QCINEOOBATENBHOC
OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO HPEH

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
NPBECAPTAH, 75 mr, TabieTKH, MOKPHITHIE TIICHOYHON 000JI0UKOH.
NPBECAPTAH, 150 mr, TabneTku, MOKPHITHIE TIICHOYHOW 00O0JIOUKOM.

NPBECAPTAH, 300 mr, TabsieTKH, TOKPBITHIC TNICHOUYHON 000JI0YKOIA.

2. KAUECTBEHHBINA U KOJIMUECTBEHHBIA COCTAB
JlelicTBytol1ee BelecTBO: updecapTan

NPEECAPTAH, 75 mr, TabeTKH, TIOKPBITHIE TUIEHOYHON 000JI0YKON

Kaxxnas tabnerka comepxur 75 mMr upbecaprana
BcnoMorarenbHbie BelIeCTBa, HAIMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTaBe
JICKapCTBEHHOTO TIperapara: JaKTo3sl MOHOTHApaT (cM. pasneist 4.3, 4.4).

NPBECAPTAH., 150 mr, Ta0ieTKu, MOKPHIThIE INIEHOYHON 000JIOYKON

Kaxmas Tabnerka cogepxxut 150 mr upbecaprana
BcmoMorarenbHble BEIIECTBa, HAMYUE KOTOPBIX HAJAO0 YYHTHIBATH B COCTaBE
JIEKapCTBEHHOT'O MpernapaTa: JaKTO3bl MOHOTHApAT (cM. pasnensl 4.3, 4.4).

NPEECAPTAH, 300 mr, TaOJIETKH, HOKPHITHIE INIEHOYHOU 000JIOUYKOM

Kaxnas tabnerka comepxxut 300 Mr upOecaprana
BcnomorarenbHble BELIECTBA, HAaJUYUME KOTOPBIX HAJO YUHUTHIBATh B COCTAaBE
JICKapCTBEHHOTO Tperapara: JaKTo3sl MOHOTHApaT (cM. pasneist 4.3, 4.4).

[TonHbIN epeyeHb npenapaTa BCIOMOTaTeNIbHbIX BEIIECTB IPUBEIEH B paszzene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIC TIICHOYHON 000JI0YKOM.

HUPEECAPTAH, 75 mr, Tab1eTKH, TOKPBITHIE TUIEHOYHOU 000JI0YKON

Tabnetku 75 Mr — Kpyrible, IBOSKOBBIMYKIIbIE TaOJIeTKU 0€3 PUCKH, TMOKPBHIThIC
MJICHOYHOM 000JI0UKOM OT CBETJIO-OPaHKEBOT'0 JI0 TEMHO-OpaH)KeBoro 1perta. Ha
MIOTIEPEYHOM pa3pe3e BUHBI IBA CJIOS, BHYTPEHHUH CII0 0€I0T0 UiTH TOUYTH OEeJI0T0

[IBETA.
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NPBECAPTAH., 150 mr, Ta0ieTKu, OKPHITHIE INIEHOYHON 000JIOYKON

Tabnetku 150 Mr — Kpyribie, TBOSKOBBIMYKIIbIE TaOJIETKA C PUCKOM, MOKPHITHIC
IUICHOYHON 000JIOUKOW OT CBETJIO-OPaH)KEBOI'O 10 TEMHO-OpaH)keBoro sera. Ha
HIOIIEPEYHOM pa3pe3e BUIHBI J1Ba CJI0s, BHYTPEHHUMN CJI0M 0€JI0T0 WK ITOYTH Oe10ro
L[BETA.

Pucka He npenHa3zHaueHa /Uil pa3iaMblBaHUs TabJeTKU. (cM. pasznien 4.2)

NPBECAPTAH, 300 mr, Ta0JIeTKH, ITOKPHITHIE TNIEHOYHON 000JIOYKOU

Tabnerku 300 Mr — Kpyribie, ABOSIKOBBIMYKJIbIC TAOJIETKH C PUCKOM, MOKPHITHIC
MJIEHOYHOUM 000s10ukoi Oenoro 1Beta. Ha monepeunom paspese TabseTka 0enoro
WJIU TIOYTH O€JIoTOo IIBETA.

Pucka He npeaHasHadueHa /U1 pa3jgaMbIBaHHS TaOIeTKU. (CM. pa3en 4.2)

4. KIMHUYECKUE JAHHBIE
4.1 Ioka3zaHus K NPUMEHEHUIO
[Ipenapat UPBECAPTAH noka3aH Kk IpUMEHEHHIO y B3POCIIBIX.

e AprepuasibHasg THNEPTEH3Us (B MOHOTEpPANMU W B COYETAHUU C APYTUMHU
TMIIOTEH3UBHBIMU CPEJCTBAMU, HAIPUMED, TUA3UIHBIMU INypETUKaMHU, OeTa-
aapeHoOJoKaTopaMu, OJOKaTOpaMu «MEIJICHHBIX» KaJbLIMEBbIX KaHaJIOB
(BMKK) nmutensHOTO NeHCTBUS).

e Hedponatus npu aprepuaabHON TMIIEPTEH3UU U CaXxapHOM Juadere 2 Tuma
(B cocTaBe KOMOMHUPOBAHHOM TMIIOTEH3UBHOM Teparuu).

4.2 Pe:kuMm 103MPOBAHMS U CIIOCOO MPUMEHEHUS

PexxuMm no3upoBaHus

HauanbeHas no3a npenapara cocrasisier 150 Mr oiuH pa3 B CyTKH.
[TarueHTsl, y KOTOPBIX IJIsl JAOCTM)KEHMsS II€JIEBBIX 3HAUYEHUN apTepuUaIbHOTO
nasienus (AJl) TpeOyeTcsi ero JOMOJHUTEIBHOE CHIIKCHHE, 1032 MOXKET OBITH

yBenandeHa 10 300 mr 1 pa3 B cyTkH.
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B cnywyae HepmocTaTOYHOro CHMXEHMS AH-—HApHMOHOTepamHpoecapTaHoM K
JIEYEHUIO0 MOTYT OBITh 100aBJIEHBI JUYPETHKHU (Harpumep, ruapoxioporuasun 12,5
MI B CYyTKH) WIM Jpyrue THUIOTEH3WBHbIE cpeacTBa (Hampumep, Oerta-
aapenooOokatopsl i BMKK miutensHorO nefictus).

Y nanueHToB ¢ HedponaTuel mpu apTepuaIbHON TUIEPTEH3UN U CaXapHOM JAradeTe
2 THIIa IPEIIIOYTUTEIBHON MOJACPKUBAIOIIEH N0301 sBisgeTcs no3a 300 Mr oauH
pa3 B CYTKH.

Makcumanbsnas no3a 300 Mr B CyTKH.

Oco0bnie T'PYIHIIBI ITIAITMCHTOB

Ilayuenmul noscunoco eo3pacma (cmapuie 65 1em)

VY nauueHToB crapuie 75 JeT ciaeayeT OLEHUTh BO3MOXXHOCTh HazHaueHus Oosee
HU3KOW HadalbHOM 1036l Mpenapara (75 Mr) Wik pacCMOTPETh JIPyTrUe BapUaHThI
TEepAMUHU.

Ilayuenmul ¢ noueyHot HeAOCMAMOYHOCMbIO

[TanyeHTaM, HaXOIAUIMMCS HA TE€MOJUAIU3€E, CIEAYET OLICHUTh BO3MOXHOCTH
Ha3Ha4yeHUs 0oJiee HU3KOW HauvajdbHOM J03bI mpemnapara (75 Mr) Wik pacCMOTPETh
JpyTy€ BapuaHThl TEPAMHH.

Ilayuenmul ¢ neueHouUHOU HEOOCMAMOYHOCIBIO

VY manueHToB ¢ HapylieHHeM (QYHKIMM TEYEHU JIETKOM W YMEpPEHHOU CTerneHu
TspKecTH (5-9 6annos no mkane Yaitna-I1et0) koppekiuu 10361 He TpedyeTcs. OnbIT
MPUMEHEHUS MIPEnapara y NalyueHTOB C TSHKEI0M MEYEHOYHOM HEIOCTATOYHOCTHIO
OTCYTCTBYET.

Ilayuenmul ¢ 2unogonemuet

VY manueHToB C BBIPAXXEHHOW TMIOBOJIEMHMEH W/WJIM TUIIOHATPUEMHUEH, TaKUX Kak
MalMeHThl, MOJyYalolllue WHTEHCUBHYIO JHUYPETUUYECKYI0 TEpanuio, WU
HaxOJISIIMECs Ha TeMOJHAN3e, TUIIOBOJEMUSI U TUMIOHATPUEMHUS JOJDKHBI OBITh

CKOPPEKTUPOBAHBI 10 Havaia npuMmeHenus npemnapara MPBECAPTAH.
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HpI/IMCHeHI/IC IIpciiapara IpOTHUBOIIOKA3aHO (He,Z[OCTaTOLIHO KIIMHNYCCKUX JaHHBIX

1o 0e30macHOCTH U 3P HEKTUBHOCTH Mperapara).

Cnoco0 IIPUMCHCHMU S

BHyTpb, BHE 3aBUCUMOCTH OT MpUeMa NUIIU. TalleTKy MpOoraaThIBalOT LETUKOM,

3anuBas BOJOM.

4.3 IIpoTuBONOKA3aHMS

['MnepuyBCTBUTEIBLHOCTH K UpOECapTaHy WK JTI0OOMY U3 BCIIOMOTATEIbHBIX
BEIIECTB, IEPEUNCIICHHBIX B pazjene 6.1;

OJTHOBPEMEHHOE  MPHUMEHEHHE C  JICKAPCTBEHHBIMU  MpernapaTaMu,
COJICp KaIllMMU aJTMCKUPEH, y MAIlMEHTOB C CaxapHbIM IUa0EeTOM W/WIU C
YMEPEHHO BBIPAKEHHOM U TSHKEJION MOYEYHON HEIOCTaTOUYHOCTBIO (CKOPOCTh
ky0oukoBoii  Quinbtpamuu  (CK®) < 60 wmu/mun/1,73m%  mnomanm
MOBEPXHOCTH TEINA);

OJIHOBPEMEHHOE IpUMEHEHUE C WHTUOUTOpAMU
aHTHOTeH3UHNpeBpamaromero  gepmerra (AIIP) y manuMeHToB ¢
nrabeTrueckoit HedyponaTuei;

OEpEeMEHHOCTb;

NEepPHUO/JI JaKTalHUU;

Bo3pacT 110 18 net (3¢ heKTUBHOCTL U OE30MaCHOCTh HE YCTAHOBJICHBI);
HACJICJICTBEHHAs! HEMEPEHOCUMOCTh TalaKTO3bl, HEIOCTATOYHOCTh JIAKTA3bI
WJIM TJII0KO30-TalaKTO3Has MallbabcopOusi;

TsKeJas IeYeHOYHAasi HeJ0CTaTOYHOCTH (Kiacc C nmo knaccudukauuu Yauna-

[Tero v Gosiee 9 6amioB) (OTCYTCTBHE OMBITA KIMHUYECKOTO MPUMEHEHUS ).

4.4 Oco0Oble ykazaHusi M1 Mepbl NPEA0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO:

IIpu CTCHO3€C a0pTaJIbHOT'O nJIn MUTPAJIBHOTO KJIallaHa nJIN

runeprpopuieckoit o0cTpykTuBHOM Kaparnomuonatuu (I'OKMII);
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IIpH THUIIOBOJICMHH, THUIIOHATPHUCMWM, BOSHUKAIOINX,  HATIPUMCP, 1PN
WHTEHCUBHOMW IMYPETUYECKOU Tepanuu, reMouanu3e, COOI0ICHUN JUETHI C
OrpaHUYECHHEM MOTPEOJICHNS MMOBAPEHHOM COJM, AHapee, pPBOTE (ONACHOCTh
ype3MepHoro cHkeHus AJl);

y TAanueHTOB ¢ (YHKIWEH IMOYEK, 3aBUCAIICH OT aKTHBHOCTH PEHUH-
aHTHOTCH3UH-abA0cTepoHOBOM crcTeMbl (PAAC), Takux Kak MaIlueHTHI ¢
apTEPUAIIBHON TUNEPTEH3UEN C JBYCTOPOHHUM WJIH OJHOCTOPOHHUM
CTEHO30M IOYEYHBIX apTEPUN WIM MAlMEHThl C XPOHUYECKOW CEepAEHYHOU
HenoctatouHocthio |I-1V yHkumonansHoro kiacca (mo kiaaccudukanm
NYHA) (cMm. paznen 4.4);

Opy  HWIIEMUYECKOM OO0JIe3HH cepaua W/WIA KIMHUYECKH 3HAYUMOM
aTEpPOCKIIEPO3€ COCYJ0B IOJIOBHOTO Mo3ra (IIpu Ype3MEPHOM CHIKEHUHN AJ|
MMEETCSl PUCK YCUJICHUS HIIEMUYECKUX HapyIIE€HUH, BILUIOTh O Pa3BUTHS
ocTporo uHdapKkTa MUOKap/a U UHCYJIbTA);

IIPY MOYEUHON HEIOCTATOUYHOCTH (TpeOyeTcsi KOHTPOJIb COACPKaHUS Kallus U
KOHIIEHTpAIlMu KpeaTMHUHA B KPOBM), HEJaBHEW TPAHCIUIAHTAIUUA TOYKHU
(OTCyTCTBUE OTBITA KITUHUYECKOTO TPUMEHEHUS );

MIPU OJHOBPEMEHHOM TPUMEHEHUHN HECTEPOUTHBIX TPOTUBOBOCIIATIUTEIbHBIX
IperapaToB (HIIBII), BKJIFOYast CEJICKTUBHbBIE UHTHUOUTOPBI
nukiookcurenaspl-2 (L{OI-2) (moBblllieHHE pUCKAa pPa3BUTHS HapyIICHUI
(GYHKIIMU TMOYEK, BKJIIOYas BO3MOXXHOCTh Pa3BUTHUS OCTPOM TOYECUHOU
HEJIOCTATOYHOCTH W YBEIWYEHUSI COJAECPKAHUSI Kalusi B CBIBOPOTKE KPOBH,
OCOOCHHO y MAIlMeHTOB IMOXKUJIOTO BO3pacTa, MAIMEHTOB C THIOBOJIEMUEH
(BKJIFOYAsl TAIMEHTOB, MPUHUMAIOIIMX JTUYPETUKHU) WU y TMAIMeHTOB C
HapymeHueM (QpyHKIuM moyek (cM. pazzaen 4.5);

py IPUMEHEHUHN B KOMOnHanuu ¢ nHruoutopamu All®D wim anuckupeHom,
TaKk KaKk IO CPaBHEHHMIO C MOHOTepamnuen npu ABoiHou Osokame PAAC
MMEETCSl TOBBIIICHHBIA PUCK Pa3BUTUS 4Ype3MepHOro cHuxeHus All,

TUNEPKAIMEMUH U HapyIIeHUs (YHKIUU TToYeK (CM. pasnaen 4.4);



® y MAalMEHTOB C Mmcopua3zom (B
00OCTpeHMS TeUEHUS TICOpHasa.

YpesmepHoe cHmkearne AJl y DallMeHTOB ¢ THHOBOJIEMUEN

[Ipemapar UPBECAPTAH penko BbI3bIBal upe3mMepHoe CHkeHue Al y
NAlMEHTOB C apTepUalIbHOM THUMepTeH3uell ©0e3 Jpyroil COMmyTCTBYIOLIEH
natonoruu. Kak u npu npueme unrudutopo AIl®D, upesmeproe camxenne Al ¢
COOTBETCTBYIOIIEH CHMIOTOMAaTUKOW MOXET Pa3BUTbCA Yy NALUUEHTOB C
TUMOBOJIEMHUEH/TUTIOHATPUEMHEH  (Hampumep, B  pe3ylbTaTe WHTEHCUBHOU
JUYypETUYECKON Teparnuu, IUapeu, PBOTHI, COOIMIOAEHUS AUEThl C OrpaHUYEHUEM
NoTpeOJeHUs] TIOBAPEHHOW COJIM), a TaKkKe y MalMEeHTOB, HAaxXOIALIMXCA Ha
remMonuanuie. [ 'wmoHatpuemMuss  W/WIM ~ TUIOBOJEMHUS  JOJDKHBI  OBIThH
CKOpPpEKTHpPOBaHbI mnepen Havanom JyedeHus: npemnaparom MPBECAPTAH, wumm
CJIEIyET pacCMOTPETH BOMPOC O MPUMEHEHUHU 00JIee HU3KOM HauyaaIbHOM J1036I.

['unornmukemus

[Ipenapatr UPBECAPTAH MoxXeT BbI3bIBaTh THUIIOTJIMKEMHUIO, OCOOEHHO Yy
MAlMEHTOB, MOJYYAOUIUX Mpenaparsl AJis JedeHus caxapHoro auadera. [loatomy
MOKET TMOTPeOOBATHCA KOPPEKIUS 03Bl MPENapaToB ISl JICYECHUS CaxapHOTO
nuadeTa, TAKMX KaK perariuHu] WA UHCYJIMH.

3a00J1€EBAEMOCTh U CMEPTHOCTH ILI0Ia/HOBOPOKIECHHOTO

Xots omnbiT npumenenus mnpenapatra UPBECAPTAH y OepemMeHHBIX >KEHINWH
OTCYTCTBYET, COOOIIANIOCH, UTO BHYTPUYTPOOHOE BO3eiicTBIE HHTUOUTOPOB ATID,
npu npreme 0epeMEHHBIMU KEHIIIMHAMU BO BTOPOM U TPETHEM TPUMECTPaX, MOKET
MPUBECTH K HApyUIEHUIO pa3BuTUs U cMmeptu miona. Ilpemapar UPBECAPTAH
MPOTUBOIOKA3aH K MPUMEHEHUIO BO BpeMsi OEPEMEHHOCTU, KaK U JI000U Jpyrou
npenapar, KOTOpbId oOKa3biBaeT nmpsimoe BozaeiictBue Ha PAAC. Ecmu
OepeMEeHHOCTh Obla BBISIBJICHA BO BpEMs JICUCHUS, TNPUMEHEHHWE Tperapara

NPBECAPTAH cnenyer npekpaTUTh Kak MOKHO ckopee (cM. pasnenst 4.3, 4.6).




(V)

[1ameHTEI ¢ d)VHKHI’ICﬁ INOYCK, 3aBUCAIIICHOT-&

Kak cnenctBue mnruOupoBanuss PAAC MOXHO 0XHUAATh YXYIIICHHUS (DYHKIIUU
MOYEK Y MPEeApacloiIOkKEHHBIX K 3TOMY MalMEHTOB. Y MAalUEHTOB ¢ (yHKIUEH
nouek, 3aBucsuieil or aktuBHocTh PAAC (mauumeHThl ¢ apTepualbHOU
TUMNEepTEeH3MUEN U CTEHO30M MOYEUHOM apTepUn OJTHOM WM 00EUX MOYEeK, MalMeHThI
C XpOHMUYECKOH cepaeuHoi HemocTtaTouHOCThIO |1 1 IV dyHKIIMOHAIBEHOTO Ki1acca
(mo knmaccudukanun NYHA)), nedeHue JIeKapCTBEHHBIMH MpenapaTamMu, KOTOPbhIe
Bo3aeiicteylor Ha  PAAC, accouuupoBaJioch € OJWUTYpUEH  W/miu
IIPOTPECCUPYIOLIEH a30TEMHEN U PEIKO C OTCTPOM MOYEYHOW HEIOCTATOYHOCTBIO
u/unu cmeptbio. Henmb3si MCKIIOYUTh BO3MOKHOCTh BO3HHUKHOBEHHS IMOJ0OHOTO
s dekTa npyu NMPUMEHEHUU aHTAarOHUCTOB peLenTOpoB aHruoTeH3uHa |, Bkitouas
upbecapTaH.

[Toueunas HEAOCTATOYHOCTDh U TPAHCIIJIAHTAILIWA IIOYKH

[Ipu npumenenun npenapata HWPBECAPTAH y mnaunMeHTOB ¢ NOYE€YHOH
HEJIOCTATOYHOCTBIO PEKOMEHIAOBAH MEPUOANYECKUN KOHTPOJIb COJIEPKAHUS KaJus
M KOHIECHTPAIIMM KPEaTMHHHA B CHIBOPOTKE KPOBU. HET KIMHUYECKHX TaHHBIX
OTHOCUTEJIBLHO TPUMEHEHUs1 upOecapTaHa y TMAlMEHTOB, HEABHO MEPEHECIINX
TPAHCIUJIAHTALIMIO TIOYKH.

[TaimmeHTHl C apTepyaJiIbHOW THUIEPTEH3WEH W CaXapHbIM JHa0eTOM 2 THOAa C

HAapYIHICHUAMHA d)VHKI_[I/II/I ITOYCK

braronpusitHoe nevictBusa npenapata MPBECAPTAH B oTHOmeHnH 3amenyeHus
IIPOrPECCUPOBAHUS IOUYEYHBIX U CEPIAECYHO-COCYAUCTHIX HAPYLIEHUI UMEIIO Pa3HYIO
CTENEHb BBIPAKEHHOCTH y PA3HBIX T'PYMI MALMEHTOB, MEHEE BBIPAKEHO OHO OBLIO
y JKEHILMH U y MAIIMEHTOB, HE OTHOCAIIMXCS K €BPONICOUIHOMN pace.

B knunnyeckom uccienosanuu IDNT y manmeHToB ¢ apTepralibHOM runepTeH3uen
U caxapHbIM auabeToM 2 Tuma c nporeunypueit (= 900 mr/cyTku), B mOArpymmne
NALMEHTOB C BBICOKMM PUCKOM CTE€HO03a IOYEUHBIX aPTEPUid, HA Y OJHOI'O NALUEHTA,

MpPUHUMABINETO HpOecapTaH, HE HAOIIOJANIOCh OCTPOTO PAHHETO IOBBIIICHUS
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KOHILIEHTpAllMd KpEaTMHHUHA B CBhIBOPOTKE—KPOBH; —€BA3aHHOTO—€0—CTCHO3OM
MOYEYHBIX apTEPUH.

JIBoriHag Oixokama PAAC npu OJXHOBPEMEHHOM NOPUMEHEHHH upOecapraHa ¢

naruontopamMu Al wim aTucCKupeHoOM

Boitnas Onokaga PAAC mnpum mnpumeHeHMM KOMOMHanuMuU wupOecapTaHa ¢
unruouropamu AIID win ancKUPEeHOM HE PEKOMEHIYEeTCsl, TaK KaK 10 CPABHEHUIO
C MOHOTEepaIMeld UMeeTcsl MOBBIIICHHBIA PUCK pe3Koro cHbkeHus AJl, pazButus
TUTIEPKATUEMUH U HApyIIeHUS QyHKIIUN TTOYECK.

OnHOBpeMEHHOE NpUMEHEHHe upOecapTaHa C aJUCKUPEHOM WJIM IpernapaTami,
COJIEP KAIIMMH aTUCKUPEH, TPOTUBOINOKA3aHO Y TAIIHEHTOB C CaXapHbIM JHa0eToM
W/WIM ¢ YMEPEHHON WM TsKeIoW moueyHol HepoctarodHocThio ¢ CKD < 60
mu/mMus/1,73M? muomaau mosepxHocTH Tena (cMm. pasgensl 4.3, 4.5) m He
PEKOMEHIYETCS Y APYTUX MallMEeHTOB.

OpHoBpeMeHHOE  TpuMeHeHue  upbOecapraHa ¢ uHruOuropamu  AllD
IPOTUBOINOKA3aHO y NAI[MEHTOB ¢ quabeTnyeckoil Hepponartuen (cM. pa3zuensl 4.3,
4.5) 1 HE pEeKOMEHIyeTCSl y IPYTUX MalleHTOB.

Ilcopuas

VY maruenTos ¢ ncopua3om (B T.4. B aHAMHE3€) pPelIeHue O MIPUMEHEHUH Tpernapara
JOJDKHO TPUHUMATBCS TOJIBKO TIOCJIE TIIATENIbHOM OLEHKH COOTHOIICHHUS
PHUCK/TIOJTb3a BBUY BO3MOXKHOTO 000CTPEHUS TEUCHHUSI TICOpHA3a.

['unepkaaueMus

Kak m npu IpuMEHEHMHM IpPYyIMX JIEKAPCTBEHHBIX IIPENapaToB, BIMAIOMIMX Ha
PAAC, npu gneuenun npenapatrom HWPBECAPTAH wmoxer pa3BuBarhes
TUMNepKaIueMusi, OCOOCHHO MpU HAIWYUU TOYEUYHOM HEIOCTATOYHOCTH W/WUIU
3a0oyieBaHUi cepaua. Y TakuX NAIMeHTOB PEKOMEHIYyeTCs KOHTPOJIUPOBAThH

coJiep KaHue Kajausi B CBIBOPOTKE KPOBHU.
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Crenos A0PTAJIBHOI'O NN MHUTPAAGHOTO KiranaHa, FI/IHCI‘JTL’}G$H'{CCI\&H

06CTDVKTI/IBH8,H KapaAuOMHUOIIaTHUA

Kak u npu mnpuMeHeHWM Apyrux Ba3oAWIATATOPOB, NPU NPUEME Mpenapara
NPBECAPTAH nanueHTamMu ¢ aopTaJbHBIM WM MHUTPAIBHBIM CTEHO30M WU
runepTpohuIecKoil 0OCTPYKTUBHON KapIUOMHOIIATHEH HEOOXOIUMO COOJI0IATh
OCTOPOKHOCTb.

[IepBUYHBIM TMIIEPATLIOCTEPOHU3M

[TarueHTsl ¢ TMEPBUYHBIM THUNEPATIBAOCTEPOHU3MOM OOBIYHO HE pearupyroT Ha
TMIIOTEH3UBHbBIE TIpenapaTsl, JeicTByromue uepe3 uHruOuposanue PAAC.
[Iostomy mnpumenenue npenapata HWPBECAPTAH B Takmx  ciydasax
HeleJIeco00pas3Ho.

[IalMeHTHl ¢ MIIEMHYECKOU 00JIC3HBIO cepana /WA KIWHUYECKH 3HAYHMMBIM

ATCPOCKICPO30M COCYAOB IroJJIOBHOI'O MO3ra

Kak ¥ npu HpuMEHEHHWH ApYrMX THIOTEH3UBHBIX IIPENapaToB, 3HAYMTEIBHOE
cHIKeHue A/l y manueHToB ¢ UIIEMUYECKOM O0JIE3HBIO Cep/ilia U/UITH BBIPAKEHHBIM
aTEpPOCKIIEPO30M COCYJIOB TOJOBHOTO MO3ra MOXET IPUBECTH K Pa3BUTHIO
uHpapKTa MUOKapjAa WIM UHCyJbTa. JleyeHHWe TakuX TMAalKUEHTOB JIOJKHO
OCYILECTBIISATHCA IMOJ CTPOTUM KOHTpoJieM AJl.

Jlntuin

He pexomeH1yeTcst IpUMEHEHUE MPenapaToB JIUTUS B KOMOMHALIUY C MPEnapaTom
NPBECAPTAH (cMm. pasnen 4.5).

BcnomorarensHblie BCIIICCTBA

[TIpenapatr UPBECAPTAH conepxut sakto3sl MoHOruapart. [lanmentaMm ¢ peako
BCTPEUAIOIITUMUCS HaCJIe/ICTBEHHBIMU 3a00JIeBaHUSIMH, TaKUMHU KakK
HEMEePEHOCUMOCTD TaJaKTO3bl, HEMEPEHOCUMOCTD JIAKTO3bI BCIIENICTBHE ACPUITUTA
JaKTa3bl WM CHHIPOM TJIFOKO30-TajJaKTO3HOM MajabaOcopOuuu, HE CleayeT

IIPUHUMATh JJaHHBIN JIEKAPCTBEHHBIN Mpenapar.



4.5 B3aumoaeicTBUe ¢ JAPYTrUMHU JIEK:
BU/IbI B3aUMO/IeliCTBUS

HMcxoas W3 OaHHBIX HCCIEIOBaHMKA N VItro, He OXHAAeTCs B3aMMOIACHCTBUS
upbecapTaHa C JICKaPCTBEHHBIMH CpEACTBAMHU, META0OIM3UPYIOIUMHUCST C
nomombeio m3ohepmentoB CYPL1AL, CYP1A2, CYP2A6, CYP2B6, CYP2E] wm
CYP3A4. pbecaptaH, B OCHOBHOM, META0OJIM3UPYETCS C TIOMOIIBIO H30(epMeHTa
CYP2C9 u, B MeHbIIIEH CTEIICHH, ITOJIBEPraeTCs IIIIOKYPOHUPOBAHMUIO.

He Ha0JI01AT0Ch 3HAYUTEIBHBIX (hapMaKOKHHETHYECKUX u
dbapMakoIMHAMUYECKUX  B3aMMOJICUCTBUIA TMPU  COBMECTHOM  MPUMEHEHHUH
upbecapraHa ¢ Bap(hapuHOM, METAO0OJUZUPYIOUIMMCS € MOMOIIBIO M30(hepMeHTa
CYP2Co.

Hpbecapran He u3MeHsIET (apMaKOKUHETUKY TUTOKCMHA M CUMBACTaTHHA.

[Ipu coBMecTHOM TIpUMEHEHHHM wupOecapTaHa C THAPOXJIOPOTHAZUIOM WIIU
HudenunuaoM papMakoOKHHETHKA upOecapTaHa HE U3MEHSIETCS.

Jlexapcmeennvle npenapamsi, cooepicaujue aluCKupeH

OnHOBpEeMEHHOE MpUMEHEHHE upOecapTaHa ¢ JIEKapCTBEHHBIMM MpernapaTramu,
coJiep KallluMHK aJIMCKUPEH, TPOTUBOIOKA3aHO Y MAIMEHTOB C CaxapHbIM JTUA0ETOM
W/WJH C TOYEYHOU HEJOCTATOYHOCThIO yMEepeHHOM U Tsixeno creneHu (CK® < 60
mia/mMun/1,73 M? muIomamy MOBEPXHOCTH Tela) U HE PEKOMEHIYETCS Yy APYTHX
nanueHToB (cM. pasnensi 4.3, 4.4).

HUneubumopor AIID

[Ipumenenue npbecaprana B couetanuu ¢ uaruonropamu AII® mporuBomnokazaHo
y TalMEHTOB ¢ IUa0eTHYEeCKON HedporaTtheil U He PEKOMEHIYETCS Yy JPYTrHux
NManueHToB (cM. pazaensl 4.3, 4.4).

IIpenapamul kanus u kanuticoepezaroujue OUYpemuKuy, 2enapuH

Ha ocHoBaHuu ompbITa, MOJYYEHHOTO MPU MPUMEHEHUHU JIPYTHX JIEKAPCTBEHHBIX
cpeacTs, Biaustomux Ha PAAC, npu oAHOBPEMEHHOM MNPUMEHEHUU MNpenapaToB
KaJIMs, 3aMEHUTENICH COJIM, COAEPKAlUX Kallii; KaTMACcOeperammux THyPEeTHKOB

Wi  OPpYIruMU, CITOCOOHBIMHM  ITOBHIIIATH COACPIKAaHNEC Kallnud B KPOBH
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JIEKapCTBEHHBIMHU CpEACTBaMU (TenapuH
CHIBOPOTOYHYIO KOHIICHTPALIMIO KaJiusl, YTO TpeOyeT TIIATeIbHOrO HAOII0IeHUS 32
MOKA3aTesIMU KaJus MJ1a3Mbl KPOBU y MAIMEHTOB BO BpPEMSI JICUCHUSI.

HIIBII, sxnouas cenexmusHwvie uneudbumopwt 1]JOI-2

[Ipu 0IHOBpEMEHHOM MPUMEHEHUHM aHTArOHUCTOB PEIENTOPOB aHruoTeH3uHa Il u
HIIBIT (Bximouast cenektuBHble uHTHOUTOpHI [[OI'-2) BO3MOXKHO oOcnabiieHue
aHTUTUIIEPTEH3UBHOTO 3¢ dekTa upodecapTana. Y MalMEHTOB MOXKUIOIO BO3paCTa,
NAI[MEeHTOB C TUIOBOJEMHEH WM MAlMEHTOB C HApyIIEHHOW (yHKUHEH MOoYeK
npumenenue HIIBII, Bkmtouas cenektuBHble nHrHOUTOPHI LIOI'-2, 0tHOBpEeMEHHO
C aHTaroHMCTaMU peuenTopoB aHruoteHsuHa ||, Bkitouas upOecapTaH, MOMKET
MPUBECTH K YXYAIICHUIO (DYHKIIMU MOYEK, BKJIIOYasi BO3MOKHOE Pa3BUTUE OCTPOM
MOYEYHON HEIOCTATOYHOCTH. ITU AP EKThI OOBIYHO SIBISIOTCA OOPATUMBIMHU.
CnemyeT peryisipHO KOHTPOJIMPOBAaTh (PYHKIMIO TIOYEK Yy  TMAIMEHTOB,
OJIHOBpeMeHHO mnpuHumMaromux updecapran u HIIBII, Bxitouass cenexkTuBHBIC
unruouropst [{OI'-2.

Penaznunuo

Hpbecapran moxet uarnOuposats Tpancroprep OATP1B1. B xoie kinHUYECKOTO
UCCIEeI0OBaHMs cOO0IIaNoch, YTO NpUMEHEHHe upbOecapraHa 3a 1 yac 1o mpuema
pernarivHuAa MOBBIIIAT0 MAaKCHMAIbHYIO TUIa3MEHHYIO KOHIEHTPAU0 (Cmax) U
IoIaAb 1oJi (hapMaKOKMHETUYECKON KpUBOW «KOHICHTpamus — BpeMs» (AUC)
penarmanga (cyocrtpata Tpancnoprepa OATP1B1) B 1,8 umw 1,3 paza
COOTBETCTBEHHO. B pamMkax apyroro mccieqoBaHusi HE OBLJIO 3apeTrUCTPUPOBAHO
3HAYMUMOTO  (PapMaKOKMHETUYECKOTO  B3aMMOJICUCTBUS IMPU  COBMECTHOM
npuMeHeHun wupOecaptaHa u penarauHuaa. [losTomy MoxeT noTpedoBaThCs
KOPPEKITUS JT03bl PenarivHu/a MPpU JICYCHUH CaxapHOro auadera y MalreHTOB C
apTepuaIbHON TUIIEPTEH3UEH.

IIpenapamol rumus

Coo0manoch 00 yBEIMUYEHNUN CHIBOPOTOUYHBIX KOHIICHTPAIIUNA JTUTUS U YBEITUYCHUH

€TI0 TOKCUYHOCTH ITPU OJHOBPEMCHHOM IIPUMCHCHNHU COJICH JTUTHS U Hp6ecapTaHa.
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Huypemuku u opyaue eunomen3zugHwle cp
IIpu oaHOBpeMEHHOM NpPUMEHEHUM upOecapTaHa M JAPYTUX THIIOTEH3UBHBIX
CPEIICTB BO3MOYKHO YCWJIEHHE aHTUTHMIEPTEH3UBHOrO aeiictBus. HMpOecapran
MOJKET MIPUMEHSTHCS C IPYTUMHU TMIIOTEH3UBHBIMU CPEJICTBAMU, TAKUMU Kak OeTa-
aapeno6siokaropsl, BMKK miuTenbHOro qeicTBUS U TUA3HUIHBIE THYPETUKH.
[IpenmecTByromee Je4eHNe TUYPETUKAaMU B BBICOKMX J103aX MOKET IIPUBOAMTH K
T'MIIOBOJIEMUU U MTOBBILICHHUIO PUCKA YPE3MEPHOTO CHYKEHUA A/l B Hadase ie4eHus
npenapatom UPBECAPTAH.

4.6 PepTUIBHOCTH, 0€PEMEHHOCTD U JIAKTAIUA

bepeMeHHOCTE

OneIT MO MPUMEHEHUIO UpOecapTaHa NMpu OEPeMEHHOCTU OTCYTCTByeT. C ydeToM
TOT0, YTO MpH NpremMe UHruouTopoB AIID GepeMeHHBIMU JKEHITUHAMH BO BTOPOM
U TPETbEM TpPHUMECTpax OEPEMEHHOCTH HAOIIOJANNCh IMOBPEXKACHUE U THOETh
pa3BHBaroIIerocs IUIoAa, upbdecapTaH, Kak U JI00OM Apyroi mpenapar, KOTOPBI
BO3JeicTByeT HenocpeacTBeHHO Ha PAAC, Henb3sd NPUMEHSATH BO BpeMs
oepemennoctu (I, I, 11l pumectpsr).

[Tpu nuarHocTpoBaHUM OEPEMEHHOCTH BO BpeMsl JIeUeHUs HpOecapTaHOM CIIEIYEeT
KaK MOKHO CKOp€€ MPEKPATUTh €ro MPUEM.

Jlakranus

HpOecapTan 3KCKpETUPYETCS B MOJIOKO JIAKTUPYIOLIUX Kpbic. HenssecTHo, MoxeT
a1 upOecapTaH/ero MeTadoJIUThl SKCKPETUPOBATHCS B TPYJITHOE MOJIOKO YEJIOBEKA.
Bo Bpemsi rpyAaHOro BCKapMiIMBaHUs IpUeM wupOecapTaHa MPOTHBONOKAa3aH.
[ToaTOMy TmOCj€e OIIEHKM COOTHOILIECHHS MpeaArojaraéMod IMojib3bl OT IpUeMa
npenapara Ajig MaTepH U MOTEHLUAILHOTO pUCKa JIsl peOeHKa ClieIyeT MPEKPaTUTh
WIN TpyAHOE BCKapMIIMBaHUE, WK TpueM upOecapTaHa.

DepTHILHOCTE

B nccnenoBanusax y camIioB ¥ cCaMOK KpbIC UpOecapTaH HE BIUSI Ha (PEePTHIBHOCTh
U PENpOAYKTHBHYIO (YHKIMIO, JaKe B J03aX, OKa3bIBAIOIINX HEKOTOPOE

TOKCHYECKOe JelcTBUe Ha poautenei (mo 650 wmr/kr/menn). He nabmromanock
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e = WS

3HAYMMOr0 JEHCTBHUSA HA KOJIUYECTBO JKEHATHEX—TEH; HrvimaHTﬁpyCMSik IMOPHOHOB
WIM JKUBBIX IUI0/0B. MpOecapTan HE BIMSI Ha BBDKHBACMOCTb, PAa3BUTHE WM
BOCITPOU3BOJICTBO IMTOTOMCTRA.

47 BausiHHe HA CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH CpPeICTBAMH H
padoTaTh ¢ MEXaHU3MaMHU

BnusiHEE npenapaTa Ha CIIOCOOHOCTD YIPAaBIIATh TPAHCIIOPTHBIMH CPEICTBAMH HITH
3aHMMAThCS JAPYTMMHM  IOTEHIMAJbLHO OIACHBIMH BUJAMHU  JICATCIBHOCTH,
TPeOYIOMUMH TTOBBIIICHHOTO BHUMAHHS U BBICOKON CKOPOCTH TICHXOMOTOPHBIX
peakiuii, He uzydanoch. OgHaKo, UCXOs U3 ero ¢hapMaKkoIMHAMHUYECKUX CBOMCTB,
mpenapar He 0JDKEH BIMATH Ha CIIOCOOHOCTH YIIPABJATh TPAHCIIOPTHBIMU
CpEeICTBAMM H 3aHUMAThCS JAPYTMMH IMOTEHIIMATBHO OMACHBIMH  BHJIAMH
JeaTeNIbHOCTH (paboTa Ha BEICOTE, paboTa aBUaIUCIIeTYEepa, padboTa ¢ MEXaHU3MaMHU
U T..). B ciaydae BO3HHKHOBEHHS TOJIOBOKPYKECHHS W CIIA0OCTH BO3MOIKHO
CHIDKCHHE BHHUMAaHMS M 3aMEJJICHHE IICHXOMOTOPHBIX peakIuid, HeoOXOIuMO
coOJIr01aTh OCTOPOXKHOCTh TIPH  YIIPaBJIEHUM TPAHCIOPTHBIMH CpEJCTBAMH,
MEXaHU3MaMH.

4.8 HexenareibHbIE peaKkMu

Pesrome HeXelnaTeIbHBIX DEAKITUN

YacTtoTa BO3HHMKHOBEHHUS HEXKEJATEIIbHBIX JIEKAPCTBEHHBIX PEAKLIUN OIpeIe/IeHa B
COOTBETCTBUM C Kiaccudukamueil BcemupHol opraHuzanuu 37paBOOXPaHEHUS
(BO3): ouenp yacto (= 1/10), wyacto (=1/100, o <1/10), Hewacro (=1/1 000, HO
<1/100), peaxo (>1/10 000, mo <1/1 000), ouenp peako (<1/10 000), wacrora
HEU3BeCTHA (HE MOYKET OBITh MOJICYMTAHA HA OCHOBAHUH MMEIOIIUXCS JTAHHBIX ).

HexenarenbHble ABIEHUS y TalueHTOB, NpuHUMaBinx npenapat MPBECAPTAH,
OOBIYHO OBUTM YMEPEHHO BBIPAKCHHBIMHU M MPEXOANIUMHU, U UX 4acTOTa HE Oblia
CBSI3aHA C BEJIMYMHOM TNPUHUMAEMOM J03bl. YacTora BO3HUKHOBEHHUS
HEKEJIATEIbHBIX SBJICHUM HE 3aBUCENIAa OT T1oJia, BO3pacTa H PacoBOU

IMPpUHAAJIC)KHOCTH.
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COOTBETCTBYET 3KI

CMEPTHOMY OTUETY

Huxe npenicraBiieHbl HeXXeNaTeIbHbIC peakiitt, HabFoAaBHHees B KAHTHeeKIX
UCCJICIOBAHMSIX

"y manmenToB ¢ aprepuanbHOl rUNepTEH3Hel;

2y manmeHTOB ¢ He(pomaTueil IpU apTepHUaTbHON THMIIEPTEH3UM M CaXapHOM
nuadeTe 2 TUIa;

% IIpM NOCTPEruCTPaMOHHOM NPYMEHEHUH TIPENapara.

Hapywenus co cmoponwsl kposu u aumgpamuueckoii cucmemol

4acTOTa HEU3BECTHA: TPOMOOLIUTONECHHS, B TOM YHUCJIE TPOMOOLUTONCHUYECKAs
nyprypa’, anemus®.

Hapywenus co cmoponsl ummynnoti cucmemsi

8 (rakme  Kak

4acTOTa  HEU3BECTHA:  PEaKIUu  TUIEPUYBCTBUTEIBHOCTH
AHTMOHEBPOTHUYECKUN OTEK, KOXKHAasl ChbIllb, KpanWBHUIIA, aHA(QUIAKTUYECKHE
peakiuu, aHaQpuIaKTUUECKUHN 1I0K).

Hapywenus co cmoponsr obmena seujecme u numaHus

23 runornmkemus’.

YacTOTa HEM3BECTHA: THIIEPKATMEMUSI
Hapywenus co cmoporbl HepéHOtl cucmembi

4acTO: FOJIOBOKPYXKEHHE 2, OPTOCTATUYECKOE TOJOBOKPYKEHUE?, TOJIOBHAs OOMIb.;
HEYaCTO: OPTOCTATUYECKOE TOJIOBOKPYKEHHUE?,;

YacTOTa HEM3BECTHA: BEPTHIOS,

Hapywenusi co cmopomsl op2ana ciyxa

4acTOTa HEM3BECTHA: 3BOH B yIIax (TMHHUTYC)®,

Hapywenus co cmoponwl cepoya

HEYACTO: OTEKM’, TaXHKapAU .

Hapywenus co cmoponsi cocyoos

YacTO: OPTOCTATHYECKAS THIIOTEH3HS;

HEYACTO: MPUIKMBLI KPOBH ™,

Hapywenust co cmoponsl OblXamenbHOU CUCEMbl, OP2AH08 2PYOHOU KIemKU U

cpedocmeHus.

HEYAaCTO: KallleJlb .
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 30.07.2025 N= 2055

(NMOCNEOOBATENEHOCTE 0002)

Hapyuienus co cmopombul sceny00uHO-KUHEHHO20- P aKhie
yacTo: TomHoTal, pporal;

HEYaCTO: Juapes’, TUCIEICUs’, H3/KO0Ta;

YaCTOTA HEM3BECTHA: JUCTEB3M .

Hapywienus co cmopoml nevenu u J#ceidesbl600auux nymei
HEYacTo: KeNTyxa’,

qaCcToTa HCU3BCCTHA. IIOBBIMICHHUC AKTHBHOCTH <«IICYCHOYHBIX) (1)61?)MGHTOB3 151

KOHIEHTPAUK OMIMpyOMHA B KPOBH®, TEIIATHT®,
Hapywienus co cmopomubl Kodicu u ROOKOICHbIX MKaHell

3 mcopuas®, B TOM uucie

JaCTOTa HEW3BECTHA: JICHKOIIMTOKIACTUYCCKUNA BaCKYJIUT
YCUJIEHHWE TPOSBICHUS CUMIITOMOB Ticopua3a (cMm. paszmen 4.4), peakuuu
(OTOUYBCTBUTENBHOCTH®,

Hapywenus co cmopoHul ckelemuo-mvluledHou u cOeOUHUMeNbHOU MKAHU

YacTO: MBIIIEYHO-CKEIETHAS OOJIb2,

YacTOTa HEM3BECTHA: MMANTHA® (B HEKOTOPHIX CIIy4asX MOKET OBITh CONPSIKEHA C

TOBBILICHMEM KOHICHTPAMM KPEATHHKUHA3bl B IUIa3M€ KPOBHM), apTpPajrus’,

MBIIIIEYHBIE CIIa3MBbI-.
Hapywienus co cmoponl no4ex i MO4esbl600auuUx nymei
YacTOTAa HEM3BECTHA: HapylleHUe (PYHKIMU IT0YEK®, B TOM YHUCJIe CIIydau Pa3BUTHS
MIOYEYHOM HEZOCTATOYHOCTH Y NALMEHTOB IPYNIIEI pUcKa (cM. pasaen 4.4).
Hapywienus co cmopomul NOI06bIX 0P2aHOE U MOJOUYHOU HCENe3bl
HEYACTO: DPEKTUIbHAS TUCHYHKIHSA .
Obwue paccmpoticmea é mecme 66e0eHUs.
YacTO: MOBBIIIEHHAS YTOMIISAEMOCTB?;
He4acTo: 60Ib B IPyAHOM KieTke!;
3

qaCTOoTa HCU3BCCTHA: aCTCHHUA™.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKHI/If/'I

JlabopamopHvie u uncmpymeHmanvhvie OaHHblE
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Bo Bpemsi mnpoBeleHHS KOHTPOJUPYEMbBIX KA CKHX —HEeTCAOBaHHH ¥
NAlMEHTOB C apTepHAJIbHOM TUIEpPTeH3Uued He HaOII0Jan0Ch KIMHUYECKU
3HaYMMBIX U3MEHEHUH B 1a0OpaTOpHBIX MOKa3aTenax. He TpebyeTcs crienuanbHOro
MOHUTOpPUHTa JaOOpaTOPHBIX TOKa3zaTeled [JIs MalMEeHTOB C apTepHalbHOU
runeprensuel, npuaumaronux npenapat MPBECAPTAH.

B kiIMHHUYECKHX HCCIIEIOBAHUSAX TUIEPKATUEMUsI U MpEKpalieHUue JICUCHUsS U3-32a
Pa3BUTHS TUNIEPKATIMEMUH Yallle HabJt01a710Ch y AIMEHTOB C CaXapHbIM I1a0eTOM,
NPUHUMABIIUX HpOecapTaH, 4eM B TpyMIe npuema Iuianebo. Y MalueHTOB C
caxapHbIM JMa0ETOM C apTepUaJbHOW THUMNEPTEH3UEH B COYETAHUU C
MUKpPOATbOYMUHYPHEN M HOpPMaJIbHOM (DYHKIMEW Mouyek rumepkaimeMus (= 5,5
MOKB/) HaOmo1anack y 29,4 % nanueHToB U3 rpynisl ipueMa upoecaprata B 103€
300 Mr uy 22 % nanueHToB U3 TPYIIIbI TpreMa Iane6o. Y naiueHToB ¢ caXxapHbIM
MabeToOM C apTepUANIbHOW TUIIEPTEH3UEN B COUETAHUU C XPOHUYECKOU MOYCHHOU
HEJ0CTAaTOYHOCTBIO U IPOTEUHYpHEH runepkairemus (> 5,5 MOKB/1) HabI01a10Ch
y 46,3 % manueHToB U3 rpyMNIbl Npuema updbecaprana u 'y 26,3 % mnanueHToB u 3
TpYIIIbI NpUeMa rmianedo.

[Ipu npumenenuu npenapata UPBECAPTAH uacto oTMeuanoch 3HAYUTEIBLHOE
yYBEJIMYECHHE KOHIIEHTpalUU KpeaTuH(pochoKkrHaszbl B Mi1a3Me KPOBH.

COO6HI€HHG O IMOAO03PECBACMbBIX HCKCIATCIIbHBIX PCAKIIMUAX

BaxxHo cooOmare 0 TMOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIMIX TOoCcTe
perucTpauy Tpemnapara C IeIbl0 00€CTeUeHUs HEMPEepPhIBHOTO MOHHTOPHHTA
COOTHOIIICHMSI «II0JIb3a — PHUCK» JIEKAPCTBEHHOTO Tpemnapara. MeauiuHCKIM
paboTHUKAM PEKOMEHTyEeTCsl COOOIIATh O JIFOOBIX MOA03PEBAEMBIX HEXKEIATEIbHBIX
peakmusIX JEKapCTBEHHOTO IMpernapaTa 4epe3 HallMOHAIbHBIC CHCTEMBI COOOIIECHNUS
0 HEXEJIATEIbHBIX PEAKITUIX TOCYIAPCTB — WICHOB EBpa3uiickoro s3KOHOMHYECKOTO
COI03a.

Poccuiickaa ®enepanus

109012, r. Mockga, CraBsgHCKasi IJIomajab, 10M 4, crpoeHue 1

denepanbHas ciayx0a mo Hag30py B cepe 3npaBooxpanenus (PoczapaBHaazop)
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COOTBETCTEYET E_I‘i. CMNEPTHOMY OTYETY

o1 30.01.2025 Nz 2055

(NMOCNEOOBATENEHOCTE 0002)

Tenedon: +7 (800) 550-99-03

DnekTpoHHas nodra:_pharm@roszdravnadzor.gov.ru

Caitt: http://www.roszdravnadzor.ru/

4.9 Ilepeno3upoBka

CUMIITOMBI

OnbIT IPUMEHEHHUS MTpenapara y B3pOoCiibIX MalUeHTOB B f03ax 10 900 Mr/cyTku Ha
MPOTSHKEHUU § He/leNb He BBISIBUI KaKOU-TMOO TOKCUYHOCTH.

[Ipeamonaraercs, 4To HanOOJIEe BEPOSTHBIM MPOSBICHUEM TIEPEIO3UPOBKU OYIyT
apTepyalibHasi TUIOTEH3US W TaxUKApIWs; TaKKe IPU MEPEIO3UPOBKE MOKET
BO3HUKHYTh OpaguKapausi.

Jleuenune

OTtcytcTByeT Kakas-nmubo crnenuduyeckas uHGOpMAIUsS B OTHOIICHUM JICUCHHS
nepeo3upoBKU upbecapTaHa.

Crnenyer yCTaHOBUTBH MOCTOSTHHOE HAOJIIOJICHHE 32 COCTOSTHUEM MalMeHTa U, TIPU
HEO0OXOMMOCTH, MPOBOAUTH CUMIITOMATUYECKYIO U MOJACPKUBAIOINIYIO TEPAITHIO.
[Ipu nepeno3upoBKe PEKOMEHIyETCS BbI3BaTh PBOTY U/WJIM MPOBECTH TPOMBIBAHUE
KEeTyaKa.

[lenmecooOpa3eH mpueM akTUBHUPOBAHHOTO yriisa. MpOecapTaH He BBIBOJUTCS W3
OpraHu3Ma ¢ MMOMOUIBI0 TeMOINAIN3A.

5. DPAPMAKOJIOTTYECKHUE CBOMCTBA

5.1 ®apmakoguHaMUYeCKHEe CBOICTBA

dapmaKkoTepaneBTUYECKasi TIpyIna: CpPeiacTBa, JCUCTBYIOIIME HA  PEHUH-
QHTUOTEH3UHOBYIO CUCTEMY; aHTarOHUCTHI PELENITOPOB aHTHOTeH3uHA ||

Kon ATX: C09CA04

MexaHu3M JercTBUd U hapmakoarnHamuueckue 3hhEKThI

HpbecapraH sSBIIETCS CEICKTHBHBIM aHTarOHHCTOM PEIENTOPOB aHTHOTeH3WHA ||
(tuma ATi). Hpbecapran He TpebyeT MeTa0OJIUYECKOW aKTHBAIMU  JUIS

npuoOpeTeHus: (apMaKoJOTUYECKON akTuBHOCTU. AHruoteHsuH |l sBusercs
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BaKHBbIM KOMIIOHEHTOM PAAC u BoBIe
TUIEPTEH3UH, a TAKKE TeMOCTa3 HATPUsl.

Hpbecapran OokupyeT Bce GU3HOIOTHYECKHA 3HAUUMbIC d(()EKThI aHTHOTCH3WHA
I, HE3aBUCMMO OT MCTOYHMKA WJIM MYTHU €r0 CUHTE3a, B TOM YHCJE, €r0 CHIIbHO
BBEIPOKCHHBIE COCYIOCYKHBAIONUN W aJIbJIOCTEPOHOCEKPETUPYIOMUNA 3P HEKTHI,
peanusytoiuecs dyepe3 penentopbl Tuna AT, pacnoyio)keHHbIe HA MOBEPXHOCTH
IJIaJIKOMBIIIEYHBIX KJIETOK COCYJOB M B KOpe HaanodyeyHukoB. OH He o0iagaer
arOHUCTUYECKON aKTHBHOCTHIO K ATi-perentopaM M uUMeEET Tropasio OoJbinee
(6onee wem B 8500 pa3) cpoactBo k ATi-penentopam, uem ¢ AT,-perientopamu
(peuenTopaM, HE CBSI3aHHBIM C peryjsnuer paboThl CepAeYHO-COCYIUCTON
CUCTEMBI).

Hpbecapran He unrubupyer pepmentsi PAAC (takue xak penun, AlID) u He
BIIUSCT HA PEIENTOPHl JPYTUX TOPMOHOB WJIM MOHHBIC KaHAJbI, YUYACTBYIOIINE B
perymsiuuu AJl U romeoctaza HaTpus. brnokupoBanue wupOGecapranom ATi-
PELENTOPOB MPEPHIBAET 1IETIh OOPATHOU CBSI3U B CUCTEME PEHUH-aHTMOTEH3HH, YTO
MPUBOJNT K YBEIUYCHUIO IJITA3MEHHBIX KOHIICHTpAIMi peHuHA U aHTnoTeH3uHa |l.
[Tocne npuema upOecapTaHa B peKOMEHIyEMBIX J103aX IJIa3MEHHAsI KOHIIEHTPAIUs
abIOCTEPOHA CHIDKACTCS, HE OKa3bIBas MPU 3TOM CYIICCTBEHHOTO BIUSHUSA HA
CollepKaHUE Kalusl B CHIBOPOTKE KPOBH (CpelHEE 3HAYCHHE €ro YBEITUYCHHS
cocraisier <0,1 mOkB/m). Upbecapran He OKa3bIBaeT 3aMETHOTO BIMSHUS Ha
CBIBOPOTOYHBIC KOHIICHTPAIIUA TPHUTIUIECPHUIOB, XOJECTEPUHA W  TIIFOKO3HI.
Hpbecapran He BIUAET HA KOHIICHTPAIIUIO MOYEBOM KUCIIOTHI B CHIBOPOTKE KPOBHU
WJIM Ha CKOPOCTh IKCKPEIIMA MOYCBOM KUCIOTHI TIOUYKAMH.

Knnanueckas 2dbdheKkTUBHOCTH U 0€30I1aCHOTH

AHTUTHTIEPTEH3UBHBIN 3P (deKT npdecapTana MpOsSBISIETCS yKe MOCIe IpreMa ero
MEPBOM JT036I M CTAHOBWTCS 3HAYMMBIM B TEeUeHHWE |-2 Hemenb Npuema, ero
MaKCUMAaJIbHBIA aHTUTHIICPTEH3UBHBIN d(PPeKkT qocTuraetcs K 4-6 Heene JeueHusl.
B [oNTOCpOYHBIX KIMHUYECKUX MCCIECIOBAHUAX HAONIOAATIOCh COXpaHEHUE

aHTurunepreHsuBHoro d3ddekra wupbecaprana Oonee oxaHoro Troxa. Ilpu
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OJIHOKpAaTHOM TpUEME BHYTPb HpbeeapTaHa MF
AHTUTUIEPTEH3UBHBIN 3(D(PEKT HOCUT 10303aBUCUMBIN XapakTep B TEUYCHUE CYTOK.
Hpbecaptan mpu omHOKpaTHOM mpueme B go3ax 150-300 mMr B TeueHHE CYTOK
camwkaer AJl, u3MepseMoe B TMOJOXKEHUU «JIeXKa» WIN «CUID» B KOHIE
MEX030BOT0 HHTEpBaJIa (depe3 24 4 mocie nprueMa 103kl upoecapTana, T.€. Iepe
IPHEMOM OYepeIHOM J03bI HMpOecapTana), B cpeaHem Ha 8-13/5-8 mm prt. cT.
(cucronmueckoe/muacronudeckoe  AJ[) 1o  cpaBHeHMI0O ¢ 1uUiaie6o.
AHTUTHIIEpTEH3UBHBIN 3G (dekT npdecaprana mnepen MPUEMOM OUYEPEIHOM J103BI
coctapisier 60-70 % OT MakCMMaNbHBIX 3HAUYEHUN CHUKEHUS TUACTOJIMYECKOTO U
cuctonuueckoro AJl. OntumansHoe cHUkeHue AJl B TedeHue 24 4 JOCTUTACTCS
Ipu IpueMe upoecapTaHa OJUH pa3 B CYTKH.

Hpbecapran npuOIM3UTEIHLHO B OJIMHAKOBOM cTeneHu CHIKaeT AJl B MoyoxKeHUU
«CTOS» U B MOJOKEHUH «Jiexkay. OpTocTarnueckue 3QPeKThl HAOII0IaI0TCS PEAKO,
OJIHaKO, KaKk U mpu npueMe uHruoutropos AIID, y manueHToB ¢ runoHaTpueMue
W/WU TUIIOBOJIEMUEH BO3MOXHO upe3MepHoe CHMkeHue AJl ¢ KIMHUYeCKUMU
MPOSIBJICHUSIMU.

AHTUTUTIEPTEH3UBHOE JEUCTBUE HUpOecapTaHa W TUAZUAHBIX JTUYPETUKOB HOCHUT
aIIUTUBHBIA XapakTep. Y NalMEHTOB C HEIOCTAaTOYHBIM CHMKeHuem AJl mpu
MOHOTEpanuu upOecapTaHoM JI00aBJICHHE K €ro IMpUeMy HHU3KUX 703
ruapoxiopotrasuaa (12,5 mr) oguH pa3 B CyTKH IPHUBOJIUT K JOMOTHUTEIBHOMY
camwkennto AJl na 7-10/3-6 MM pT. CT. (CHCTOJNMYECKOE/IMACTOINICCKOE) I10
CpaBHEHUIO ¢ J00aBJIeHHUEM I1IaIeoo.

D¢ dexTuBHOCTL, UpbOEcapTaHa HE 3aBUCUT OT Bo3pacta win noja. Kak u npu
IIPUMEHEHUN JPYTUX JIEKapCTBEHHBIX CpPEACTB, KOTOpble BIuAT Ha PAAC,
AHTUTHUIIEPTEH3UBHOE JIEWCTBHE HpOecapTaHa y TMAIMEHTOB HETPOUIHOM pachl
3aMETHO MEHEee BBIPaKEHO, OJTHAKO, TIPU MPUMEHEHUH UpOecapTaHa OJJHOBPEMEHHO
C HHU3KMMHU J03aMU THApPOXJOpoTHazuaa (Hampumep, 12,5 Mr B CYTKH)
AHTUTHUIICPTEH3UBHBIM OTBET y TAIMEHTOB HETPOUIHOM pPAChl MPHUOIMKACTCS IO

(G ()EKTUBHOCTH K TaKOBOMY y MAIIMEHTOB €BpomneouIHON packl. [locie oTMeHsl
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upbecaprana AJ] BO3BPAIIACTCS K MCXORHOMY YPOBHIO HOCTEHEHHO- Crtapoma
«OTMEHBD HE Ha0II0AaeTCsl.

VY nanueHToB C apTepUaIbHOW TMIIEPTEH3UMEH M C caxapHbIM AUabeToM 2 TuMa,
npuHUMaroIux upoecaptad B 1o3upoBke 300 mr, ormeuanoch 20 % cHuxeHue (1o
cpaBHeHHUIO C Twiane6o) m 23 % cHmwkeHue (0 CpaBHEHUIO C aMJIOJUIIMHOM B
no3upoBke 10 Mr) OTHOCHTENIBHO pHCKa IMEPBOr0 BO3HMKHOBEHHUS JIIOOOrO U3
CIEAYIOIINX COCTOSHHI: yJABOEHUE CHIBOPOTOYHOM KOHIICHTPALIMM KpPEAaTHHUHA,
pa3BUTHE TEPMUHAIBLHOM CTaJAUU TMOYEYHOM HEIOCTAaTOYHOCTH WA CMEPTU OT
a000i W3 mpuuMH (MpU JOCTUIKEHHUU COIMOCTABUMOIO CHIDKeHHs AJl mnpu
IpUMEHEHUHU upOecapTaHa U aMJIOAUIINHA).

5.2 @apmMaKkoKUHeTHYECKHE CBOMCTBA

AGcopbuus

[locne mpuema BHYTph HpOecapTaH OBICTPO M TOJHOCTBIO BCAChIBAE€TCS, €r0
abcomioTHas  OWMOAOCTYNHOCTh  cOcCTaBiisieT  npuOmmsutenbHo  60-80  %.
OOHOBpEMEHHBI TIPUEM MHINK CYIIECTBEHHO HE BJIMSET Ha OWOJOCTYITHOCTD
up6ecaptana. [locne npuema BHyTph Cmax UpO€capTana nocturaercs uepes 1,5-2 4.

Pacnopenenenne

CBs3b ¢ OenkaMu M1a3Mbl KPOBH COCTABIISIET NPpUOIU3UTENBHO 96 %. CBs3bIBaHME
C KJIETOYHBIMH KOMIIOHEHTaMHM KpOBM He3HauuTelabHO. OOBEM pacnpeneneHus
cocrasisieT 53-93 1.

buorpancdhopmarus

I[Tocne mpuema BHYTPh WJIM BHYTPMBEHHOro BBeneHus *C-upOecaprana 80-85 %
PaINOaKTUBHOCTH, IUPKYJIUPYIOICH B TUIa3Me KPOBH, IPUXOIUTCS HA HEU3MCHHBIN
upbecaptan. HpOecapran MeTabOIU3UpPYETCs] TEUEHBbIO IyTEM OKHUCJICHUS |
KOHBIOTAITUH C TIIFOKYPOHOBOU KUCITOTOW. OCHOBHBIM META0OIUTOM, HAXOSIIIIMCS
B CHCTEMHOM KPOBOTOKE, SIBIIICTCS MpOecapTaHa TIOKYpOHU I (MPUOIH3UTEIBHO 6
%). Oxucienne updecapTaHa OCYIIECTBISACTCS, TIIaBHBIM 00pa3oM, ¢ MOMOIIBIO
nzopepmenta muroxpoma P450 CYP2C9, yuactue uzodpepmenta CYP3A4 B

MeTabonu3me upOecapTaHa SBIsETCA He3HauuTelbHbIM. MpbOecapran He
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5

y4aCTBYIOT B MeTa0O0JIM3Me JIEKapCTBEHHBIX IpenapaToB (u3odepmentsl CYPLAL,

CYP1A2, CYP2A6, CYP2B6, CYP2D6 wmm CYP2El), u He BBI3BIBAaCT HX

WHTUOMPOBaHUA WU MHAYKIUU. MpOecapTaH He MHAYUUPYET U HE UHTHOUPYET

uzopepment CYP3A4,

D IUMUHAINASA

I/Ip6ecapTaH U €T0 METaOOIUTHI BBIBOJATCA U3 OpraHu3Ma, KakK 4CpC3 KUIICYHUK,

Tak ¥ moukamu. Menee 2 % BB€I[GHHOI71 JA03bl BBIACIIACTCA IIOYKaAaMM B BHIAC

HCU3MCHHOI'O Hp6ecapTaHa.

Koneunslii nepuop mnosyBbiBeAeHUs: updecaprana (Tip) coctaBnser 11-15 u.

OOmmii KIMpPEeHC BHYTPUBEHHO BBEJACHHOTO HpOecapTaHa cocrtaBisger 157-176

MJI/MHH, @ €ro MOYEeUHBIH KIUpeHC cocTaBiseT 3-3,5 mu/muH. Ilpu exenHeBHOM

OJTHOKPATHOM IpreMe upOecapTaHa paBHOBeCHas Tura3MeHHast KoHeHTpanus (Css)

AOCTUTACTCA YCPC3 3 OHA, IIPH 9TOM Ha6JII-0I[aeTC}I €TI0 OI'PaHUYCHHOC HAKOILJICHHC

B 11a3Me kpoBu (Menee +20 %).
JIMHENHOCTh

HUpbecapran  neMOHCTpUpPYET

JIMHENHYIO u

J030MPOIOPIIHOHATBHY O

(dhapMakoKUHETHKY B Auamnaszone 103 oT 10 1o 600 mr. HaGaro1anocs MeHbliiee, 4em

AO30IIPOIIOPIHUOHATIBHOC YBCIIMYCHHUC CKOPOCTH BCACBIBAHMA IIPCIIdpaTa IIOCIIC

npuemMa BHYTpb 103 Oonee 600 mMr (B 2 pasa OoJbllle MaKCUMaJIbHON

PEKOMEHTyeMOM J103bl); MEXaHWU3M B JAHHOM CITy4ae HEU3BECTEH.

OcoOble TPVYIIIHI HAIIMEHTOB

Brusinue nona na ¢hapmaxkokunemuxy upbecapmana

VY keHIMH (10 CPaBHEHMIO C MYKYMHAMU ) OTMEYAIUCh HECKOJIBKO 00JIe€ BHICOKHE

TJIa3MEHHBIE KOHIIEHTpanuu upoecaptana. OqHAKO CBSI3aHHBIX C TTOJIOM pa3Inyuil

B T1 1 HaKOIUIEHUH UpOecapTaHa He BBIABIUIOCH. Koppekiuu 10361 npOecapTaHa

y OKeHIIMH He TpeOyercs. He

Ha0JII01aJIOCh

CBA3aHHBIX C TIOJIOBOM

MPUHAIICKHOCTHIO pa3ianunii B d3pdexrax updecapraHa.

CDapMaKOKuHemuKa up6ecapmaHa Yy nayuenmoe noosiCuloco eospacma
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3uauenust AUC u Chax HpOecapTaHa y NaHHeHToB-HOKITOFo-BO3pacta (6., 8@ 7€eT)
C KJIIMHUYECKU HOPMAIbHOU (yHKIIMEN MOYEK U MEeUYeHU ObUIU MPUOIU3UTEIHHO HA
20-50 % BrI111C, UeM y TanMeHToB Oos1ee Mostoaoro Bo3pacTta (18-40 nmet). Koneunsie
Tip conocraBumbl. He HaOmonanoch CBS3aHHBIX C BO3PACTOM pa3ivydil B
addexrax npbecaprana.

Dapmarxoxunemura upbecapmana npu HapyuieHuu QyHKyuu neyeru

VY marueHToB ¢ jerkoi (knacc A mo knaccudukanuu Yauna-I1ero nau 5-6 6anioB)
U YMEpeHHO BbIpaxkeHHOU (kiacc B mo kmaccubumkanum Yainn-Ileto umm 7-9
OalJIOB) TEYEHOYHOM  HEJOCTATOYHOCTHIO  BCICACTBHME ILMpPpO3a  IE€UYCHH,
bapMaKOKHHETHYECKHE TTapaMeTphl HpOecapTaHa CyIIECTBEHHO HE H3MEHSIOTCS.
HccnenoBannst (papMaKOKMHETUKH Y TIAIMEHTOB C TSDKEIBIMH HAPYIICHUSIMU
MEeYEHU HE MPOBOIUIIUCE.

Dapmaroxunemuka upbdecapmana npu HapyuieHuu QyHKyuu noyex

Y nanueHToB C HapyuieHHeM (GYHKIAM TOYEeK WIM MalMeHTOB, KOTOPHIM
MPOBOJUTCA  TeMOAMAIN3, ToKazarenu  (papMakOKMHETUKH  upOecapTaHa
CYIIECTBEHHBIM 00pa3oM He u3MeHsoTcsa. pOecaptaH He BBIBOAWTCS U3
OpraHu3Ma ¢ MTOMOIIBIO TeMOINATN3A.

Brusinue pacoeoii npunaonexcnocmu Ha papmaxokunemuxy upbecapmana

VY npeacraBuTeneit HerpouaHON packl 0e3 aprepuanbHoi runeprersun AUC u Tip
upOecaprana npubamsuTenpbHo Ha 20-25 % BbIIIe, YeM Yy TpeacTaBUTENCH
eBporneonIHoN packl; Cmax UpOecapTaHa y HUX OblIa MPaKTUYECKH OJAMHAKOBOU C

TaKOBOMW y MPEJICTABUTENIEN €BPOIIEOUTHOM PACHI.

6. DPAPMAIIEBTUNUYECKHE CBOMCTBA
6.1 Ilepeyenb BcnoMorareibHbIX BellleCTB

HNPEECAPTAH, 75 mr, Tab1eTKH, TOKPBITHIE TUIEHOYHON 000JI0YKOU

JIakTO3bI MOHOTHIpAT
[enmrono3a Mukpokpuctamuyeckas (tun 102)

Kpockapmeriosa Hatpus
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[ToBupmon-K25

Marnus creapar

Cocmag obonouku:
['unpomerosa

Makporon 400

Humetukon 100

Twurtana quokcung

Kpacurens xene3a OKCHJT JKENThIN

KpaCI/ITeJIB KCJIIC3a OKCH KpaCHBIﬁ

COOTBETCTBYET ZKCTNEPTHOMY OTHETY

a1 300 5 ke 2053
oT U0 A02s N 2UaS

(NOCNEQCBATENEHOCTE 0002)

NPEECAPTAH, 150 Mmr, TaOJIETKH, HOKPBITHIE INIEHOYHOU 000JIOUYKOM

JlakTO3B1 MOHOTHPAT

[emmrono3a Mukpokpuctamudeckas (tumn 102)

Kpockapmennosa Harpus
[ToBunon-K25

Marnus creapar

Cocmas obonouxu:
['unmpomernosa

Makporon 400

Humetukon 100

Tutana TMOKCHUT

Kpacurens xene3a OKCHJT JKENThIN

Kpacurens xene3a OKCHJT KpACHBIM

NPEECAPTAH, 300 Mr, TaOJIETKH, HOKPHITHIE INIEHOYHOU 000JIOUKOM

JlakT03BI MOHOTHIPAT

[enmtono3a Mukpokpuctamuyeckas (tun 102)

Kpockapmennosa Harpus
[ToBugon-K25
Marnus creapar

Cocmas obonouxu:
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['unpomerosa

Makporou 400

Humetukon 100

Twurtana quokcung

6.2 HecoBmecTUMOCTD

He nmpumenumo.

6.3 Cpok roaHocTH (CPOK XpaHEHUA)
3 rofa.

6.4 OcolObie MepbI MPEIOCTOPOKHOCTH NPU XPAHEHHH

XpaHuTh 1pu Temiieparype He Boiie 25 °C.

6.5 Xapakrep u coaepkaHue MEPBUYHON YIIAKOBKH

[lo 7 Tabnerok B KOHTYPHYIO S4YEHKOBYIO yIaKOBKY W3  IUICHKH
MOJIMBUHWIXJIOPUAHON U (DOJBIY AIFOMUHUEBOM NIEYATHOM JTaKUPOBAHHOM.
1,2,3,4,5,6,7,8,9, 10 KoHTypHBIX SYEHKOBBIX YIIAKOBOK BMECTE C HHCTPYKIIUEH
[0 IPUMEHEHHIO TOMEMIAIOT B TAYKY U3 KapTOHA.

[Io 10 TabneTok B KOHTYPHYIO SIYEMKOBYIO YIAaKOBKY M3  IUICHKH
MOJIMBUHWIXJIOPUIHON U (DOTBIH aFOMUHUEBOM MEYaTHOM JIAKUPOBAHHOM.
1,2,3,4,5,6,7,8,9, 10 KOHTYpHBIX SUEMKOBBIX YIIAKOBOK BMECTE C HHCTPYKIIUEH
[0 IPUMEHEHHIO TOMEMIAIOT B TAYKY W3 KapTOHA.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YHUYTOKEHUH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WiM 0TX00B, MOJYYEeHHbIX MOCJe NMPUMEHEHUs
JIEKAPCTBEHHOT'0 Mpenapara u Apyrue MaHUILYJISIUH C IPenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHUMOHHOT'O YAOCTOBEPEHUS
Poccuiickaa @enepanus,

OBIIECTBO C O'PAHMYEHHOM OTBETCTBEHHOCTBIO «ITPAHA®APM»
(OO0 «ITPAHADAPM»)

443068, r. Camapa, yi. HoBo-Canosas, nom 106, kopmyc 81
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.01.2025 N= 2053

(NMOCNEOOBATENEHOCTE 0002)

Ten. (846) 334-52-32, 207-12-61
tbaxc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

7.1 IllpencraBuTeib iepKaTesisi PperHCTPANMOHHOIO Y10CTOBEPEeHUs

[IpeTen3umn HOTDC6HTCJ'I€I>1 HaIrpaBJIAIOT IO aAPCCyY.

Poccuiickaa ®@enepanus,

OBIIIECTBO C O'PAHMYEHHON OTBETCTBEHHOCTBIO «ITPAHA®APM»
(OO0 «ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81

Ten. (846) 334-52-32, 207-12-61

daxkc (846) 335-15-61, 207-41-62

e-mail; info@pranapharm.ru

8. HOMEP PETHCTPAIIMOHHOTI' O YAOCTOBEPEHMUA

9. JIATA MNEPBUYHOM PETMCTPAIIUM (IIOJATBEPXXJIEHUE
PETUCTPALIUU, TEPEPETUCTPALIUSA)

JlaTa nepBoi perucrpauuu:

10. TATA IEPECMOTPA TEKCTA

Oo6mas xapakrepuctuka jekapcrsernroro npemnapata MPBECAPTAH noctynna Ha
MHQOpPMAIMOHHOM  mopTane  EBpa3uiickoro  SKOHOMHUYECKOrO  COl03a B

UH(POPMAIIMOHHO-KOMMYHHKAIIMOHHOM cetn «MHTepHeT™ http://eec.eaeunion.org/
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