COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.11.2025 N= 28314
(MOCNEQOBATENEHOCTE 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®dacnuk, 400 Mr, TaOIETKH, TOKPHITHIE 000IOUKOIA.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBI COCTAB

JeticTBytoiee BemecTBo: nOynpodeH.

Kaxnas tabnerka, mokpbiTas oOonoukoid, copepxxut 400 mr mbynpodena (B Buae comu L-
apTUHHUHA).

Bemiecta, HanMuue KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO

nmpenapara: HaTpui, caxaposa (cM. paznen 4.4.)

[onHbIit mepeueHb BCioMOraTeIbHbBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, TOKPBIThIE 00OIOYKOM.
benbie TabneTkn KancynoBUIHON (GOPMBI, TOKPBITEIE 000JIOYKOM, C pUCKOW HAa OJHOU CTOPOHE.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHus K NPUMEHEHUIO

[Ipenapar @acnuk NpUMEHSIOT Y B3pOCIbIX U AeTel ¢ 12 10 18 jieT 1o cieayronmM noKa3aHusIM:
— JIUXOPAJIOYHBI CHHIPOM Pa3IMYHOIO IeHe3a;

— 00JIEBOM CHHAPOM Pa3INIHOM ITHOJOTHH (B T.4. 00JIb B TOpJIe, TOJIOBHAS 00JIh, MUTPEHB, 3yOHAsI
00i1b, HEBpaIrus, IOCICONEPALMOHHBIE OO0NM, TOCTTpaBMaTUYeCKHUe OOJH, TEepBUYHAS
JTUCMEHOpEs).

4.2. PesxuM 103MpPOBaHNS U CTIOCO0 NPUMEHEHUSI

Pexxum no3upoBaHust

HauanpHas mo3a st B3pocnbix coctaBisieT 400 mr, mpu HeoOxomumocT — 400 Mr Kaxabie
4—6 yacoB; MakcHUMaJlbHas CyTo4Has j03a — 1200 mr.

Ocobvie epynnsl nayuenmos

VY mnanueHToB ¢ HapymieHHeM (YHKIUU TOYeK, MEYCHHW WM Ceplala Jo03a JO0JDKHA OBITh
YMEHbIIICHA.

Jlemu

Pexxum no3upoBanus uis Aetei crapuie 12 et coBnagaeT ¢ peKUuMOM JTIO3UPOBAHUS Y B3POCIIBIX
(cM. BbIIIIE).

[IpenapaT Henb3st mpuMeHATH Oosee 7 AHEH uiau B Oojee BBICOKUX /103aX 0e3 KOHCYNbTAlUU C
BpPayOM.

Crnoco0 npuMeHeHus

Buytpes. Tabnerky 3anmBaroT ctakaHoM Boabl (200 mur). s CHIDKEHUS pHCKa pa3BUTHSA
JUCTIeNTUYECKUX 3(PPEeKTOB peKOMEHAyeTCsl IPUHUMATh Mpenapar BO BpeMs €/bl.
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4.3. IIlpoTuBONOKA3aHUS

* ['unepuyBCTBUTEIBHOCTh K MOYNpodeHy Hiu 1000My M3 KOMIIOHEHTOB, BXOJSIIMX B COCTaB
Mpenapara; TUMepYyBCTBUTEILHOCTh K alETWICATULIIMIOBOW Kuciore win npyrum HIIBC B
aHaMHe3e (B YaCTHOCTH, OpOHXHaIbHAsl aCTMa, pUHHT, OTeK KBUHKE MM KpaITMBHUIIA).

* DpO3UBHO-s3BEHHbIE 3a00JI€BaHUs OpraHOB KenynodHo-kumeuHoro tpakra (KKT) B cramuun
000CTpEeHUs UM B aHaMHe3€e (B TOM YHCIIe sI3BEHHAsE 00JIE3Hb KeIyIKa U JABEHAAIaTUIICPCTHOM
Kkuiky, O6one3nb Kpona, Hecneunpuyeckuil sS3BEHHBIM KOJHT), SI3BEHHOE KPOBOTEUYEHHE B
OCTPOM TEPUO/JIE WM B aHAMHE3€ ([1Ba WM 00Jiee MOATBEPKIACHHBIX U301 I3BEHHON 00JIe3HH
WU S3BEHHOTO KPOBOTEUYEHHs); KpoBoTedeHue wiau mnepdopamus s3Bel JKKT B anamHuese,
cnpoBouupoBanHbie npumeHenuem HIIBC.

* BeipaxxeHHast meyeHOYHAs! HEIOCTATOYHOCTh WJIM aKTUBHOE 3a00JIeBaHHE MTEYCHH.

* BolpaskeHHass ~To4yeyHas  HEAOCTaTOYHOCTh  (KIUpeHC KpeatuHuHa <30  Mi/MUH),
MTOATBEPKICHHAS] TUIIEPKATTUEMHSI.

* Tspkenas cepaedHas HEAOCTAaTOYHOCTD, IEKOMIIEHCUPOBAaHHAsS CEplIeYHAasi HEJOCTaTOUYHOCTb.

* 'eModunus u apyrue HapylIeHUs CBEPTHIBAEMOCTH KPOBH (B TOM YHCIIE THUIIOKOATYJIALNA),
reMOpparu4ecKue TuaTe3bl.

* BHyTpuuepenHble KpOBOU3IUSHUA.

* [Iepuon nmociie npoBeeHNsI A0PTOKOPOHAPHOT'O IIYHTUPOBAHUS.

» bepemenHocTh B cpoke Oosee 20 Hemeb.

* [ pyaHoe BCkapMIIMBaHUE.

* Jlerckuii Bo3pact a0 12 ner.

» XpoHnyeckas cepedHas HeAOCTaTouHOCTh ((yHKUMOHANBHBIN Ki1ace IV mo kmaccudukanum
Heto-Mopkekoit kapanonorndeckoit accouuamuu (NYHA).

4.4. OcoOble yka3aHMsA M MepPbl IPEeJOCTOPOKHOCTH NPH NIPUMEHEHUH

C OCTOPOXKHOCTBHIO

* [Toxwumnoit Bo3pacT;

* CepaeuHasi HEIOCTaTOYHOCTb;

* AprepuanbHas TUIIEPTEH3US;

* [{uppo3 neueHu ¢ NOPTaIbHON THIIEPTEH3UEH;

* [leuenounas u/unu royeyHas HEJ0CTaTOYHOCTb, He(POTUUECKUI CUHJIPOM,
runepOnIMpyOnHeMus;

* SI3BeHHast 00JIe3HDb XKENyAKa U JIBEHAIUATUIIEPCTHON KUIIKU (B aHAMHE3€), TaCTPUT, SHTEPUT,
KOJIHT;

* 3a0051eBaHNs KPOBHU HESICHOM STHOJIOTHH (JICUKOTICHHSI K aHEMHUSI ).

» Nmemuyeckasi 601€3Hb cepia, epedpoBacKyIsspHbIE 3a00IeBaHUS.

o JlucounuieMus/THNepIuuIeMus, caxapHblid AuaderT.

* 3aboseBanus epuPepuIecKUx apTepHii, KypeHHe.

» CucremMHas KpacHas BOJTYaHKA WM CMELIaHHOE 3a00JIeBaHUE COETUHUTENbHOM TKaHU.

* 3HauUTENHEHOE 00E3BOKUBAHNE.

* Xponnueckas noueuHas HegoctatouHocTh (KK 30-60 mur/mun), Hanuaue uabekauu H. Pylori.

» JllutensHoe wucrnonb3oBanue HIIBC, amkoronusm, TskENbIe COMaTHYECKHE 3a00JIeBaHUS,
OJTHOBPEMEHHBIM MpHEM MepPOpPalbHBIX TIIIOKOKOPTUKOCTEPOUIOB (B T.4. MPEIHU30JIOHA),
AHTHKOATYJISTHTOB (B T.4. BapdapuHa), aHTHATPETaHTOB (B T.4. KJIOMUAOTpPENa), CENEKTUBHBIX
WHTUOMTOPOB OOpaTHOTO 3axBaTa CEpPOTOHWMHA (B T.4. IMTajionpama, (IyoKCeTHHa,
MAapOKCETHHA, CEPTPATINHA).

* bepemeHHocTh B cpoke 710 20 Heneb.

OcoOble yka3aHus

Cnenyer usberatb OAHOBpEMEHHOro mnpuMmeHeHusi npemnapara ®acnuk ¢ apyrumu HIIBC,

BKJIIOYAsl CEJIEKTUBHBIE MHTUOUTOPHI ITUKIOOKCUTEHA3BI-2.
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Y NOXWIIBIX MAMEHTOB MOBBIICHA YaCTOTa BOSHUKHOBEHHS HEXKEIJIATENIbHBIX PEAKIIMNA HA HHBC,
0COOEHHO KEITyJOYHO-KHILIEYHbIX KPOBOTEUYEHUH W mepdopanuid, KOTOpble MOTYT NPUBECTH K
JETAILHOMY UCXOAY.

Kenyoouno-kuweunoe kposomeuenue unu nepgopayus s36bl

XenynouHo-KHIIEUHbIE KPOBOTEUEHUS, SI3BbI WM Nep(opanuu, KOTOpble MOTIYT MPHUBECTH K
JeTaTbHOMY UCXO/y, MOTYT BO3HUKATh, KaK ¢ MPEIYNPEKAAIONMMHA CUMIITOMAMHU, TaK U 06€3 HUX
WM TIPU HAJIMYUHW 3pO3UMBHO-s3BeHHBIX 3a0oneBanuii JKKT B anamnese. PuCk BO3HUKHOBEHUS
KpOBOTEUECHHMS, s13BbI WK nepdopaunu creHkd KKT nossitaercs npu ysennuenun 10361 HIIBC,
y TalMeHTOB C JpO3uBHO-sA3BeHHBIMH 3a0oneBanusmMu JKKT B anamHe3e, 0coOeHHO
OCJIOHMBILIUXCS KPOBOTEUEHHEM WM mepdopanueii (cMm. pasznen 4.3.), a Takke y MalueHTOB
MOXUJIOTO BO3pacTa. DTUM MAllMEHTaM CJIEAYeT HaUMHATh JICYEHUE C CaMOW HU3KOU 1103blI. J1Jist
TaKUX MAIMEeHTOB, a TAKXKe JUIA NallMeHTOB, KOTOPHIM TPeOyeTCsl OTHOBPEMEHHBIH MpUeM HU3KUX
7103 acHMpUHA WIN JPYIHX IpernapaTroB, CHOCOOHBIX MOBBICUTh PHUCK PA3BUTHUA KEIYJOYHO-
KHUIIEYHBIX  3a0oneBanmii (cM. pasgen 4.5.) ciuegyeT paccMOTPETh  BO3MOXHOCTH
KOMOMHUPOBAHHOM Tepanuu ¢ racTpoIpOTEKTOPHBIMHU ITpenapaTtaMu (HallpuMep, MU30IPOCTOIOM
WM UTHTUOUTOpPAMH ITPOTOHHOW TIOMITBI).

[Ipn BO3HMKHOBeHHMH Tpu3HaKOB kpoBoTedeHust u3 JKKT mpemapar ®dacnuk T0DKeH OBITh
OTMEHEH (cMm. paznen 4.3.).

[Tanimentam, WMerOIMMM B aHamMHe3e Tokcuueckoe mopaxeHue JKKT, ocoOEHHO MOXKHUIIBIM,
CJIeZlyeT coo0IaTh O JII0OBIX HEOOBIUHBIX cuMnToMax co ctopoHsl XKKT (ocobeHHO 0 mpu3HaKax
kpoBoTeueHHUsX B JKKT), 0coOeHHO Ha HauaJbHBIX dTanax JICUCHUSI.

[Tpu npumenennn ubymnpodeHa cienyer coOmoIaTh OCTOPOKHOCTD MAUEHTAM, TIPUHUMAOLITIM
COITyTCTBYIOIIME TpernapaTbl, KOTOpble MOTYT TIOBBICUTh PHUCK OOpa3oBaHUS $3B WIH
KPOBOTEUYEHMH, Takue KakK IepopaibHble KOPTUKOCTEPOUIbl, AHTHKOATYJSHTHl HaIpUMEp
Bap(apuH,  CENEKTHBHBIE  WHTUOMTOpHI ~ OOpaTHOrOo  3axBara  CEPOTOHWHA  WIH
aHTUTPOMOOILIMTAPHBIE CPEJICTBA, HAIIPUMEP alleTHIICATULIMIOBAs KUCIoTa (CM. paszen 4.5.).
HIIBC cnemyer ¢ OCTOpOKHOCTBIO Ha3Ha4yaTh MaIieHTaM C 3a00JICBaHUSMH JKEITYyIO0YHO-
KUIIEYHOTO TpakTa (sA3BEHHBIM KoJWT, Oosne3Hb KpoHa), Tak Kak HX COCTOSIHHE MOXET
ycyryoutscs (cM. paszaen 4.8.).

Cepoeuno-cocyoucmvie unu yepeoposackyiapHvie HapyuleHus

[Taupentam ¢ apTepuaJbHONM TUIEPTEH3UWEH B aHAaMHE3€ WM 3aCTOMHOM CeplAeYHOU
HEI0CTaTOYHOCTBIO JIETKOW U CPeHEN CTENEeHU TSHKECTH HEOOXOJUMO MPOKOHCYJIBTUPOBATHCS C
BpauoM Iepe]] NPUMEHEHUEM Ipernapara, MOCKOJbKY Ipernapar MOXET BbI3bIBAaTh 3aJEPIKKY
YKUJKOCTH, TIOBBIIICHUE apTEPUAIBHOTO JIABJICHUS U OTEKH.

Knuanueckue uccinenoBanms OKa3bpIBAIOT, YTO IPUMEHEHHE NOynpodeHa, 0cOOEHHO B BEICOKUX
no3ax (2400 Mr/cyT), MOKeT OBITh CBA3aHO C HEOOJBIINM MOBBIIIEHUEM PHCKA TPOMOOTHYECKUX
OCTIOXHEHUH (Hampumep, nHpapKTa MHOKap/a WIH UHCYJIbTa). B 1enom, snuaemMuonorndeckue
UCCIICIOBAaHMSI HE CBHUJIETEIBCTBYIOT O TOM, YTO HHM3KHE J103bl HOynpodena (Hampumep, < 1200
MT/CYT) CBSI3aHBI C MIOBBIIICHHBIM PHCKOM TPOMOOTHYECKUX OCIIOKHEHHIA.

[TarueHTamM C HEKOHTPOJIUPYEMOM apTEPUATIBHOM TUIIEPTEH3UEH, 3aCTOMHOM CepACYHOM
HepoctaTouHocThio [I-III knacca mo NYHA, umemuyeckoil 60se3Hbp0 cepala, 3a00eBaHUusIMU
nepudeprudecKux apTepuii u/uim nepedpoBacKyIIpHbIMU 3a001€BaHUSIMHI Ha3HAYATh HOynpodeH
CJIelyeT TOJBKO IOCJI€ TIIATEJIbHON OLIEHKHM COOTHOIIEHHS IOJb3a-PUCK, IPU ITOM CIEAYyEeT
u30eratb MPUMEHEHUS BBICOKHX 103 uoynpodena (> 2400 mr/cyTkn).

Takxe cieayer NPOBECTH TIIATENIbHYIO OLIEHKY COOTHOUIEHMSI MOJb3a-PUCK, MNPEXKAE UYeM
HAuMHATh JUIMTENIbHOE JIEYEHUE Yy TMAalUeHTOB C (PaKTOpaMH PHUCKA CEepAEeYHO-COCYIUCTHIX
OCJIOXHEHUH (HampuMep, TUTIEPTEH3UEH, THIIEPIUNHIEMHUCH, CaXapHbIM JHA0ETOM H KYpPEHUEM),
0COOEHHO ecii TpeOyroTCs BhICOKKE 103bI HOympodeHna (2400 mr/cyT).

CooOmtanocs 0 cimyyasix pa3Butus cunapoma KoyHuca y manueHToB, HOJy4daBIIMX HOYIpodeH.
Cungpom KoyHuca omnpenensercs Kak CEpACYHO-COCYIUCTBIE CHUMIITOMBI, BTOPHUYHBIE IO
OTHOIICHHUIO K aJUIEPrHYECKOM peakluu WIM PEaKIUH TUIEPUYyBCTBUTEIbHOM, CBA3aHHOW C
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Taoicenvie KodcHble HedcelamenbHble peakyuy

CooO0mmanoch 0 TSHKENBIX KOXHBIX HEXKENATENbHBIX PEaKIHSIX, CBA3aHHBIX C MPHEMOM
noynpodeHa, BKIOYas SKCHOITMATHBHBIA JIE€PMATUT, MYJIbTH()OPMHYIO SPHUTEMY, CHHIPOM
CruBeHca-J[>kOHCOHA, TOKCUYECKUW SMUJIEPMATIbHBIM HEKPOJIU3, JICKAPCTBEHHYIO PEAKIHI0 C
s03uHOuIMen u cucteMHbiMuA cuMmnitoMamMu (DRESS-cuaapoM) u ocTpblii TeHEepanTn30BaHHBINA
DK3aHTEMATO3HBIA MYyCTYyJI€3, KOTOPhIE MOTYT OBITh OMACHBIMHU JJIsi JKM3HU WU TPUBECTH K
JeTanbHOMY Hcxoay (cM. pasnen 4.8). BoabIMHCTBO ATHX peakInii BOSHUKAJIO B TCUSHUE IIEPBOTO
MecsIa.

[Tpu mosiBNEeHUM NMPU3HAKOB U CUMITOMOB, YKa3bIBAIOIIMX HA 3TH peakiuu, npenapat dacnuk
ClIelyeT HEMEJICHHO OTMEHHUTh U PACCMOTPETh BO3MOXKHOCTh MPUMEHEHUS! aIbTePHATHUBHOTO
nedeHus (Ipu HEOOXOUMOCTH).

Mackupoeka cumnmomos uHgheKyuonHwvix 3a001e6aHUll

[Tpenapatr ®@acnuk MOXXET MacKUPOBAaTh CHUMIITOMBI MH(EKIIMOHHBIX 3a00J€BaHUM, YTO MOKET
MPUBOIUTH K O0JIee T03THEMY Ha3HAYEHUIO COOTBETCTBYIOIIETO JICUCHHUS U TEM CAaMbIM YXY/IIIIATh
ucxoJl HHPEKIIMOHHOTO 3a0oyieBaHusa. DTO HaOII01a7I0Ch IPH OaKTepUaIbHOW BHEOOJIBHUYHON
MHEBMOHHHM W TpU OaKTepUaIbHOM OCIIOKHEHUH BeTpsiHOM ocmbl. Korma mpemapar daciuk
MPUMEHSETCS IS 00JIeTYeHUS TUXOPATKU U OOJTH, BEI3BAHHBIMU UH(EKIIMOHHBIM 3a00JI€BaHUEM,
PEKOMEHIyeTCSI KOHTPOJIb COCTOSHUS ManueHTa. B amMOynaTopHbIX yciaoBHUSX (BHE OOJBHHUIIBI)
NAIMEeHTy CJEeIyeT MPOKOHCYJIBTUPOBATHCS C BpPAdOM, €CJIM CHUMIITOMBI COXPAHSIIOTCS WU
yCYTyOISIOTCS.

Jlpyeue s¢ppexmot

Puckamu IIMTENHFHOTO MPUBBIYHOTO NMPUMEHEHUS aHAIBIETHKA SIBISIOTCS TOJOBHAs OOJIb U
aHaynbreTHyeckast Heponarusi.

VY manueHToB ¢ OpOHXHMATBLHOW aCTMON WM aJUIEPTUYeCKUMH 3a00JIEBaHUSMHU, B TOM YHUCIC B
aHaMHe3€e, MOXKET BOZHUKHYTh OpoHXocma3M Ha ¢poHe npuema noyrnpodeHa.

Nmetorcs  HEKOTOpbIE  JaHHBIE O TOM, 4YTO IMIpemapaThl, MOAABISAIONIME CHHTE3
[IUKJIOOKCHUTCHA3BI/TIPOCTATIAHIUHOB, MOTYT BBI3BIBATh HapyIICHHE (QEPTUIHLHOCTH Y KCHIIUH,
BJIMSS HA OBYJIALUIO. DTOT 3¢ (eKT 0OpaTHUM MPpHU OTMEHE JieueHUs] UOYNpo(heHOM.

[TanmenTam, y KOTOPBIX BO BpeMs Tepamud HOYNpoPeHOM BO3HUKAOT HAPYIICHUS 3PCHUS,
CIelyeT MPEKPATUTh JICUCHUE U MMPOUTH 0PTATBEMOIOTUYECKOE 00CIeJOBaHNUE.

eTH
DddexTuBHOCTH M 6€30MACHOCTH Y JeTel 10 12 et He ycTaHoBleHa (cM. pazaen 4.2 u 4.3).

BcnomorarenbHble BemiecTBa

Caxaposza

JlaHHBIN JIEKapCTBEHHBIM MpenapaT COAEPKUT caxaposy. llanueHntam ¢ peako BCTpedarolencs
HACJIC/ICTBEHHON HENEPEeHOCUMOCTBIO (PPYKTO3bI, TIIIOKO30-TaJIaKTO3HON MaibabcopOuueit mmm
IeHUIUTOM caxapas3bl-H30MaIbTa3bl HE CIIEAyEeT MPUHUMATh STOT Ipernapar.

Hampuu

JlaHHbBIN JIeKapCTBEHHBIH Mpenapar COACPKUT NpuMepHo 3,6 Mmoib (wiu 83 Mr) HaTpus B
pas3oBoil no3e. Heo6xoaumMo yuuThIBaTh MAallMEHTaM, HAXOAALUIMMCS HAa JAMETE C OrpaHUYEHUEM
NOCTYIUIEHUS HATPHUSL.

4.5. BzaumopeiicTBie ¢ [PYrHMH JeKAPCTBEHHbIMHM MpenapaTtaMd # JApyrue BHJbI
B3aMMOJCHCTBUSA

Cnenyer wu3beraTb OJHOBPEMEHHOTO NpUMEHEHHUs mpemnapata dDacnuk co CIEAYIOMIUMU
JIEKApPCTBEHHBIMU CPECTBAMU:

* AIETUJICANIUIIMIIOBAS KUCIIOTA: 32 HCKIIIOUEHHUEM HU3KUX J103 alleTUIICATUIIIIOBOM KUCIOTHI (HE

O6onmee 75 Mr B CyTKH), TOCKOJBKY COBMECTHOE NPUMEHEHHE MOXKET IOBBICHTH PHCK
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CHIKAeT NPOTUBOBOCHAIUTENBHOE MW AaHTHArpEeraHTHOE JEHUCTBHE aUETUIICAITUIMIOBOMN
KHCJIOTHI (BO3MOXKHO MOBBIIIEHNE YaCTOTHI Pa3BUTHSI OCTPO KOPOHAPHON HETOCTATOYHOCTH Y
OOJNBbHBIX, TMONYyYalOIIMX B KAauecTBE AHTHArperaHTHOrO CpEACTBa  Mallble  J103bl
aIeTUICATUIMIIOBOM KHCIIOTHI, TIOCIIE Havana npuemMa uoymnpodena);

» npyrue HIIBC, B 4YacTHOCTH, CENEKTHBHBIE WHTHOUTOPHI IMKIOOKCHTEHA3bI-2: CIEHAYyeT
n30eraTh OJIHOBPEMEHHOTO NMPUMEHEHHs IBYX U Oosee npemnapaTtoB u3 rpynmnsl HIIBC u3-3a
BO3MOYKHOTO YBEJIMYCHHS PUCKA BOZHUKHOBEHUS MTOOOYHBIX A (PEKTOB.

C 0CTOPOXHOCTBIO Ha3HAUATh OJJHOBPEMEHHO CO CJIEAYIOINUMU JIEKAPCTBEHHBIMH CPEACTBAMU:

» anTukoaryisatel: HIIBC wMoryr ycwnmmBath 3¢G(}EKT aHTHKOAryJsHTOB, B YaCTHOCTH,
BapdapuHa;

* QHTUTUNIEPTEH3UBHBIE CpEACTBa (MHTHMOUTOPHI AHTMOTEH3WHIIPEBpalIalonero ¢epMeHTa
(AII®) wn anrtaronuctsl anruorenHsuHa II) m mguyperuxu: HIIBC wmoryr cHuMkaTh
3¢ (HEeKTUBHOCTH MPENapaToB ATUX IPYNI. Y HEKOTOPHIX MAIlEHTOB C HAPYyIIEHUEM OYEeYHON
¢GbyHKUMHU (HampuMep, y TalMEeHTOB ¢ 00e3BOKUBAHUEM WM Y AIIMEHTOB MOXKUJIOTO BO3pacTa
C HapylIeHUEM TOYeYHOW (DYHKIIMH) OJHOBPEMEHHOE Ha3HaueHHe WHTHOMTOpOB AIID nmm
AQHTarOHUCTOB aHTHMOTeH3WMHa Il M CpeacTB, MHTHOMPYIOUIMX LMKIOOKCUTEHA3y, MOXET
MPUBECTH K YXYAIMIEHUIO TOYEYHON (YHKIMHU, BKJIIOYAs Pa3BUTHE OCTPOM MOYCUHOMN
HEIOCTaTOYHOCTH (0OBIUHO 00paTHMOil). OTH B3aWMOJECHCTBHSA CJENyeT YYUTHIBATh Y
MalMeHTOB, TPUHUMAIOIMNUX KOKCHOBI OJHOBpEeMEHHO ¢ wuHruouropamu AllD wnm
aHTaroHUCTaMM aHruoteH3uHa II. B ¢BA3M ¢ 3TUM COBMECTHOE MPUMEHEHHUE BBIIIEYKa3aHHBIX
CPEICTB CJelyeT Ha3HauyaTh C OCTOPOKHOCTHIO, OCOOEHHO Yy MOXWIBIX jull. Heobxoaumo
NpeoTBpaliaTh O0E3BOKMBAHME Y TMAIMEHTOB, a TaKKE pacCMOTPETb BO3MOXKHOCTb
MOHHMTOPHHTa TOYEYHON (YHKIMHM IOCJIE€ Hayajlla TaKkoro KOMOMHHPOBAHHOIO JICUEHUS U
MEPUONYECKH - B JAJbHEUILIEM;
nnypetukd 1 uHruouTopsl AII® moryT noBsimate Hegporokcuanocts HIIBC;
KOPTUKOCTEPOUIBI: MOBBIIMIEHHBIH puck oOpazoBaHus 538 JKKT u kemyno4HO-KUIIEYHOTO
KpOBOTEUEHHS],;

AQHTHArpPEeTaHThl M CEJIEKTHUBHBIE MHTUOUTOPHI 0OPATHOTO 3aXBaTa CEPOTOHMHA: MOBBIIICHHBIH
PHUCK BO3HUKHOBEHUS )K€y I0UHO-KUIIIEYHOTO KPOBOTEUEHUS;

Cep/euUHbIe MMKO3UbI: 0AHOBpeMeHHOe HazHaueHne HIIBC u cepieuyHbIX IMUKO31I0B MOXKET
MIPUBECTH K YCYT'YOJICHUIO CEpJIeUHON HEJOCTATOYHOCTH, CHIDKEHHIO CKOPOCTH KITyOOUKOBOM
buUIbTpAIUU U YBEIHMUEHUIO KOHIICHTPAIIUU CEPCUYHBIX TNIMKO3UIOB B MJIa3M€E KPOBHU;
IpenapaTsl JUTHS: CYLIECTBYIOT IaHHbIE O BEPOSITHOCTH YBEJIMYEHHSI KOHIIEHTPALUH JINTUS B
ria3Me Kposu Ha one nmpumenenust HIIBC;

METOTPEKCAT: CYIIECTBYIOT IaHHbIE O BEPOSITHOCTH YBEIMUYEHUS KOHLIEHTPALlMU METOTpEeKcaTa
B IU1a3Me KpoBu Ha (oHe npumeHenus HIIBC;

LUKJIOCTIOPUH M TaKpPOJUMYC: YBEJIMYEHHE PUCKA HEPPOTOKCUUYHOCTH IMPU OJHOBPEMEHHOM
HaszHadeHnu ¢ HIIBC;

BOPHUKOHA30J WX (DITyKOHA30J: OJTHOBPEMEHHOE MPUMEHEHHE HOympodeHa 1 BOPUKOHA30J1a
win  (QIyKoHa30lla MOKET MPHUBECTH K YBEIWYCHHIO OJKCHO3UIMH HOympodeHa U ero
KOHIEHTPALUH B TUIa3M€ KPOBU;

mugenpucton: npuem HIIBC crnenyer Hayath He paHee, ueM uepe3 §8-12 nHel mocrne npuema
mudenpuctona, nockonbky HIIBC moryT cHrxath 3 GeKTHBHOCTh MU(ENPUCTOHA;
TUIIOTJIMKEMUYECKUE JIEKApCTBEHHbIE npenaparsl: udymnpoden YCUJIMBAET
THITOTIIMKEMUYECKHH 3(PPEKT MepopabHBIX THIOTIMKEMHYECKUX MpPEnapaToB W MHCYJIWHA.
MoskeT noTpeOoBaThCsI KOPPEKTUPOBKA TO3UPOBKH;

3u0ByIuH: onHOBpeMeHHoe mnpuMenenne HIIBC u 3upoByamHa MOXKET NPUBECTH K
MOBBIIIEHUIO T€MAaTOTOKCUYHOCTH. VIMEIOTCSl TaHHbIE O TOBBIIIEHHOM PUCKE BO3HUKHOBEHMS
remMapTpo3a u rematoM y BUY-monoXuTenbHBIX MAMEHTOB ¢ reModuinei, MmoaydaBIIux
COBMECTHOE JIeYEHHE 3UI0BYIUHOM U UOYTIPOPEHOM;

* AHTUOMOTHKH XMHOJIOHOBOTO PsiJia: y TAMEHTOB, MOTyYaromux comectHoe ieuenne HITBC
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cynopor;

* MUEJIOTOKCHUYECKHUE MPENapaThl YCUIUBAIOT MPOSBICHUS FT€MaTOTOKCUYHOCTH Tpernapara;

* K0(heUH YCUIIMBAET aHAIBI€3UPYIOMH d(PdeKT;

* pacTUTENIbHBIE OJKCTPakThl: [WHKro Owiob6a TpuU COBMECTHOM TMPUMEHEHUH TOBBIIIACT
MOTEHIMAIBHBIN PUCK KPOBOTEUEHU;

» amuHornuko3uasl: HIIBC mMoryT 3ameuisiTh BhIBEICHHE aMUHOTIITUKO3HIOB.

Bausnue ubynpoghena na pesynbmamol OuazHoCmMu4ecKux mecmos

* JITUTETbHOCTh KPOBOTEUEHHUS (MOXKET YBEIUYHUTH JJIUTEIBHOCTh KPOBOTEUEHHS 10 1 JHs
MOCJIE TMPEKPaIeHUs Tepanun).

* KoHueHTpaIus riitoKo3bl B CBIBOPOTKE KPOBU (MOXKET CHHIKATHCS).

» KimupeHnc kpeaTuHuHA (MOKET CHHUKATHCSA).

* ['eMaToOKpUT MM reMOTrJIOONH (MOKET CHUKATHCS).

* A30T MOYEBHHBI, KOHLIEHTPAILIUsI KpeaTUHUHA B CHIBOPOTKE KPOBU (MOTYT MOBBILIATHCS).

» OyHKIMOHANIbHAS TIEYCHOYHASI TP00a (BO3MOYKHO MOBBIIIEHUE YPOBHS TPAHCAMHHA3).

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB
He cnenyer npumensts HIIBII xxenmunam ¢ 20-0i Heenu 6epeMEHHOCTH B CBSI3H C BO3MOXKHBIM

pa3BUTHEM MAaJOBOAMS W/WUIM MATOJIOTMU MOYEK y HOBOPOXKJIEHHBIX (HEOHATallbHAs MOYEYHAs
TUCHYHKITUS ).
[Ipumenenue npenapara B I TpumecTpe nmporuBomnokazano (cm. pazaen 4.3).

JlakTanms
[Ipumenenue npenapara B EpUO TPYAHOTO BCKAPMIIMBAHUS IPOTUBOIOKA3aHO.

4.7. Biusinue Ha cnOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeICTBAMH M PpadoTaTh ¢
MeXaHU3MaMH

HaI_II/IeHTI:I JOJIDKHBI BOB,Z[ep)KI/IBaTBC}I OT BCCX BHAOB ACATCIIBHOCTH, TpGGYIOH_II/IX ITIOBBIIIICHHOI'O
BHUMaHMS, OBICTPON TICUXUYECKON U IBUTATEIILHON PEaKITUU.

4.8. HexxennaTesbHbIE peaKkIuu

Pestome npoduiis 6e3onacHOCTH

HexenarenbHble 3(EeKTH B OCHOBHOM CBSI3aHBI ¢ (PapMaKoJIOTrHUECKUM JecTBUEM HOynpodeHa
Ha CHHTE3 MPOCTAarJIaHIuHOB.

Haubonee wacto coo0manochk o HexenaTrenbHbIX sABICHHUSIX cO cTopoHbl JKKT: oT TOmHOTH 1
JIUCTICTICUH JIO CEPbE3HBIX KPOBOTCUCHHM MIIM 000CTpEeHUS SI3BEHHOM O0e3Hu (cM. pazzaen 4.4.).
Bynnesnsle peakuuu, Bitodas cuHapoM CTuBeHca-/[KOHCOHA U TOKCHYECKUH dMUJepMaIbHbIN
HEKPOJIU3, HAOII0JaINCh KpaltHe peKo.

Coobmanocs 00 0TeKkax, TMIIEPTOHUU M CEPACYHON HETOCTATOUYHOCTH, CBSI3aHHBIX C MPUEMOM
HIIBC.

Knunnueckue nccieoBaHus MOKa3bIBalOT, YTO MPHEM HOynpodeHa, 0cOOEHHO B BBICOKHX J103aX
(2400 wmr/cyT), MOXeT OBITb CBSI3aHO C HEOOJBIIMM IOBBIIIICHUEM PHUCKA apTepUaTbHBIX
TPOMOOTHUYECKUX OCIIOKHEHUH (Hanpumep, HHpapKTa MHOKap/ia Wi HHCYIbTa) (cM. pa3nen 4.4.).
Pe3rome HekenareapbHbIX peaKIun

HexxenarenpHble peakMy MepEUnCIIeHbl HIDKE B COOTBETCTBUU € KiIacCU(UKAIe IO OCHOBHBIM
CHUCTEMaM M OpraHaM M YacTOT€ BCTPEUaeMOCTH, KOTopas Oblia OIpeJielieHa B COOTBETCTBUU C
kiaccupukanueit BcemupHoit opranuzanuu 3apaBooxpanenus (BO3): owuenp wacto (= 1/10);
gacto (> 1/100 Ho < 1/10 000); HEwacto (> 1/1 000, Ho < 1/100), penko (> 1/10 000, Ho < 1/1 000),
oueHb penko (< 1/10 000); gyacroTa Hew3BecTHa (Ha OCHOBAHUU MMEIOIUXCS JTAHHBIX OIICHUTH
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Hapywenus co cmoponvl kposu u numgamuueckou cucmembl

Penxo: TpomOonMTONEHNS, arpaHyIOLUUTO3, alJIaCTUYECKast aHEMHUSL.

YacToTa HEN3BECTHA: AaHEMUH.

Hapywenus co cmopoHvl UMMYHHOU cucmembl

Heuacro: annepruueckas peakuusi.

Penxo: anadpunakcusi.

YacToTra Hen3BecTHA: aHA(PMIAKTUICCKUN TIOK.

Hapywenus co cmoponuvl HepeHoii cucmembl.

Yacro: rosioBHast 6011b, FOJIOBOKPYKEHHUE.

YacroTa HEU3BECTHA: ACENTUYECKUI MEHUHTUT.

Hapywenus co cmoponwl opeana 3penusi:

Penko: Hapy1ieHus 3peHusl.

YacTora HEeM3BECTHA: OTEK JUCKA 3PUTEIBHOIO HEPBA.

Hapywenus co cmoponul opeana ciyxa u 1abupunma:

Penxo: Hapymienus ciyxa.

Hapywenus co cmoponul cepoya:

YacToTa HEM3BECTHA: CEpEYHAs HETOCTaTOYHOCTh, CUHApPOoM KoyHuca.

Hapywenus co cmoponwl cocy0os:

YacroTa HEW3BECTHA: apTEepHaNbHBIA TpPOMOO3, TIOBBIIIEHHOE apTepuaibHOE JaBlCHUE,
MOHWKEHHOE apTepUaIbHOE 1aBJICHUE.

Hapywenus co cmoponbl ObixamenbHOU cucmemsl, Op2aHo8 epyOHOL KIemKU U CPeOOCMEeHUA!
Heuacro: actma, o6ocTpenue actMbl, OpOHXOCIIAa3M, JTUCITHO?.

YacToTa HEen3BeCTHA: pa3apakeHUE TOPTAHH.

Hapywenus co cmoponul dceny0ouno-KumeyHo2o mpakma:

OdeHb yacTo: JUCHEINCHS, Uapes.

Yacto: 6011b B )KUBOTE, TOITHOTA, METCOPU3M.

Heuacrto: nentuueckas s3Ba, )elyJOYHO-KUILIEYHbIE KPOBOTEUEHHUS, PBOTA, MEJIEHA, FaCTPUT.
Penko: xemymouHo-kumieuHas mepdopaius, 3amnop, TeMaTeMe3uC, S3BEHHBI CTOMAaTHT,
obocTpenue Konuta, oboctpenue 6osne3nu Kpona.

YacTtoTa HEM3BECTHA: AHOPEKCHSI.

Hapywenus co cmoponvl neuenu u s#cenuesbl8o0auux nymei.

Penko: 3aboneBanus IeUYEHU.

YacToTa HEU3BECTHA: IOPAKEHUS [IEUEHH, T€NIaTUT, FeNaTOLEIUTIOSPHAS KENTyXa.

Hapywenus co cmopoHbl Kodicu 4 NOOKOICHBIX MKAHEl.

YacTo: K0>KHbIE HAPYILLIEHUS, ChIIIb.

Heuacro: 3y, kpanuBHULIA, TypITypa, aHTHOOTEK.

OdeHp peaKo: TsDKENble KOXKHBIE HEKeNaTeNbHble peakinuu (MyiabTH(GOpMHas spuTema,
skconuatuBHbI nepmatut, cuHapoM CTuBeHca-/[>KOHCOHA, TOKCUYECKUU SMUIepMaIbHbIN
HEKPOJIU3).

YacroTa HEM3BeCTHA: peakuu (OTOUYBCTBUTEIHHOCTH, 00OCTPEHUS KOKHBIX pEeaKIUii, CHHIPOM
JIEKapCTBEHHOM runepuyyBcTBUTENbHOCTH — DRESS-cunapom, ocTpblil reHepamu3oBaHHBIN
9K3aHTeMaTo3HbIN mycTyie3 (AGEP).

Hapywenus co cmoponvl nouek u Mouesbi800AWUX nymeli:

Penko: remarypus.

OdeHb peako: OcTpas MouyeyHas HEJOCTATOYHOCTb, NHTEPCTULMATIbHBIA HE(QPUT, COCOUKOBBIN
HEKpO3.

Obwue Hapywienus U peakyuu 8 mecme 88e0eHUs..

YacTtoTa HEM3BECTHA: OTEK.

JlabopamopHvle u uncmpymenmanbHvle OaHHble:

Penko: anoManbHBIN pe3yabTaT NpoObl PYHKIIUN IEYCHH.

YacroTa HEM3BECTHA: AHOMAIILHBIN PE3yJIbTaT MPOOBI (PYHKIINHU TTOYEK.
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CooO11eHne 0 Moa03peBaeMbIX HEKeNaTEIbHbBIX PeaKIUsIX

BaxxHo cooOmarh 0 TOJ03PEeBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCJIe PETUCTPALUU
JIEKapCTBEHHOT'0 Tpernapara ¢ 1efblo 00ecrneyeHrs HeMPEephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«TONb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeaunuHCKUM pabOTHUKAM pPEeKOMEHIYeTCs
co00IIaTh O TOJ03PEBAEMBIX HEXKEJIATeIbHBIX PEaKIUsAX JIEKAapCTBEHHOI'O Ipernapara 4depes
HAI[MOHAJIbHBIE CHCTEMBI COOOIICHHSI O HEXENATeNbHBIX PEAKIUSIX TOCYNapCTB — YJICHOB
EBpa3zuiickoro 5JKOHOMUYECKOr0 COI03a.

Poccuiickas @enepanys

denepanbHas ciyx0a 1mo Haa30py B chepe 3paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBstHCKasl miiomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Cainr B MH(pOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEepHET:
www.roszdravnadzor.gov.ru

PecnyGnuka Apmenust

I'HKO «lleHTp sKCIepTU3bI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTUI»

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

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

On. moyta: vigilance@pharm.am

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTH « MHTepHeT»: www.pharm.am

Pecny6nuka Kazaxcran

PI'TI na I1XB «HauuoHaJIbHBIN HEHTP IKCHEPTU3HI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
u3aenuiny Komurera MeAMIIMHCKOTO U (hapMaIieBTUIECKOT0 KOHTPOJIsi MUHHCTEPCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. Umanosa, a. 13 (b1l «Hypcayner 2»)
Tenedon: +7 (7172) 23-51-35

Onexrponnas noura: pdlc@dari.kz, Farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTH «MHTepHeT»: http://www.ndda.kz/

4.9. Ilepeno3upoBka

JlnuTenpHOE NPUMEHEHUE B J103aX, PEBBIIIAIOIINX PEKOMEHAYEMbIE, WM EPE03UPOBKA MOTYT
IPUBECTH K I0YEUYHO-KAHAIBLEBOMY allU03y U TUIIOKAIHEMHUU.

CuMOTOMBI

B 0CHOBHOM CHMINTOMBI NIEPENO3UPOBKU BKJIIOUAIOT TOLIHOTY, ACTPAJITHIO, PBOTY (KPOBBIO) U
nuapero (KpoBblO), TOJIOBOKPYKEHHUE, ClIa3Mbl, HUCTarM U JAMILIONHIO, TOJIOBHYIO OOJIb U IIYyM B
ymax. [Ipu Tspkeaoi MHTOKCUKAIMK TaKKe BO3MOKHBI HapyIIeHUs! (PYHKLUH TOYEK, TUITOTOHUS,
HapylLIeHUE CO3HAHUs U KOMa (HESCHO, BHI3BAHO JIM HapylleHHne QYyHKIUHU MOYEK MHTOKCUKALIUEH
WM COMYTCTBYIOIIEH THIIOTOHUEH ).

[Tpu TsHKETBIX OTPABICHUSX MOXKET Pa3BUTHCSI META0OINIECKUAN alnI03.

Jleuenue

Crienudrueckoro aHTUAOTA sl HOynpodeHa He cyniecTByeT. HeoOXoanmMo Kak MOXKHO CKOpee
OTIOPOKHUTH KETyJOK. Ecau manueHT HaxoAuTcsl B 0€CCO3HATENIbHOM COCTOSIHUHM, HEOOXO0IMMO
IIPOBECTHU MPOMBIBAHUE KEITyAKa U KOPPEKIMIO TSHKEIBIX 3JIEKTPOIUTHBIX HApYLICHUH.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOCTBA
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npenaparsl; HECTEPOUAHbIE MPOTUBOBOCHAIMUTENIBHBIE U MPOTUBOPEBMATHYECKUE IpENapaThl;
IIPOM3BOJHBIE IPOITMOHOBOI KUCIIOTHI.

Kon ATX: MO1AEO1

Mexanu3m eiicTBUs U dapMakoruHaMudeckre b dexTsl

No6ynpoden — nelicTByromee BemiecTBO mnpemapara Dacnuk sBISETCS TPOU3BOIHBIM
MIPONIMOHOBOM KUCJIOTHI.

Oka3pIBaeT aHAJIBI€TUYECKOE, KAPOIOHMKAIOIIEE U MPOTUBOBOCIAIUTENIBHOE ACHCTBUE 3a CUET
Hen30upaTeabHOI OJI0Kaabl IUKIOOKCUTeHa3bl | U 2 M OKa3pIBaeT MHTHOUpYIOIIee BIUSAHUE HA
CUHTE3 NMPOCTAarJaHuHOB.

AmnanpreTnyeckoe JeiicTBue HauOojiee BBIPAKEHO INMPH OOJIAX BOCHAIMTENIBHOTO XapakTepa.
AHanpreTu4eckas akTUBHOCTh IIPENapaTa He OTHOCUTCS K HADKOTUYECKOMY THITY.

Kak Bce HIIBC, ulynpodeHn nposiBisieT aHTHarperaHTHy10 aKTUBHOCTb.

O6e30omuBatomuii 3pdext npu npumenennn npemnapata Pacnuk (uOynpoder B Bume conu L-
apruHuHa) pa3zsuBaercs yepe3 15-30 MUHYT nocie npuema.

5.2. ®DapmakoKHUHeTHYECKHE CBOMCTBA

AOGcopOuus
BricTpo BcaceiBaeTCcs W3 IKEIYJOYHO-KHIIEYHOTO TpakKTa, B TIUIa3Me KpOBU UOympodeH

ompenensercs yxe depe3 5—10 MuHyT nociie mpuMeHeHHsI, MakCcuMalibHasi KOHIEHTPAIUs (Cmax)
nocruraercs npuMepHo udepe3 15-30 muHyT. OgHOBpEMEHHBIN NPUEM C MHUILIEN HE BIUSAET Ha
cTerneHb abcopOIMm, 0THAKO 3aIepKUBAET abcopOIHIO MpUMEPHO Ha | Yac, 4To MPUBOJIUT K OoJiee
HU3KUM 3HaYCHHAM Cmax (0K0110 50 %).

Cpennue 3Ha4YeHHs] MAaKCUMAJIBHOW KOHIIGHTpPAllUU B TutazMe (MKT/mil) coctaBisumm 26,1 u 56,4
nocie npuMeHeHus npenapara @acnuk B Buae rpanyi 200 mr u 400 Mr, cooTBETCTBEHHO U 16,3
u 45,0 mocne npuMmeHeHus npemnapaTta Pacnuk B Bujae TadbaeTok 200 mr u 400 MT, COOTBETCTBEHHO.
Pacnpenencnue

Nbynpoden mnpubnamsutensHo Ha 99 % cBsa3biBaeTcss ¢ Oenkamu miaa3Mbl. OH MeAjeHHO
pacmpenensieTcss B CHHOBHAJIbHOM >KUIKOCTH W BBIBOAMTCSA W3 Hee 0ojee MEUIEHHO, YeM U3
Ta3MBl.

Buotpancdopmarus

No6ynpoden monaBepraercs  MeTabOIM3My B IEUEHH, TJAaBHBIM  00pa3oM  IyTeM
THIPOKCWIIMPOBAHUS W KapOOKCWIMPOBAaHUS  M300yTWIOBOM  rpynmbl.  MeTaOoiHThI
bapMaKoIOTHYeCKH HEAKTUBHABI.

DJIMMUHAIMS

HUmeer nByxdasnyio KuHeTHKY siaumuHanmu. Ilepuox mnomyBbiBenenus (Ti12) U3 1u1a3mbl
cocraBiser 1-2 gaca. J{o 90 % 10361 MOXKET OBITH OOHAPYKEHO B MOYE B BUEC METAOOIUTOB U UX
KOHBIoraToB. Menee 1 % 3KCKpeTHpyeTcsi B HeM3MEHEHHOM BUJIE C MOYOii M, B MEHBIIICH CTETICHH,
C JKETYbIO.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenp BcrioMorarenbHbIX BELIECTB
BcnomorarenbHBIC BEIIECTBA

L-aprunun

Hatpus runpoxap6onar

Kpocnosunon

Marnus creapar

O06o04Ka

I'mnpomernosa




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.11.2025 N= 28314
(MOCNEQOBATENEHOCTE 0002)

Caxapo3sa

Turana quokcun

IHonupoBka
Maxkporoi 4000

6.2. HecoBMeCTHMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHHUA)
3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NP XPAHEHHH
XpaHuTb 1pu Temreparype He Boie 25°C.

6.5. Xapakrep u coaepkaHue YNIaKOBKH

Ilepsuunas ynaxoska:

[To 6 TabneTok B OnHcTepe (MOTUATUIICH- ATFOMHUHUNA-TIOTUAMU).

Bmopuunas ynakoexa:

[To 1 6mucTepy BMECTE € TMCTKOM-BKIIAJIBIIIIEM TIOMEIIAIOT B KAPTOHHYIO MMAYKy.

6.6. OcoOble Mepbl MNPENOCTOPOKHOCTH TPH  YTUIM3AIMU  HMCNOJb30BAHHOIO
JIEKApPCTBEHHOI0 Mpenapara WM 0TX0J0B, MOJYy4YeHHBIX N0c/Ie NPUMeHEeHNs npenapara, u
Apyrue MaHMIYJSIMHU ¢ IPenapaToM

Oco0ble TpeboBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIIMOHHOI'O YAOCTOBEPEHUSA

3ambon C.I1.A., Utanusa / Zambon S.P.A., Italy
Bwua JIwmno gens [lyxka, 10, 20091, Bpecco (mpoBunius Munan), Uramms / Via Lillo del Duca, 10,
20091, Bresso (MI), Italy.

7.1 IlpeacraBuTeib iep:KaTe/is PeriCTPAllHOHHOIO YA0CTOBEPeHUsl

[IpeacraBurenscTBo AO «3amb6on C.I1.A.» (UTamus):
Anpec: 121002 Mocksa, I'mazoBckuit niep., a. 7, opuc 17.
Temn.: (495) 933-38-30/32

®dakc: (495) 933-38-31

E-mail: zambon.russia@zambongroup.com

[pereHsun norpedutTenel HampaBisITh MO aapecy JHIA, YHOJHOMOYEHHOTO JiepiKaTesieM
PETUCTPAIIMOHHOIO YIOCTOBEPEHHUS:

Poccuiickas @edepayus, Pecnyonuxa Apmenus

AHO “HanuonanpHelii HayuHbId LIeHTp @apmakoHanzopa”

daxruaeckuit anpec: 105066, ropox Mocksa, yi. baymanckas, a 6, ctp. 2, atax 9, odpuc 923.
IOpuanueckuii anpec: 121205, ropon Mocksa, Tepputopust CKOJIKOBO HHHOBALlMOHHOTO LIEHTPA,
Bosnbmoii OyneBap, mom 42 ctpoenue 1

Ten: 8-800-777-86-04

E-mail: DrugSafetyRU@zambongroup.com
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 13.11.2025 N= 28314
Pecny6iuka Kasaxcran (MOCNEOCBATENEHOCTE 0002)

TOO "LEKARSTVENNAYA BEZOPASNOST (JIexkapcTBeHHas 0e30macHOCTh)"
Anpec: 050047, Kazaxcran, ropox Anmarsl, Anarayckuil paiioH, Mukpopaiion Casuibl, 1.16, kB.8
Ten: +7 777 064 27 02, +7 775 439 20 61

E-mail: DrugSafetyRU@zambongroup.com

8. HOMEP PEIT'UCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIH MpenapaT OTHOCUTCS K KaTeropuu OTIIycKa 6e3 perenTa.
OO61mas xapakTepucTUKa JIeKapCTBEHHOro mpemnapara Pacnuk AOCTyNHAa Ha MHMOPMALIMOHHOM

noptane EBpa3uiickoro »KOHOMHYECKOTO COI03a B MH(OPMAIMOHHO-KOMMYHHKAIIHOHHOW CeTH
«HTEpHETY.
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