOKasaTelell (YHKIMM TeYeHH B
CBIBOPOTKE KPOBH, 4 TAK)Ke YBEIMICHHs YPOBHS KPEATHHIHA H a30Ta MOYCBHHEI KPOBH HL APYTHE
U3MCHCHHUS 1a00paTOPHBIX ITOKasaTeNiel. ECIM 3TH OTKIOHEHHS CTAHOBSTCS 3HAYATEIHHLIME

M COXpAHSIOTCSA, HMCHONB3OBAHMC —JOPHOKCHKAMA CNCAYET TPEPBATh X  IIPOBECTH
COOTBETCTBYIOIIEE 00CIIEOBAHIE.

JlaxTo3a

JlaHHOE JEKApCTBEHHOE CPEACTBO COMEPIKHAT nakro3y. IlamueHTHI ¢ pemkoil HacTemCTBEHHO
HCIICPEHOCHMOCTRIO TallaKTO3BI, JTAKTAa3HOH HENOCTATOYHOCTHIO W MaThabcopOmuell TTIOKO3bI —
TalaKTO3B! HE MOJDKHBI IPHHUMATE 9TO JIEKAPCTBEHHOE CPEICTBO.

PepTHILHOCTE
IIprMenerre TOPHOKCHKAMA, KaK d I0OOro APYTOro JIEKApCTBEHHOI'O BEIIECTBA C H3BECTHELIM
HHIHOMPOBAaHUEM IUKIIOOKCUTI€HA3El/ CUHTE3a IPOCTarJIaHuHOB, MOXKET oKas3arhk

OTPHUIATE/FHOC BIMAHAC Ha (EPTHIBHOCTS M HOITOMY HE PEKOMEHAYETCS Ui IIPUMEHCHHUS
KCHIMUHAMY, TUIAHEPYIOINUM OepeMeHHOCT. J[If JKEHINUH, HMCIBITHIBAIOIIEX TPYOHOCTH C
HacTyIUIeHHEM GepEMEHHOCTH, WK MIPOXOSINUX 06CIIE[0BAHHE IO HOBOJY OECIIONMS, CIEMyeT
PaccMOTPETH BOSMOKHOCTH OTMCHEI JIOPHOKCHKAMa (CM. paszen 4.6).

Berpsnas ocnia

B HCKIFOUATENBHBIX CIydYasx BETpsHAs OCIA MOXET IPABECTH K CEPLE3HBIM MHEKTHOHHBIM
OCTIOXKHEHHSM KOXXH M MATKUX TKaHEH.

Mo cux mop Hemp3s HCKIoUnTH, uto HIIBC MOTryT CIIOCOGCTBOBATE YXYIUICHUIO TEUCHUS STHX
undexnumii. [TosTomy nenecoobpaszHo m3Gerars IPUMCHEHHS TIOPHOKCHKAMa IIPU BETPSAHOM ocIIe.

4.5. BsammoneiicTBHe ¢ JPYrMMH JeKapCTBeHHBIMH cpeacTBaMH H Jpyrue (Gopmei
B3auMoaencTrBua

OoHospemennoe npumenenue 10pHOKCUKAMA C:

— YumemuOuHoM: TPUBOMAT K IOBBIICHHOH KOHIEHTPAIM YDOBHS JOPHOKCHKaMa B
IIasMe, YT0 MOXCT —IOBBINATH PHCK BO3HMKHOBEHHA HOOOUHBIX d(QEKTOB NOpHOKCHKAMA
(B3auMOzEHCTBH MEXIY JIOPHOKCHKAMOM M PAHUTHIMHOM HITH MEXIy JOPHOKCHKAMOM W
aHTauIaMu He 0OHAPYKEHO).

- anmuxoazynanmamy: HIIBC MoryT ycunusaTh JeiicTBEEe aHTHKOATYIIHTOB, TAKAX KaK
Bapdapun (cM. paszen 4.4). Ilokasan xorTpors MHO.

- ennpoxymonom: camKeHre 3PPEKTHBHOCTH JTCUESHHAS (EHIIPOKYMOHOM.

— eenapunom: HIIBC npu ONHOBpEMEHHOM IPHMEHEHHH C TeIAPHHOM B CBS3H CO
CIUHANBHOM WM SHUIYPalbHOH aHecTe3Wel IOBBUNAIOT PHCK KPOBOTCUCHHS, 4 TaKoKe
CHMHANBHEIX WA STHIY PaTbHEIX TeMaToM (CM. pasien 4.4).

- unzubumopamu AIIP: aHTHTANIEPTEH3UBHOE NeHcTBAE HHTHOGHTOPOB AII® MOXKeT GHITH
CHIDKEHO.

- Ouypemuxamu: CHIDKCHHE IUyPETHYECKOTO U  AHTUTHICPTCH3MBHOTO  JEHCTBHS
ICTIEBBIX, THA3HAHBIX W KaluHCOEpEraromuX IHypPEeTHKOB (TOBBINEHHBIA PHCK PA3BHTHSI
THHEPKATHEMUH 1 He()POTOKCHIHOCTH).

- bema-bnoxamopamuy: CHIDKCHIE aHTHTATIEPTEH3UBHOTO 3 deKTa.

- broxamopamu  peyenmopos awzuomensuna Il CHEDKEHHE AHTHTHIEPTEH3HBHOTO
addexra;

- Ou2oKcuroM: CHIDKEHHE IOIEIHOr0 KIMPEHca JUTOKCHHA, YTO TOBBINAET PHCK PA3BHTHS
TOKCHYIHOCTH JIATOKCHHA.

COTJIACOBAHO 5
MHHHCTEPCTBOM 3/IPABOOXPAHEHUS
PECIIVBJIMKH DEJAPYCh

Hpuxas Muaucrepersa 35pasooxpanenms
| 9 PRS- LY mmmmn Eal .



HO PB

— KOpMUKOCMepouoamy: IOBBINCHHBIA pPHCK meﬂyaotmo-xngegﬂfnﬁ H3BA3BICHUN WITH
KpoBoTedeHuH (cM. pazmen 4.4). Qe " i

- XUHOIOHOBbIMY  AHMUOUOMUKAMYU  (HANPUMED,  1eBOPIOKCAYUHOM, ognoxcayunom):
HOBBIIICHHBIN PHCK BOSHEKHOBEHHS CYA0POKHBIX IPHIIAIKOB.

- AHMUMPOMOOYUMAPHBIMU  CPEOCMEaMy  (Hanpumep, Klonuoozpenem): TOBBINECHHBIH
PHCK KpoBOTEUeHMH (CM. pazner 4.4).

- Opysumu HIIBC: TOBBINICHHBIH PHCK eIy OYHO-KAIIEUHEIX KpOBOTEUCHUN u
H3LI3BIICHUN.

- MEmOmpeKcamom: IOBBIICHHBI YPOBEHb METOTPEKCaTa B CHIBOPOTKE. DTO MOMKET
IPUBECTH K IOBBIICHHOH TOKCHIHOCTH. ECIi He06X0MMO IPOBEEHAE COBMECTHOM TepamuH,
CTeNly€T yIeUTh BHIMAaHUE TINATEIIEHOMY KOHTPOJIIO.

- CENEKMUGHBIMU UHSUOUMOPaMU 0OPAMHO20 3aX6aMA CepOMONUNG;: TIOBBIICHHE pHCK
KpoBOTEUCHHH (CM. paszen 4.4).

- aumuem: HIIBC mOmaBIMoT modedHBI KIMpEHC JIMTHS W TaKEM 00pa3zoM MOTyT
TIOBBICHTb KOHIICHTPAIHMIO JIMTH B CHIBOPOTKE KPOBH CBEPX IPAHHIl TOKCHYHOCTH. IlosToMy
HEOOXOUMO KOHTPOIHPOBATh YPOBEHD JUTHS B CHIBOPOTKE, B 0COOCHHOCTH BO BpeMs Hadaia
JIEYCHUS, IPH KOPPEKTHPOBKE 0351 UIIA OTMEHE JICUCHUS.

- YUKIOCNOPUHOM: TIOBBINECHAE KOHIGHTPALMY NUKIOCIOPHHA B CHIBOPOTKE KPOBH.
lloyeunas TOKCHYHOCTh NHMKIOCHOPHHA MOIKET YCHIHTBCA 32 c4eT 3PdEeKTOB, KOTOpHIE
OTOCPENIOBAHBL  IIOYCYHBIMM HPOCTaraH uHaMu. IIpE coBMeCTHOM Tepammu HeO6XOMHMO
OCYINECTBILITH KOHTPOJIb OUCIHON (DYHKIIAH.

- NpENapamamii. Cyno@OHULMOUEEURbL (HanpUMep, 2AUbeHKIAMUO): TOBBIICHHBIH pHCK
THIIOTTTAKEMUH.

— US6ECHHLIMI. UHOYKMOpaMu. U uHeubumopamu usogepmenmos CYP2CY: JIOPHOKCHKaM
(kax u nmpyrme HIIBC, 3aBucmMble or mmroxpoma P450 2C9 (msodepment CYP2CY9)
B3aHMOJICHCTBYET C U3BECTHBIMY HHAYKTOPAMH W MHTHOHTOpAMY msopepmentor CYP2C9 (cm.
paszen 5.2 brorparcdopmarus).

- MAKPONUMYCOM: YBEMIMBACTCS PHCK MOYEIHON TOKCHYHOCTH B CBS3H C YMCHbIICHHEM
CHHTE3a IPOCTALMKINHA B IIOYKaX. 1Ipu coBMECTHOM MpuMeHeHHH HEOGXOMUMO OCYIECTBIIATh
KOHTPOJIb ToYeuHOM QyHxmy (cM. pasuen 4.4).

nemempexceoom: HIIBC MOTyT CHIKATh IOYEUHBIH KIIEPEHC IeMEeTpPEeKCcea U TaKUM 00pazoM
TIOBBIMIATE IOUCTHYIO U JKEITY JOYHO-KHIICIHY 0 TOKCHIHOCTh ¥ IIPHBECTH K MUETOCYIPECCHHN.
llpz mpueme c¢ mnmme#t npemapara Kcedokam aGcop6ums JOPHOKCHKAMa 3aMeJ[ISeTCs.
Benezcrsre sroro, Kcebokam He cuemyer mpmHEMATe BMECTe ¢ THINEH, ecim Tpebyercs
ObICTPOE HACTYIIICHAE 00e360mMBaromero sddexra.

1Ixmma MOXeET yMeHBIMUTE aGCOPOLHIO mpenapaTa IpUOIH3HTENsHO Ha 20% H YBEIMYIATH Tmax
(em. paspgen 5.2 Buotpanchopmans)

4.6. Ilepmon GepeMeHHOCTH U IPYAHOr0 BCKAPMIMBAHAS

bepeMeHHOCTD

JlopHOKCHKaM HPOTHBOIOKA3aH B TPETHEM TPHMECTPE GEPEMEHHOCTH (CM. pasznen 4.3), ero
TAIOKS HE CJIE/lyeT IPUMEHATH B IIEPBOM U BTOPOM TPEMECTPE GEPEMEHHOCTH | BO BPEMS POJIOB,
IOCKOJbKY KIMHWICCKHE JAHHBIE [0 JIEYESHUIO BO BPeMs OEPEMEHHOCTH OTCYTCTBYIOT.
JlocraTodHEle [aHHBIE 10 NPUMEHCHWIO JODHOKCHKAMA OEPEMCHHBIMEA S KEHIHHAMHE
OTCYTCTBYIOT. OKCICPAMEHTATbHBIE HCCIENOBAHMS Ha JKUBOTHBIX —IIPOJEMOHCTPHPOBAIA
PEIPOIyKTHBHYIO TOKCHYHOCTH IIpenapara (cM. paszaen 5.3).

Ipumenenne HIIBC mpumepro Ha 20 Hezmene GepeMEHHOCTH W Ha 0OJee MO3THHX CpoKax
OepEeMEHHOCTH MOXKET BBI3BATH PA3BHUTHE HApyLICHWH (yHKIHE MOYeK Y IUIOJa, IMPHBOASIINEE K
OJIUTOTH/PAMHHOHY (MAJIOBOAMIO), & B HEKOTOPEIX CIydYasx, K HOYEIHOH HENOCTATOUHOCTH
HOBOPOXXIEHHOTO.

COTJIACOBAHO
MHHVCTEPCTEOM SHAPABOOXPAHEIS
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JlaHHbIe HEONAroNpUATHEIE MCXOABI B CPEAHEM HAGMIONAIOTCA IIOCHE HECKONBKAX THEH WM
menens npueMa HIIBC, xoTa B penkux ciydasx coo6Ianocs o Pa3BUTHH OJIATOTUAPAMHHOHA
yxe gepes 48 gyacos mocie Hagaia mpruema HITBC.

ManoBoznre gacto, HO He BCerna, SBILETCS OGPATHMEIM HOCHE MPEKPAICHAS IIPUMEHEHH
HITBC.

1Ipy jUIHTENEHOM HEPHOE MAIOBOMS MOTYT PA3BHBATHCS OCIOKHEHHS, BKIIOTAS KOHTPaKTYPhI
KOHEYTHOCTEH M 3a/IePXKKy CO3PEBAHMs JIETKHX. B moCTperncTpanmoHEOM Ieproze coobmanoch
O CiyJasX HapymieHHs (QYHKIME IIOYeK y HOBOPOXIEHHBIX, TpeGyromux IIPOBEICHMS
HHBA3SUBHBIX MPOLE/YP, TAKHX Kak OOMEHHOE [ePENHBAHAE KPOBH WV THAN3.

NurubupoBanne CHHTE3a IPOCTATIAHIWHOB MOXKET OKa3aTh OTpHIIATEIbHOS BIINMSIHWE HA
OepeMEHHOCTh H/MI PasBATHE SMOPHOHA/IIOAA. JJAHHbIE SHHIEMAOTOIHICCKIX HCCIICIOBAHMIMI
YKa3blBaloT Ha NOBBINCHHBIM PHCK BBIKMABINA H KapIUalbHBX MambGopMammii mocie
UPUMEHEHNS HHIEOUTOPOB CHHTE3a HPOCTAIVIAHAWHOB HA DAHHUX Cpokax OepeMEeHHOCTH.
IIpepmonaraior, 910 pHCK BO3DACTAET C YBENMUCHHEM 03Bl H JUTATC/IBHOCTH JTCUCHHS. Y
KHBOTHBIX HA3HAYEHHE HHIHOUTOPA CHHTE3a IPOCTAITAH{UHA IPHBO/IIO K YBEIAIEHITO open-
¥ MOCTAUMILIAHTAAOHHO! JIOTEPH U YBENHYCHHIO SMOPHOQETATLHOM CMEPTHOCTH. Waruburopsr
CHHTE32 MPOCTAITIAH/MHOB HE CNENyeT HPYMCHSTH BO BPEMs HEPBOIO M BTOPOTO TPHMECTPOB
OEepEMEHHOCTH, KPOME CIIy4aeB, KOIJIA 9TO ABHO HEOOXOIIMO.

Bo Bpems Tperhero TpumecTpa GepeMeHHOCTH MHTHOHTOPH! CHHTE3A IPOCTArIaHMHOB MOTYT
IIPHBECTH K KapAHOIYIbMOHATBHON TOKCAYHOCTH Y II0Aa (C IPEKAEBPEMEHHBIM 3aKPBITHEM
apTEpPHAIbHOTO IPOTOKA M JIETOYHOM THIICPTEeH3HWEH) W BHI3BATh HapylleHWe (YHKIHH IOYEK,
KOTOPOS MOXKET I[POTPECCHPOBATh BIUIOTH A0 MOYEYHOM HEIOCTATOYHOCTH C IIPOSBICHHEM
OJIMTOrUIpaMHHOHA. B KkoHIE OepeMEHHOCTH y Marepd H HOBOPOXICHHOTO HHTUOUTOPEI
CHHTE3a MPOCTANIAHAMHOB MOTYT YINHHATH BPEMs KPOBOTEUEHHS H MOIABIATH COKPAIICHHS
MAaTKH, 9T0 MOXCT INPUBECTH K 3a/ICPXKKS WM YBEIHYECHHIO LPOAOJDKHTETLHOCTH POJOB.
HosroMy nprvenenue TOPHOKCHKAMa IPOTHBOMOKA3AHO B TPETHEM TPUMECTpe OepeMEeHHOCTH
(cM. paszgen 4.3).

I'pynHOE BeckapmirnBanye

Harubie 06 SKCKperuy TOPHOKCHKAMA B MATEPHHCKOE MOJIOKO OTCYTCTBYIOT. Y KPEIC B IIEPHOL
JIaKTalMi JIOPHOKCHKAM B OTHOCHTEIFHO BBICOKMX KOHIIEHTPAIWMSX IIONANAET B MATEPHHCKOE
MOJIOKO. JIODHOKCHKAM He CIIeyeT IPAMEHATH KOPMAINUM SKCHIHHAM.

DepTHILHOCTH
ITprMmeHeHRE JIOPHOKCHKAMA, KaK ¥ JEOO0T0 JIPYTOro JIEKAPCTBEHHOTO BEINECTBA C M3BECTHLIM
HHTAOUPOBAHHEM IMUAKIIOOKCHTEHA3EI/CUHTE3a IIPOCTArIaHIHHOB, MOJXKET 0Ka3arTh

OTPHULATENBHOE BIMAHUEC Ha (EPTHILHOCTS M HOITOMY HE PEKOMEHIYeTCS I NPUMEHEHHS
KCHIMHAMY, UIAHAPYIOIMM OepeMEeHHOCTh. JIT JKCHINHH, WCIBITHIBAIOIUX TPYXHOCTH C
HACTYTUTEHHEM OePEMEHHOCTH, HIIM IPOXO/IATIIX 0GCIeA0BAHNE [0 IOBOJTY GECILIONHS, CIIeAyeT
PaccMOTPETH BO3MOXKHOCTS OTMEHEI JIOPHOKCHKAMA.

4.7. Bausm@e HA CIOCOGHOCTH YIPABJATHL TPAHCHOPTHHIME CpeacTBAMM WM APYTHMH
MeXaHHu3MaMH

ITanenTam, y KOTOPBIX IPH JICYEHWH JIOPHOKCHKAMOM BO3HHKAIOT TOJIOBOKPYKCHHUE W/HIIA
COHJIMBOCTB, CJICAYET BO3ACPIKUBATHCA OT YIPABICHUS aBTOMOOHIIEM | IPYIMMHA MEXaHU3MaM¥.

4.8. Ilo0ouHoe neiicTRHE
Hawbonee vwacThiMu HexenaTenbHEIME peakrmsivMyu HIIBC sBISIOTCS peakmul co CTOPOHEL
XKEIyJOTHO-KAMICYHOT0 TpakTa. Bo3MokHO pasBHTHE NENTHYSCKUX 3B, mepdopanuy WM
XKEIy AOTHO-KAIICYHOI0 KPOBOTEUECHHS, B DPANE CIydaeB YIPOXKAIOIMUX JKH3HH, OCOGEHHO Y
IMOXUIBIX HaueHToB (cM. pasznen 4.4). Ilocie mpumenenms HIIBC oTMedanuch TOITHOTA,
pBOTa, JaWapes, METCOPH3M, 3amop, NUCHENCHsA, OO B JKHUBOTE, MENCHA, PBOTa KPOBBIO,
SI3BEHHBIA CTOMATHT, o0ocTpenue koiuTa U 6oxe3sad Kpona (cMm. paszgen 4.4). B Gomee pemxmx
CIIydasX pa3BUBAJICS TaCTPHT.

COTJTACOBAHO !
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Oxono 20% malmenToB, NPEHAMAIOIAX JOPHOKCHKAM, MOTYT HCIBITHIBATE HEXETATeIbHBIE
peaknuu. IIpm mpueMe JOpPHOKCHKAMa HamOOIee YaCTBIMA HEKeIATeIbHBIMH peakusIMu
ABJIAIACH TOIIHOTA, JMCIEICHS, PACCTPOMCTBO MUIIEBAPEH s, GOIH B KUBOTE, PBOTA U JTHAPESL.
B nemoM mMeromumecs pe3ynbTaThl KIMHAYECKHX HCCIENOBAHMN YKA3HBAIOT HA pasBuTHE
JTaHHBIX CHMIITOMOB Y MeHee 9eM 10% manueHTos.

Ipu nevenmm HIIBC 6bUiE 3apervicTpHpoOBAaHBI CIIydaw PasBUTHA OTEKA, apTepHAIbHOI
THIICPTCH3NM, CEPICIHON HETOCTATOYHOCTH.

KnuHudeckre HCCIETOBaHMA W  JIHIEMHOJOTMYECKAE JTAHHDIC CBHIIETEIILCTBYIOT, YTO
npuverenne Hekoropbix HIIBC (0coGeHHO B GONBINMX [I03aX W IIPH JIHTETBHOM JICYCHUH)
MOXCT YBCIIMYUTh PHUCK BO3HUKHOBEHHS AapTEPHAIBHBIX TPOMOO30B (manpumMep, wHbapKT
MHOKap/ia WM MHCYJILT) (CM. paszen 4.4). :

VckmoauTensHO PEAKO MOTYT BOSHHKATH TSKEIIHIS UHQEKIIOHHEIE OCIOXKHEHAS KOXH N
MATKHX TKaHEH Ha (OHE BETPSHOM OCIIEL.

Hmxe npescTaBieHs! JaHHEIC 0 HEXENATENBHEIX PeaKIHsX, KOTOpPBIE BLIABIISUIACE B 0oliee geM
0,05% m3 6417 narenToB mociie MpAMeHeHws JEKapCTBEHHOTO IIperapaTa JOPHOKCHKAM B XOJIE
nposenerus II, Il u IV da3 kmamgecknx necnenopanmii.

HexenarenbHble peakiuu KIacCHQHUIUPYIOTCS B 3aBHCHMOCTH OT YACTOTEL BCTPEIaEMOCTH:
O4eHb dacTo (=1/10); wacto (=1/100, <1/10); mewacro (>1/1000, <1/100), penxo (>1/10000,
<1/1000), ogers pemxo (<1/10000), gacroTa Hem3BecTHA (HEBO3MOXKHO OLIEHATH HA OCHOBAHHHA
HMCIOIMUXCS JaHHBIX).

Tabmama 1: Hexxenarensunie 5 dexTs

CucremHo-opragueiii | YacToTa Hesxenarensupie peaknun

KJIace

Hudexunonusie u Penxo QapunruT

Hapa3uTapHEE

3aboneBaHusg

Hapymenns co Penko AHeMusl, TPOMOOIUTONEHHS, JIEHKOIEHNS,

CTOPOHEI KPOBH U yYBEIXYECHHE BPEMEHU KPOBOTCUCHUS

MM paTHIeCKOM

CHCTEMEL Ouenn Ikxumo3. Coobmanocs, uro mprem HIIBC sBisercs
penko IPHYAHON MOTCHIUAILHO TSDKESIBIX HAPYIICHHH CO

CTOPOHBI KpOBCTBOpHOfI CHCTCMBI, TAKHUX KaK
HCfITpOHCHPISI, arpaHyJIOHUTO3, allJIaCTHYeCKas
AHCMHSA ¥ TEMOJIMTHYCCKAA aHEMMUS, (KJIaCCOBBIe

3¢ HEeKTEI)
Hapymenus co Penko I'muepayBCTBHTENEHOCTD, BKITFOYAS
CTOPOHBI IMMYHHO# aHa()MIAKTOMTHEIE H aHA()MIIAKTIYECKIE PeAKIIH
CHCTEMBI
Hapymenus Heuacto ABoOpexcHs, I3MEHEHHE Beca
MeTabonu3ma u
TIATaHUS
[lcuxuaeckue Heugacto becconnumna, nenpeccus
HapyIeHUs

Penko CryTaHHOCTH CO3HAHUS, MOBBIIICHHAS

BO30YAMMOCTH, BO30YKICHHE
Hapyimenus co Yacto Cnabas 1 mpexoasinas rojIoBHas 60k,
CTOPOHBI HEPBHOH TOJIOBOKPY KEHHUE

LRSS
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CHUCTEMBI Penko COHIIMBOCTE, IIAPECTE3UH, TUCTEB3HS, TPEMOD,
MUTPEHB
Ouenp AcenTadeckuii MeHUHTAT y manuenTos ¢ CKB u
penxo CMEIIaHHBIMU 3a00JIEBAHUSIMHE COEAUHATEIHFHOM
TKaHu (cM. paznen 4.4)
Hapymenus co Yacro KoHbIOHKTHBAT
CTOPOHEI OpraHa
3peHus Penxo Hapymenws 3penns
Hapymenus co Hewacro I"onoBoKpy xeHHeE, MIyM B yIIax
CTOPOHBI OpraHa ciyXxa
U Ta0upuHTa
Hapymenwus co Heuacto Cepauebuenue, TaxuKapus, OTEK, cepeTHas
CTOPOHEI CepIIia HETOCTaTOYHOCTH (CM. paznen 4.4)
Hapymerus co Hewacro I'mmepemus, orex
CTOPOHEI COCYI0B
Penxo I'umepTensus, IpAIMBLL, KPOBOTEUEHHE, TeMaToMa
Hapymenus co Hewacto Pusnt
CTOPOHEI ABIXaTEIbHOM
CHICTEMBI, OPTaHOB Penxo Oppomka, xamenb, GPOHXOCIa3M
TPYIHON KIIETKH U
CPEIOCTCHHS
Kemynouno-kumeunsie | Yacto TommoTa, 60 B XHBOTE, AUCIETICHS, uapes,
HapyIIeHUS pBOTa
Hewacto 3amop, METEOPH3M, OTPEIKKA, CYXOCTh BO PTY,
TacTPUT, S3Ba XKeJIyaKa, 00Ib B BepXHEH 9acTh
XHUBOTA, A3Ba JBEHAANATANICPCTHOM KAIIKH,
SI3BEHHBIA CTOMATHUT
Penxo Mernena, pBoTa KPOBBIO, CTOMATHT, 330(arur,
racTpod30dareanbHbLi pedimokce, gucdarns,
a(TO3HBI CTOMATHT, TJIOCCHUT, HENITHYECKAs 3B C
nepdoparyei, ey 109HO-KHIIEYHOE KPOBOTECUCHAE
Hapymenns co Hewacto IToBenmieHIe OCHOXAMHUIECKUX HOKA3aTEICH
CTOPOHBI IICUEHU U Gysxmrm negernn (AJIT wmu ACT)
JKEITIEBBIBOIATIIIX
Ty Teit Ouenp I'enaTOTOKCHYIHOCTE, KOTOPAs MOXKET MPOABIIATECS B
penko BHJIE [IEYCHOYHON HETOCTATOYHOCTH, I'€IIaTHTA,
KENTYXH U X0JIecTaza
Hapymennsg co Hewacro Chimib, 3y, THIIEPTHAPO3, SPATEMATO3HAS CHIIlb,
CTOPOHBI KOXKH U KpanuBHHIA, oTek KBuHKE, amomernus
TIOJIKOXKHBIX TKaHEH
Penxo Jepmarut, sx3eMa, mypirypa

Ouenn
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KJIace 53?9 "2019
penKo JOKOHCOHA, TOKCHIECKHUI SIIMACPMATLHBIA HEKPOJIH3

Hapymenwus co Heuacro Aptpanrus

CTOPOHBI MBIIECYHOMH,

CKEJIeTHOM 1 Penxo boib B XOCTSX, MBIIEYHEL CIIa3M, MAAITHS

COCIIMHUTECIIFHON TKaHU

Hapymenns co Penko Huktypus, Hapymenue ModercITy ckaHnAs,
CTOPOHBI TOYEK U MOBBIIICHUE YPOBHS a30Ta MOYECBUHEI ¥ KPEATHHHUHA
MOYEBBIBOIAIMUX Ty Tl B KpOBH
Ouenb JIopHOKCHKaM MOKET CIIPOBOLUPOBATE PA3BHTIIE
penko OCTPO# MOYCUHOM HEAOCTATOYHOCTH Y IAIUSHTOB C

HapymeHuaME QYHKINY TOYeK B aHAMHE3e, TaK KaK
MOJIICPIKAHIE IIOYEYHOIO KPOBOTOKA 3ABHCHT OT
YPOBH IOYEYHBIX IPOCTArIAHANHOB (CM. pasiel
4.4). PazBuTHe HePPOTOKCHIHOCTH B PA3IMIHBIX
dbopmax (Bxmogas Heput u HedpoTHIeCKHit
CHHZIpOM) CBs3aHO ¢ mpumererneM HIIBC (kmacc-
cnenmbmaeckuii 3¢ dexr)

OO0mue HapyIeHus u Hewacro Henomoranwue, otek nmmna
peaKIun B MecTe
BBEICHHS Penxo Acrenus

Coo01mienne 0 MoI03pPEBAEMBIX HEXKEIATSILHBIX PEAKIIAIX

Baxzo coobmare o0 HOTO3PEBACMBIX HEKENATENHHBIX pPEAKIUAX IOCHE perucrpamnun
JICKapCTBEHHOTO CPEZCTBA € LENIBI0 O0ECHEYCHHS HENPEPHIBHOIO MOHUTOPHHIA OTHOIICHHS
ITOJIB3BI M PHCKA JIEKAPCTBEHHOI'O CPEICTBRA.

MenunuacKkEM — pabOTHEKAM — PEKOMEHAYeTCs coobmars o  JO6GBIX ITOI03PEBaEMBIX
HEXCIATCIbHEIX PEAKIHUAX JIGKApCTBEHHOIO CpeicTBa B PecmyGimkaHckoe —yHHTapHOE
upenmpuaTae «LIeHIp OKCHEPTH3 W HCUBITAHEM B 3IPABOOXPAHEHHE» (CM. paszel
«VHbOpMamIO 0 HeXeNaTeNbHEIX PEaKIIIX HAPABIATE IO apecy»).

4.9. TIlepemosmpoBka

B HacTosImuE MOMEHT HET JaHHBIX IO OCTPOH MEPENO3MPOBKE JOPHOKCHKAMA JUTS OIHCAHS
IOCTIETICTBAY [IEPEIO3UPOBKA MM PEKOMEH/IAIY CHEnu(pUIeCKHX cpencTs Tepanmn. OHaKo
P IEPEAOSUPOBKE JIOPHOKCHKAMA MOTYT HabIIONAThCs CIETYIOMHe CHMIITOMEL TONIHOTA,
pBOTAa, IiepeOpalibHbIe CUMIITOMBI (TOI0BOKPYKEHHIE, HapyIICHAE 3PEHR). MOTYT IPOSBITHCS
H CePBhE3HBIC CHMITOMBI, TAKAE KaK aTaKCHs BILUIOTH IO KOMBI U CyIOpPOr, HOPaKeHHe IIeUICHY U
IOYEK M, BO3MOXKHO, HAPYIIEHUS KOATY JISLUH.

B ciyuae nelicTBUTENbHON WTH IIPEIONATaeMoil HePeIO3UPOBKH CIIEyeT OTMEHHTH IIPeIapar.
JlopHokcukam ~ OBICTPO ~ BBIBOAWTCA W3 OpraHE3Ma ONarogaps KOPOTKOMY IIpHOJY
noiyBeBeneHus. JIOPHOKCHKAaM HE BEIBOAUTCS quanu3oM. Crienuuyecknii auTHIOT 0 CHX TI0p
Hem3BeCTeH. HeoOXoauMo mpeycMOTpeTh TPOBEACHHEES OOBIMHBIX HEOTIONHBIX MEPOIPHITHI,
BKJTIOYas IPOMBIBAHHUE KTy aKa. Ficxond u3 o0IIuX MIPUHIUIIOB, IPAMEHEHHE aKTHBAPOBAHHOTO
YIJIS TOJIBKO IPH YCIIOBHM €0 IPHEMa Cpasy ke IOcIe IpreMa JIOPHOKCHKAMa MOYKET IPHUBECTH
K YMEHBIICHHIO BCaChIBAEMOCTH IIpeniapara. HapymieHHs cO CTOPOHBI JKEJIyA0UHO-KHIEYHOTO
TpPaKTa, HalpAMEP, MOXHO JIEYHTH C IIOMOIIBIO aHAJIOTOB IPOCTATTIAHHHOB MM PAHUTHIAHOM.

COTJTACOBAHO
MUHHCTEPCTBOM 8PABOOXPAHEHS 10
PECTIYBJMEHN DEJIAPYCH

Tpuxas Muuncreperea sgpasooxpanerns
Pecnybanku Benapves
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S. OAPMAKOJIOI'TYECKHUE CBOMCTBA 3349 -3 01 g
5.1. ®apmakoguHamuka A ~ ‘
Dapmaxomepanesmuyeckas — zpynna: HECTEPOU/IHBIC  IPOTHBOBOCHAIUTEILHBIE  H

IPOTHBOPEBMATHIECKHE CPEJICTBA, OKCHKAMEBL.
Koo ATX: M01ACO5

Mexanw3m geicTBUS

JloprOKCcHKaM oTHOcHTCH K HIIBC Kjacca OKCHKAMOB C AHANBIC3UPYIOIMAMU CBOMCTBaMH. B
OCHOBE MEXaHW3Ma JIEUCTBUA JIOPHOKCHKaMa JICKHUT IOHABICHHUC CUHTERA IIPOCTATIIAHIHOB
(yTHeTEHHME aKTUBHOCTH H30(pepMEHTOB IUKIIOOKCHTCHA3kl), UTO BEAET K IECCHCHTH3AINH
nepu(epruIecKux OOJIEBBIX PEUCITOPOB H, COOTBETCTBEHHO, K MHIMOMPOBAHMIO BOCIAICHUSL.
Taroke mnpemmonaraerTcs NeHTpaIbHOe BIHSHEE HA BocmpuaTHe OO0NH, HE 3aBHCAIIEE OT
TIPOTHBOBOCIAIATEIILHOIO BO3ACHCTBHSL.

DapmakonrHAMEYECKHE CBONCTBA

JlopHOKCHKaM He BIHMSET HAa XH3HEHHO BAKHBIC ITOKA3ATEIH KH3ZHEICATELHOCTH OpraHm3Ma
(mampmmep, Temmeparypy Tela, 9acTOTy JIBIXaHHSA, YaCTOTY CEpJEYHBIX COKpAICHHIH,
aprepuanbHoe napnenue, nokasaremu OKI', compomerpun).

Knuangeckas 5ddekTHBHOCTE ¥ 6€300aCHOCTS

AHarnpresupyromee aeiicTBHe JOpHOKCHKaMa OBUIO  YCIEIIHO OPOJEMOHCTPAPOBAHO B
HECKOBKUX KITMHIICCKAX HCIBITAHUSX BO BPEMs Pa3pabOTKH IeKapCTBEHHOTO cpencTBa.

1Ipu neveHnn TOPHOKCHKAMOM, KaK H PYTHMH HITIBC, pacnpocTpaHeHHEIME HeXXeIaTebHbIMI
sdexTamu ABIAIOTCA OCIOKHEHUST CO CTOPOHEBL JKEIIYAOYHO-KHIIEYHOI0 TPAKTa BCIIEACTBUE
MECTHOTO pasIpaKCHMS IKEIYAOYHO-KHIOIETHOTO TPaKTa X CHCTEMHOTO YIBIEPOTEHHOIO
ACHCTBUSL, KOTOPEIE OIOCPEAOBAHBI HHTHOHPOBAHUEM CHHTESA IPOCTATJIaHIUHOB.

5.2. ®@apmakoxunernka
BcackiBanme

JIopHOKCHEKaM GBICTPO ¥ IMOYTH IONHOCTHIO BCACKIBACTCS W3 XKEJTYy TOTHO-KHINEYHOTO TPaKTa.
MaxcumanbHble KOHIEHTPAIUHY B IUIA3Me JTOCTUTAIOTCA IpuMEpHO Jepe3 1-2 gaca. AGcommoTHas
OMOOCTYIHOCTS JTOPHOKCHKAMa cocTaBister 90-100%. Opdexra mepBOro mMpoXOKIEHUS
IIpenapara 4epe3 Ne9eHb He HaOIronacTes.

O/HOBpEMEHHBIH IIPHEM JIOPHOKCHKAMA C ITHINEH CHEKACT Copax npuMepHo Ha 30% u moBEIIaeT
Timax ¢ 1,5 9 10 2,3 4. AGcopOIIHst TOPHOKCHKAMA (paccumrannas 1o AUC) MOKeT CHIKATHCS Ha
20%.

Pacnpenenenne

JIopHOKCHKAaM TIPHCYTCIBYeT B INIa3Meé B HEH3MEHHOM BUZE, a TaKkKe B (opme
THAPOKCHIIAPOBAHHOr0 Merabonura. CTEIeHb CBS3HIBAHMSA JTOPHOKCAKAMA C OETKAME ILIa3MEL
KpPOBH cOCTaBIIeT 99% W HE 3aBHCHT OT KoHueHTpanuu. Ilocie BBeneHUS IIOBTOPHOM JO3EI OH
TaKKe 00HApy KABACTCS ¥ B CHHOBHAILHOM JKHIKOCTH.

buotpanchopmanus

JloprokcHKaM —mORBEpraeICa BHIDWKEHHOMY METabONH3MY B IEYCHH, TIPEXKAE BCErO
IIOCPE/ICTBOM TIMIPOKCHJIMPOBAHKMSA 1O HEaKTMBHOTO METa0OIMTa S5-THAPOKCHIOPHOKCHKAMA.
Nzopepment CYP2CY yuacrsyer B 6mOTpanchopmarmu JIOPHOKCHKaMa. 3a CIeT FeHETHUECKOT0
noauMopdu3Ma Il JaHHOro (epMeHTa HMEIOTCS MeUICHHBIE U OBICTpBIE MeTabOIM3aTOPE,
IO3TOMY Yy MEICHHBIX METa00JM3aTOPOB MOMKET HAGIIONATHCS 3HAYMTENHHO MOBBINCHHELA
YPOBCHE JIODHOKCHKAMA B IUIa3Me KPOBA. ['MAPOKCHIMPOBAHHBNA METAGONHT HE IIPOSBILIET
(apmaxomormgeckoii axTuBHOCTH. JIOPHOKCHKAM IIONHOCTHIO MeTabOIU3UPYETCs, HPUIEM
IPAMEPHO 2/3 BHIBOIWTCS NEYEHHIO M NPHMEPHO 1/3 moukamMm B (OpME HeaKTHBHOM
cyOCTaHIHH.

B rccrenoBaHnsIX Ha KABOTHBIX JTOPHOKCHKAM HE IPHBOIWI K HEAYKIHH QEPMEHTOB IeveHy. B
KIMHAYECKUX ~MCCIENOBaHUSIX HE HaOMIOJAOCh aKKyMyJUIUM JIODHOKCHKAMa IOCTE
NOBTOPHOTO MPUMEHEHKSA B PEKOMEHIOBAHHEIX J03aX. DTOT PE3yNIbTaT MOATBEPKICH NAHHBIMHE
JEKapCTBEHHOI'O MOHMTOPHHTA B OHOTOMYHBIX UCCIICTOBAHUIX.

COTJACOBAHO

MUHNCTEPCTBOM B,HPABOOXPAHEHMFI 11
PECIIYBJIWKHU BEJIAPYCH

Mpuxas MuuucTepeTsa 2APGBOCKEPAHCIN S
Pecnybauku Benabycs
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Brisenienue 3318 ~-2019
Cpeneuii mepuoz IONYBBHIBEACHHMS HCXOJHOTO BEMECTBA COCTaBifeT 3-4 waca. Ilocie
mepopanbHOro mpuema npumepHo 50% BeBommTCsS ¢ KamoM # 42% IoukaM#, B OCHOBHOM B
(opme S-rumpoxcmmopHOKCHKaMa. [IepHon MONyBHIBEACHUS S-THAPOKCHIOPHOKCHKAMA IIOCIE
OJTHOKPATHOM MM ABYKPATHOW €XEIHEBHOH IapeHTepalbHON O3Bl COCTABISIET MPHMEPHO 9
gacoB. OTCYyTCIBYIOT HOKa3aTeNbCTBA M3MEHEHHS CKOPOCTH BBHIBENEHHS IIPH MHOTOKDATHOM
[PUMCHEHWH.

Y Dman@eHTOB MOXMIOTO BO3pAcTa cTapme 65 JjieT KiupeHc cHmkaercs Ha 30-40%. Kpome
PERyKIM KIMPEHC], 3HAYMMBIX W3MCHCHWN B KMHETHYECKOM Ipoduie JOPHOKCHKAMA Y
TOXKMJIBIX MAHEHTOB HE HAOIIOAAJIOCK.

3HAYUTENbHBIC U3MEHEHHS B KHHETHICCKOM NPOQHITE TOPHOKCHKAMA Y IAUERTOB ¢ MOYCHOMN
YUIM IIE9C€HOYHOM HENOCTATOYHOCTHIO OTCYTCTBYIOT, 33 HCKIIFOYCHAEM KyMyJIIHE Y TAlHEHTOB
C XpOHHYECKHM 3a00JIEBaHUEM IIEUEHHM IIOCIE 7-THEBHOTO JICUEHMS C SXKEITHEBHOM M030# 12 mrT
u 16 mr.

5.3 MoxnmEmdYecKHe JaHHbIE 10 (€300aCHOCTH

JIOKTMHNYECKHE NaHHBIC, OCHOBAHHBIC HA TPAJUIMOHHBIX HCCIENOBAHMAK (DApMAKOIOTHHA
0€30IaCHOCTH, TOKCHYHOCTH IIPH IMOBTOPHBIX 033X, I'€HOTOKCHYHOCTH M KaHIEPOr€HHOTO
IOTEHIHAIIA, HE BRIBIUIA OCOOBIX OMACHOCTEH I YeIOBeKa.

JIopHOKCHKAM BBI3BIBAN IOYEYHYIO TOKCHYIHOCTH M SI3BY JKEJYJOUHO-KHAIIETHOTO TPAKIA B
HCCIIEIOBAHMUAX TOKCHYHOCTH HPH OJHOKPATHOM ¥ MHOTOKPATHOM HPMMEHEHHM Y HECKOIBKHX
BHJIOB.

Y KpBIC JNOPHOKCHKAM CHIKAET (EPTHILHOCT: (BIMSCT HA OBYJLIUIO M WMIUIAHTAIHIO) W
BIMAeT Ha OEPEeMEHHOCTH H POABL. Y KPONMKOB M KPHIC JIOPDHOKCHKAM BBI3HIBAET
IPEXIEBPEMEHHOC 3aKPBITUE APTEPHATBHOIO IPOTOKA M3-32 HHTHOMPOBAHMS [IAKIOOKCHTEHAZEL
IIpoIeMOHCTPHpPOBAHO, YTO y SKMBOTHBIX BBCICHHMEC WHIMOMTOPOB CHHTE3a IIPOCTATIIAHIMHA
IPHEBOJUT K YBEIMICHHMIO IOTEPH JI0 ¥ MOCIEe UMILIAHTAIMHE 1 rubenn sMGprona mioxa. Kpome
TOrO, y JKWBOTHBIX, IIOJAyYaBIIAX HWHIHOMTOp CHHTE3a MPOCTAlNIaHIWHA B TEUCHUE
OPraHOTeHETHYECKOr0 MEPHOIa, COOOmMANoch 00 YBEIMYECHHWH YacTOTHI PasjIdYHEIX IIOPOKOB
PasBHUTHSA, B TOM YHCJE CEPACIHO-COCYAUCTHIX.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepedeHb BCIOMOIaTEJLHBLIX BEIIECTB

AHopo:

Margus creapar COTJACOBAHO
Hosuzon (K 25) MUHWCTEPCTBOM 3IPABOOXPAHEHII

HanI/I}I KPOCKapMeEILIo3a PECHYBJIKH BEJIAPYCH
TIpukas MUHUCTPPLTBA 3ZDABOOXDAHEIIHA

HGHMOHOSa Pecny6anku Benapyes

JlakTO3EL MoHOTrHIApar o

Qbonouka:

Maxporoi (6000)
Turtana guoxcun E171
Tambk

[ampomernnosa

6.2. HecoBMecTHMOCTE
He npumenumo.

6.3. Cpok rognocTn
3 roza.

6.4. YcaoBusi XxpaHeHHS
XpauuTs pu Temueparype ue Beame 30°C.
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XpaHUTH B HEJAOCTYITHOM JUII IETEH MECTE.

6.5. ®opma BBIIyCKa 531 g =20 ‘i g

Tabnemxu, noxkpvimole nieHOYHOU 060104K0T 4 M2 u 8 me.

1o 10 Tabnerok B GimcTep u3 amoMuHEeBoH doymra i [IBX mienku. 1 6imetep ¢ HECTpYKIHeH
IO IPUMEHEHHUIO HOMEINAIOT B KAPTOHHYIO HaUKy.

6.6. Mepbl NPeIOCTOPOKHOCTH IPH Y THIM3AHH
Hert oco0pix TpeboBammii.

6.7  VYciaoBus oTmycka u3 anTex
ITo penrenty Bpaua.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUS

AO «Hmxpapm», Poccuitckas Denepanus 603950, r. Huwkauit Horopox, yir. Canrasckas, 7
Tein.: (831) 278-80-88

daxc: (831) 430-72-28

e-mail: med@stada.ru

8. HHPOU3BOAMTEJIb

Takeda GmbH, Germany / Takena I'm6X, I'epmanus

Lehnitzstrasse 70-98, 16515 Oranienburg, Germany / Jlemurmmrpacce 70-98, 16515
Opannendypr, 'epmamms

IIpemensuu nompeoumeneii na meppumopuu Pecny6nuxu Benapyce nanpaenams no adpecy:
AO «Hmxdapm», Poccuiickas @eneparus 603950, r. Huxuuii Hosropon, yi. Canraackas, 7
Tei.: (831) 278-80-88

daxc: (831) 430-72-28

e-mail: med@stada.ru

Hudpopmayuio o HexrcenamenvHvix peakyuax HANPAGIAMb RO adpecy:
PecyGmixanckoe yauTapHoe npeupustie « [eHTp SKCepTns u HCIBITAHAH B
3IpaBOOXPAHEHUHN

Tosapumecknii mep., 2a, 220037, Musck, Peciry6iuka Benapych

e-mail: repl@rceth.by

IIpemensuu nompedoumeneii na meppumopuu Pecnyonuxu Tadncuxucman nanpasiamo no
aopecy:

AO «Hmxdapm», Poccriickas Qenepamus 603950, r. Hukamit Hosropon, yiu. Canranckas, 7
Tei.: (831) 278-80-88

daxc: (831) 430-72-28

e-mail: med@stada.ru COTJTACOBAHOQ i

MUHHUCTEPCTBOM 30PABOOXPAEEHMAT
PECIIVBJIMKHK BEJIAPYCH
Hpuxas MuuCTePCTE 3/ PAB00EDAHCHIIN
PecnyGanru Benapycs
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