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OBIIASI XAPAKTEPUCTHKA JI KAPCTHERHGLOTPETAR PR

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O ITPEITAPATA
Wpbuc, 75 mr, TabneTKH, MOKPHITHIC MIICHOYHONW 000JIOYKOH.
Upbuc, 150 Mr, TabiieTku, MOKPHITHIC TUICHOYHOH 000JI0UKOH.

Np6uc, 300 Mr, TabaeTKH, MOKPHITHIC MIJICHOYHON 000JI0YKOH.

2. KAUECTBEHHBIN 1 KOJIUUYECTBEHHBIN COCTAB
JleiicTByroliee BelecTBO: upOecapTas.

UpOuc, 75 Mr, TabJIETKH, IOKPLITHIE INIEHOYHOH 000JI0YKOM.

Kaxxnas TabneTka, HOKphITas INIEHOYHOW 000JI0UKOM, COACPKUT 75 Mr upbecapTaHa.

Hpbuc, 150 mr, TabieTKku, DOKPHITHIE IJIEHOYHOU 000JI0YKOMA.

Kaxxnas tabnerka, MOKpbITas MICHOYHONU 000709KOH, conepkuT 150 mr upbecaprana.

HpOuc, 300 mr, TabJaeTKH, HOKPBITHIE JIEHOYHOW 000JI0YKOIA.

Kaxxnas Tabnerka, HOKpbITas MJIEHOYHON 00010uKoi, comepxkut 300 Mr upbecapraHa.

[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. IEKAPCTBEHHASA ®OPMA
TabneTK, MOKPHITHIE INICHOYHOU 000JI0YKOM.

Upbuc, 75 Mr, TabNETKHU, NOKPHITHIE IJICHOYHOM 000J10YKOMN.

KancynoBuHble, ABOSKOBBITYKIIbIE TaOJETKH, MOKPBIThIE MJICHOYHON 000710YK0i Genoro mim
HOYTH OEJIoro IBETa C TPaBUPOBKOM, HAHECEHHOIN METOZ0M TUCHEHHUS, « 158) ¢ 0JTHON CTOPOHBI U
«H» ¢ npyroii. Ha nmonepeunom paspese sapo 0e10ro Uiy no4Tu 0esnoro 1sera.

Hpbuc, 150 mr, TabieTKHU, MOKPHITHIE INIEHOYHOW 000JIQUYKOIA.

KarcynoBuaHsle, 1BOSKOBBINYKJIbIE TaOJETKH, MOKPHITHIE MJIEHOYHOM 000JI0UKONW Oenoro uiu
NOYTH Oesoro 1BeTa ¢ TPaBUPOBKOM, HAHECEHHON METOI0OM TUCHEHUS «159» ¢ 0HO# cTOPOHBI U
«H» ¢ apyroii. Ha nonepeuHoM pazpese sipo 0e10ro 1 noutu 06ei1oro mpera.

Hpouc, 300 mr, TabieTKHU, MOKPBITHIE INIEHOYHOW 000JI0UYKOMN.

KarcynoBuaHsle, 1BOSKOBBINYKJIbIE TaOJETKH, MOKPHITHIE MJIEHOYHOM 000JI0UKONW Oenoro uiu
oYTH Oesoro 1BeTa ¢ TPaBUPOBKON, HAHECEHHON MeTOI0M TUCHEHUS «160» ¢ 0HO# CTOPOHBI U

«H» ¢ apyroii. Ha nonepeuHoM pazpese sipo 0e10ro 1 noutu 06e1oro mpera.
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4. KIMHUYECKUE JAHHBIE (NOCNEOCBATENEHOCTE 0002)

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Tpenapat MpOuc noka3an K IPUMEHEHHIO y B3POCIIBIX.

- ApTtepuanbHas TUIIEPTeH3HS (B MOHOTEpAIHH U B COUETAaHUU C JPYTMMHU TUIIOTEH3UBHBIMU
CpeICTBaMH, HaNpuUMep, THA3UIHBIMU AUYpETUKaMH, OeTa-apeHobIokaTopamu, GJI0KaTopaMu
«memieHHbIX» KanbleBbiX kaHaioB (BMKK) mutensHoro neictaus).

- Hedpomnarus npu aprepualibHON THIIEPTEH3UU U caxapHOM jauadere 2 Tuma (B COCTaBe
KOMOMHHPOBAaHHOW TMIIOTEH3UBHOM Tepanui).

4.2. Pe:kum 103MPOBAHUSA U CIOCOO MPUMEHEHM I

PexxuM J103upoBaHus

HavanbeHas no3a npenapara coctasisier 150 mr 1 pa3 B cyTku.

Hpbecapran B 1o3e 150 mr 1 pa3 B cyTku 00BIYHO 0OecTieYnBaET JIydIuii 24-4acoBOil KOHTPOIIb
aprepuanbHoro gasienus (AJl), uem B 1o3e 75 Mr.

[TarueHTsl, Y KOTOPBIX JUIsl JOCTUKEHUS 1ieJeBbIX 3HaueHui Al TpedyeTcs ero JOMOJIHUTENbHOE
CHWIKEHUE, 7032 MOKeT ObITh yBenudeHa 10 300 mr 1 pa3 B cyTKHu.

B cnyuae Hemocrarounoro cHikeHuss AJl mpu MoHOTepanuu upbecapTaHOM K JICUEHUIO MOTYT
OBITH J100aBIEHBl AUYPETUKH (HAmpuMep, TUAPOXIOpOTHA3UA 12,5 Mr B CyTKH) WIH ApPYyTUE
THIIOTEH3UBHBIE CpeicTBa (Hampumep, Oera-aapeHooOmokaropsl win BMKK  mnmurenshoro
JICUCTBHS).

VY namueHToB ¢ HedponaTueil mpu apTepUabHON TUIEPTEH3UH M CaxapHOM auabeTe 2 TUma
IIPEIIIOYTUTENBHON MOJAEpKUBarOIIeN 10301 sBisieTcs no3a 300 mr 1 pa3 B CyTKH.
MaxkcumanbHas cyrouHas 103a — 300 mr.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmoi nosxcunozo 6o3pacma (cmapute 65 nem)

Koppexuuu 10361 He TpedyeTcs.

Pexomenayercst jieyeHHe MAIMEHTOB B BO3pAcTe cTapme 75 JIeT HadyuHaTh C JO3bl 75 Mr
(BO3MOXHO MPUMEHEHHE npOecapTana B TabJIETKax Mo 75 mr).

Tayuenmoi ¢ HapywieHuem QyHKyuy noyex

Koppexkuust 10361 He TpeOyertcs. [ nanneHToB, HaXOAALIMXCS HAa FTeMOANaIN3e, TIEPBOHAYATILHO
IpUHUMaeMas J103a JJOJKHA COCTaBIATh 75 Mr (BO3MOXKHO ITPUMEHEHHE upOecapTaHa B TabeTkax
o 75 wmr).

Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu

VY manueHToB ¢ HapylmieHHeM (QYHKUMHU ME€YeHU JIETKOW M yMEpeHHOM cterneHu Tsxectu (5-9
6amnoB no mkane Yaina-ITeo) koppekunu 10361 He TpedyeTrcs. ONbIT IpUMEHEHUs Ipenapara y

MMaIMCHTOB C TSDKEJIOM IIEYCHOTHOM HEAOCTAaTOYHOCTBIO OTCYTCTBYCT.
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(NOCNEOOBATENBLHOCTE 0002)

Hayuenmul ¢ cunosonemueil

COOTBETCTBYET ZKCNEPTHOMY OTUETY

VY manueHToB C BBIPAKCHHOW THIIOBOJIEMUEH W/WJIM TUIIOHATPUEMUEH, TaKMX KaK MalMeHTHI,
MOJIyYalolue WHTECHCUBHYIO TUYPETUUYECKYIO TEpaIuio, WU HaXOJSIIUEecs Ha TeMOIuaIn3e,
TUIOBOJIEMHSI M THUIIOHATPUEMHUSI JOJKHBI OBITh CKOPPEKTHUPOBAHBI 10 Hadajga NPUMEHEHUs
npenapara Upouc.

eTH
[IpumeHeHue mnpenapara MPOTUBOIOKAa3aHO Yy JeTell B Bo3pacTe a0 18 ner (HexocTaTodyHo
KIIMHUYECKHUX JAHHBIX 110 O0e30macHoCTH U 3 (PEKTUBHOCTH IIpenapara).

Croco0 rmpuMeHeHus

BHyTpb, BHE 3aBHCHUMOCTH OT IIpreMa nHInu. TabiaeTKy MporaaTeIBalOT LEIUKOM, 3alTUBasi BOIOM.
4.3. lIlpoTuBONOKAa3aHNUS

- ['unepuyBCTBUTENBbHOCTh K HpOecapTaHy WM J0OOMYy M3 BCIIOMOTAaTEIbHBIX BEIIECTB
npernapara, NepeyuciIeHHbIX B pazzaene 6.1.

- OTHOBpEMEHHOE PUMEHEHHUE C JICKAPCTBEHHBIMHU IPETapaTaMu, COACPIKAIMMHU alTUCKUPEH, Y
NAIMEeHTOB C CaXapHBIM JAWA0ETOM W/WIM C YMEPEHHO BBIPRKEHHOW W TSDKEJIOW MOYeuHOU
HEJI0CTATOYHOCTHIO (CKOPOCTh KTy60uKoBoii (usrpanun [CK®] < 60 ma/mun/1,73 M2 momanu
MOBEPXHOCTH TeJa).

- OnHOBpEeMEHHOE MPUMEHEHHE C HTHTMOUTOPaMHU aHTMOTEH3UHIIPEBPAIIAIONIETo (hepMeHTa
(AT1®) y manmeHToB ¢ AMabeTHYeCKON HeppomaTHen.

- bepemeHHOCT®.

- Ilepuon rpyJHOrO BCKapMJIMBAHUS.

- Bo3spact 1o 18 net (3¢ hekTuBHOCTH U 6€30MaCHOCTh HE YCTAHOBJICHBI).

- Tspkenas neyeHoOYHasi HEOCTaTOYHOCTD ((PyHKIMOHANBHBIN Kilacc C niu 6osee 9 6aninos)
(OTCyTCTBHE OIBITA KIMHUYECKOTO IPUMEHEHUS).

4.4. OcoOble yka3aHusl M MepbI NPEeJI0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOKHOCTBIO CIICAYCT Ha3HA4YaTh IIperiapar:

- [Ipu cTeHo3€e aopTaaIbHOTO WJIM MUTPATBHOTO KJlaraHa Wik THIepTpoduuecKkoi 00CTPyKTUBHOM
kapaunomuonatuu ('OKMIT).

- [Ipu rumnoBonemMuu, TUNOHATPUEMHH, BO3HUKAIOLIUX, HAMpPUMEp, MPU HHTEHCUBHOMN
TUYPETUYECKOW Tepamuu, TeMOJuain3e, COOIOICHUH TUEThl C OTpaHWYEHHUEM MOTpeOIeHUs
MIOBAPEHHOM COJTH, Hapee, PBOTE (OMaCHOCTh Ype3MEPHOTo CHIKeHHS AJl).

- VY mnanueHToB ¢ (yHKIUEH TMOYEK, 3aBUCSIICH OT aKTHMBHOCTH PEHHH-aHTHOTEH3HH-
anprocteporoBoil cucrembl (PAAC), Takux Kak ManUeHThl ¢ apTepHAbHON THUIEPTEH3UEH C

JABYCTOPOHHUM HJIM OAHOCTOPOHHHM CTCHO30M ITOYCYHBIX apTeprI WIn IIallM€HTBI C
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XPOHUYECKOW CEpACYHON  HEIOCTATOYHOCTH |||—‘N)—“-kﬂ§£€ﬁ b“HEIJ?Iﬂl:olflb' . LJ'_IIaIé(:Z:EIII"I:I (mo

knaccugpukaiun NYHA).

- [Ipu wumemuyeckoit OONE3HM ceplala W/HIM KIMHUYECKH 3HAYUMOM aTEepOCKIIEpO3e
COCYJIOB TOJIOBHOIO Mo3ra (Ipu 4Ype3MepHOM CHIDKeHUM AJl uMeercss pHCK YCHUJIEHHs
UIIEMUYECKUX HapyIIEHUH, BIJIOTh 10 Pa3BUTHsI OCTPOro MH(ApKTa MUOKap/a U UHCYJIbTA).

- IIpu moueyHoil HemocTaTOYHOCTH (TpeOyeTcss KOHTPOIb COJACpXKAHUSA Kalusl |
KOHLIEHTpAllul KpeaTMHWHA B KPOBH), HEJABHEW TpaHCIUIAHTALMM MOYKH (OTCYTCTBHUE OIBITA
KJIMHUYECKOTI'O IIPUMEHEHU).

- IIpn 0THOBPEMEHHOM IPUMEHEHUHN HECTEPOUIHBIX IPOTUBOBOCIIAINTEIBHBIX IIPENIapaTOB
(HIIBII), BkIt04ast CeNIEKTUBHBIC HHTHOUTOPHI IUKI00OKcUTeHasbl-2 (L[OI'-2) (nmoBklieHHe prcka
pasBUTHs HapyIIEeHWH (YHKIUU IMOYEK, BKJIIOYAs BO3MOXKHOCTh Pa3BUTHA OCTPOM MOYEUHOU
HEI0CTaTOYHOCTH U YBEJIMYEHUS CO/IePKaHMsI Kalusl B CBIBOPOTKE KPOBH, 0COOEHHO Y MallUeHTOB
HOXKMJIOTO BO3pacTa, MALMCHTOB C THUIIOBOJIEMHEH [BKIIFOYAs MAIMEHTOB, PUHUMAIOIINX
JMYPETHKH] MM y TIAIIMEHTOB ¢ HapylleHHeM QyHKIHMHU modek (cM. pazzen 4.5.)).

- Ilpu npumenernnn B xomOuHanmu ¢ uHruOutopamu AllD WM amucKUpeHOM, TaK Kak II0
CpPaBHEHHMIO C MOHoOTepamnueil mnpu aorHo Onokame PAAC umeercs MOBBIMICHHBIA PHCK
Pa3sBUTHSL YPE3MEPHOTO CHMXKEHUs A/l, runepkaiueMun U HapyeHust QyHKIHH OYeK.

- ¥V nanueHToB C ncopua3oM (B T.4. B aHaMHE3€) BBUAY BO3MOXHOTO OOOCTPEHHUS! TEUECHMUSI
1copuasa.

Oco0ble yKazaHus

Upesmepnoe cnudxcenue A/l y nayuenmog c cunogoemueti

[Ipenapar WpOuc peako BeI3BIBA upe3MepHOe CHUkeHuEe AJl y mamueHToB ¢ apTepualbHOU
runepreH3uen 6e3 qpyroi comyTcTByromen narosoruu. Kak u npu npueme uaruouropos AIlD,
ype3MepHoe CHIKeHNE A/l ¢ COOTBETCTBYIOIIEH CUMITOMATUKON MOXKET Pa3BUTHCS Y MALIUEHTOB
C TUIOBOJIEMUEH/TUIIOHATpUEMHUEH (HampuMep, B pe3ysibTaTeé HHTCHCHUBHON IUypeTHYECKON
Tepanuu, Tuapeu, pBOThI, COOIIOICHHS TUEThI C OTPAaHUYCHUEM MOTPEOJICHHSI TOBAPEHHOM COJIN),
a TakXe Yy MalMeHTOB, HaXOJAUIMXCAd Ha remojuanuie. ['MnoHaTpueMus W/MIM TUIIOBOJIEMUS
JOJKHBI OBITH CKOPPEKTHUPOBAHBI TEpe]l HadajoM JeueHus: mpemapatoM HpOuc, wiu ciemyer
HauuHaTh JIedeHue ¢ 0osiee HU3KOM J103bl npOecapTaHa (BO3MOXKHO PUMEHEHHEe upbecapTaHa B
no3e 75 mr).

T'unoenuxemus

[Ipemapatr MpOuc MOXKET BBI3BIBATH THUIOTIMKEMHUIO, OCOOCHHO Yy MAlMEHTOB, MOIYYArOIINX
npenapathl Ui JIeueHus caxapHoro auabera. [losTomy MoxeT moTpeboBaThes KOPPEKLUs O3bI

nmpenaparoB AJid JICUCHUA CaXapHOro 111/1a6eTa, TaKHX KaK perarinHu Ui NHCYJIH.
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Sennol OCNEADBATENEHOCTE 0002)

3abonesaemocmv u cmepmHoCcms NA0OA/HOBOPO

COOTBETCTBYET ZKCNEPTHOMY OTUETY

X0T4 ONBIT MpUMeHeHHs penapaTta Mpouc y 6epeMeHHBIX JKEHIINH OTCYTCTBYET, COOOIIAIOCH,
4TO BHYTPUYTpOOHOE Bo3aelcTBIEe HHTHOUTOpoB AIID, mpu npreme GepeMeHHBIMH KEHITTHAMHI
BO BTOPOM M TPEThEM TPUMECTpax, MOKET IIPUBECTH K HAPYIICHUIO PA3BUTHUSA M CMEPTH ILIOAA.
[Tpenapat Up6uc npoTuBONOKa3aH K IPUMEHEHHIO BO BpeMs OEpeMEHHOCTH, KaK U JTr000H Apyroi
npernapar, KOTOpbIi Okas3biBaeT mpsmoe BozaeiictBue Ha PAAC. Ecniu GepemenHocTh Oblia
BBISIBJIEHA BO BpeMs JIEUEHU S, IPUMEHEHNE UpOecapTaHa CIeAyeT IPEKPATUTh KaK MOXKHO CKOpee
(cMm. pasgensi 4.4., 4.6.).

Tayuenmui ¢ hynxyueti nouex, 3asucawett om akmusrocmu PAAC

Kak cnencrBue wmarubmpoanuss PAAC MOXHO OXuJaTh YXyAWEHHs (QYHKIUU IOYEK Y
MPEIPACIIONOKCHHBIX K ATOMY TAIMEHTOB. Y TAIMEHTOB ¢ (pyHKIMEH MOYeK, 3aBUCAIICH OT
aktuBHOCTH PAAC (nmauueHTsl ¢ apTepHaJbHOM TMIEPTEH3UEeH U CTEHO30M IMOYEYHON apTepuu
OJIHOM WM O0OEHX TOYeK, MAIMEeHTBl C XPOHUYECKOW cepaeuHoi HemocTatouyHocThio I u IV
dynkroHanpHoro kiacca [mo kimaccupukamumu  NYHA]), Jiedenue JiekapCTBEHHBIMH
npenapatamMm, KoTopele BosneiicTByloT Ha PAAC, accoumupoBalioch C ONUTypuel uW/wim
Iporpeccupyromiel a30TeMuei u peaKo ¢ OCTPOH MOYEUHONW HET0CTaTOYHOCTBIO /UM CMEPTHIO.
Henb3st MCKIIOYMTH BO3MOKHOCTh BO3HMKHOBEHHUS NOJOOHOro 3¢dexTa Nnpu HpUMEHEHUH
AQHTAarOHUCTOB pelenTopoB anruoreHsuHa ll, Bkmovas upbecapras.

Iloueunas nedocmamounocmo U MPAHCRIAHMAYUS NOYKU

[lpu npumenenun mpenapara HpOuc y manUEHTOB ¢ MOYEYHOH HEAOCTATOUHOCTBIO
PEKOMEHI0BaH MEPUOJUYECKUI KOHTPOJIb COACpkKAaHUS Kalus U KOHLEHTpaluu KpeaTMHUHA B
CBIBOPOTKE KpoBHU. HeT KIMHMYECKUX JaHHBIX OTHOCUTENBHO MpPUMEHEHHUs npenapara Mpouc y
NAMEHTOB, HEJIABHO MEPEHECIINX TPAHCIUIAHTALINIO TTOYKH.

THayuenmor ¢ apmepuanvHou 2unepmen3uell U caxapHvlm ouademom 2 muna ¢ HapyuweHUusMu
@dyHKYUU nouex

bnaronpusitHoe feiicTBue upOecapTaHa B OTHOIIEHUH 3aMeIJIEHUS TPOrPECCUPOBAHNUS TOYEUHBIX
U CepJICYHO-COCYIUCTBIX HApYILIEHUH MMEJO Pa3Hyl0 CTENEHb BBIPAKEHHOCTH y Pa3HbIX I'PYII
NAalMEeHTOB, MEHEEe BBIPA)KEHO OHO OBUIO y XEHUIMH M Yy MAlMEeHTOB, HE OTHOCSIIMXCS K
€BPOIIEOMIHON pace.

B xnunnyeckom uccnenoanuu IDNT y manueHToB ¢ apTepHalibHOM TUIIEPTEH3UEH U caXxapHbIM
nuaberom 2 tuna c nporeunypueit (= 900 mr/cyTku), B IOATPYyIIIE MAallMEHTOB C BHICOKUM PUCKOM
CTEHO3a IIOYEYHBIX apTepHil, HM Yy OJHOrO TNalMeHTa, NPUHMMAaBLIEro HpOecapTaH, He
Ha0JII01a7I0Ch OCTPOT'0 PAaHHETO MOBBIIICHUS KOHLEHTPAIMM KPEaTHHHHA B CHIBOPOTKE KPOBH,

CBSI3aHHOTO CO CTEHO30M IMOYEYHBIX apTEePHUH.
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sotinas 6noxada PAAC npu 00HospemeHHOM n uMeHeHuzltl;Li;ﬁlgt;}};%ﬁJ ED};JZ',%M@@H%H@

UNU ¢ ANUCKUPEHOM
JBoiinas 6nokaga PAAC npu npumeneHun KoMOMHAaIMU upOecaprana ¢ uHruoutopamu AllD
WIM aTUCKUPEHOM HE PEKOMEHIYyeTcs, TaK KaK IO CPaBHEHHIO C MOHOTepanuell HuMmeercs
MOBBILICHHBIA PUCK PE3KOro CHIKEeHUs AJl, pa3BUTHS rUNepKalMeMuu U HapyUIeHus] QyHKIUU
MOYEK.

OnHOBpeMEHHOE MPUMEHEHHE UpOecapTaHa ¢ allMCKUPEHOM WIIM TpernapaTaMu, COAEp KalliMU
QIMCKUPEH, IPOTUBOIOKA3aHO Yy TMAlMEHTOB C CaxXapHbIM JWa0ETOM W/WIM C YMEPEHHOH Hin
TSOKEJION TIoUeuHOM HepocTatounocThio ¢ CK® < 60 mur/mun/1,73 M2 momau MOBEPXHOCTH TeJa
(cM. pa3gens 4.3., 4.5.) 1 HE pEKOMEHYeTCs Y APYTHX MalueHTOB.

OpHoBpeMeHHOE TpuUMeHeHHe upOecaprana ¢ wuHruoutopamu All® npoTHBONOKa3aHO Y
MAlUEeHTOB ¢ auabetnueckoil Hedpomatueil (cm. paszmensl 4.3., 4.5.) u He peKOMeHIyeTcs y
JIPYTUX TaIleHTOB.

Iicopuasz

VY nanueHToB ¢ ncopuasoM (B T.4. B aHAMHE3€) pelIeHHe O NPUMEHEHUHU Ipernapara J0HKHO
NPUHUMATBCA TOJIBKO TIOCJIE TIIATEJBHON OIIEHKHM COOTHOIICHHS «IOJb3a-PUCK» BBUAY
BO3MOXKHOT'O 00OCTPEHUS TEUEHUS TICOpHasa.

T'unepranuemus

Kak u npu npuMeHeHnn Apyrux JIEKapCTBEHHBIX MTpenapaTos, Biusdomux Ha PAAC, npu neyenuu
npernapatoM MpOuc MOXET pa3BUBATHCS THIIEPKAIUEMHs, OCOOCHHO MpPU HATUYUU MMOYEYHOU
HE/OCTaTOYHOCTH W/Miau  3a0oyieBaHMM cepama. Y TakuxX MAUEHTOB PEKOMEHIYeTCs
KOHTPOJIMPOBATh CO/IEPKAHHE Kalusl B CBIBOPOTKE KPOBH.

Cmeno3z aopmanvHoco unu MUmpaibHO20 KIANAHA, 2unepmpo@uueckas o0OCMpPYKMUHasl
Kapouomuonamus

Kak 1 npu npumMeHeHun Apyrux Ba3oAUIaTaTOpPOB, MIpH NMpueMe npenapara MpOuc nanueHTam ¢
AOpTAJIbHBIM WJIM MUTPAIbHBIM CTEHO30M WU C THUNEepTpopuyeckol 0OCTPYKTUBHOMN
KapAroMuonaTuen Heo0XoAMMO COOII0AATh OCTOPOKHOCTb.

Tlepsuunulii eunepanbO0ocmepoHu3M

[TatMeHTh! ¢ NepBUYHBIM THUIEPAIBIOCTEPOHU3MOM OOBIYHO HE PearupyloT Ha TUIIOTEH3UBHBIE
npenaparsl, JeicTByromue depe3 mHruOuporanne PAAC. Iloaromy npuMeHeHue mpernapara
HpOuc B Takux ciayyasx HelenecooOpasHo.

Tayuenmor ¢ uwemuyeckoli 60ne3HbI0 cepoya u/unu KIUHUYEeCKU 3HAYUMbIM amMepoCKIepo30M
€OCY008 20/106H020 MO32a

Kak u npu npuMeHeHUH APYTUX TMIIOTEH3UBHBIX MpPENapaToB, 3HaUUTENbHOE CHUKeHHe AJl y

MAIMEHTOB C MIIEMHYECKON OO0JIE3HbIO Cepjilla W/WIIM BBIPAXKEHHBIM aTEPOCKIEPO30M COCYOB
6
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TOJIOBHOI'O MO3ra MOXET IMPUBCCTH K PA3BUTHH

b unaphte slbrapid i ity in e, Mk

TaKHUX MalMEHTOB JOJKHO OCYLIECTBIIATHCA MO/ CTPOrUM KOHTposeM AJl.

Jlumuii

He pexomenyercs npuMeHeHHE IPenapaToB JUTHS B KOMOMHAIMY ¢ ¢ penapatoM Mpbuc (cMm.

pasznmen 4.5.).

4.5. B3amMmopeiicTBMe ¢ JAPYIrHMH JIeKAPCTBEHHBbIMHM IpenapartaMM W Jpyrue BH/bI

B3aNMO/IeCTBHUA

Wcxons W3 JaHHBIX MCCIIEAOBaHUE iN VItro, He OXKUIaeTCs B3aMMOJCHCTBHS HMpOecapTaHa C

JIEKApCTBEHHBIMU CPENCTBAMH, MeTaOOIM3UpVIOMMMUc ¢ rmomMornso nzohepmenros CYP1A1L,
2

CYP1A2, CYP2A6, CYP2B6, CYP2D6, CYP2E1 umu CYP3A4. HplGecapraH, B OCHOBHOM,

metabommsupyercs ¢ uzodpepmentom CYP2C9 wu, B MeHbIeH CTENEHW, MOJABEPraercs

[IIIOKYPOHUPOBAHUIO.
He wHabmionanoch 3HAuUMTENbHBIX  (DAapMAKOKMHETHUYECKUX U (PapMaKOAMHAMHYECKUX
B3aMMOJICHCTBHI  TPH  COBMECTHOM  TNPUMEHEHUM  upOecapTaHa ¢  seapgapuHom,

MeTa0oIM3UpyIoMmUMCcs ¢ moMotnsko nzodepmenta CYP2CO.

HpObecapran He U3MEHsET PapMaKOKHHETUKY OUCOKCUHA I CUMBACTNAMUHA.

[Ipy CcoOBMECTHOM NPUMEHEHHH HpOEcapTaHa C 2uOpOXIOPMUAZUOOM WU  HUGDeOUnuHom

dapMakOKHHETHKA HpOecapTaHa He U3MEHSETCS

Jlexapcmeennvie npenapamul, cooepicaujue anucKupeH

OpnHoBpeMeHHOE MpUMEHEeHHue upbecapTraHa c

AJIMCKUPCH, MPOTUBOIIOKA3daHO Y IMAUCHTOB

JICKApCTBCHHBLIMU IIpCIiapaTaMH, COACPIKAIIUMH

C CaxapHbIM I[I/Ia6eTOM W/WIH C TIOYEeYHOU

HEJJOCTATOYHOCTHIO YMepeHHoH u Tskenoi cremenn (CK® <60 mu/mmn/1,73 M? mromanu

MIOBEPXHOCTH TeJIa) U He PEKOMEHYeTCs Y IpYT
Hueubumopor AIID

HpI/IMeHeHI/Ie Hp6ecapTaHa B COUCTAHHUH C MHTU

UX NanueHToB (cM. paszaensl 4.3., 4.4.).

o6uropamu AII® npoTHBONOKA3aHO Y MAI[IEHTOB

¢ nrabeTndeckol HedporaTue U He PEeKOMEHIyeTCsl y IPYTHX ManueHToB (cM. pazaens 4.3.,

4.4.).

Ilpenapamul xanus u kanuticbepezaroujue OuypemuKi, 2enapum

Ha ocHoBanuu OIIbITA, IMOJIYYCHHOI'O IpHU HNPUMCHCHUU JAPYTHX JICKAPCTBCHHBLIX CPCIACTB,

Biusrommx Ha PAAC, npu 0lHOBpEMEHHOM NPUMEHEHUH MTPENAapaToB KN, 3aMEHUTENIEH COJIH,

coJlepKallnX Kajuil; kanuicOeperarommx AUYPETUKOB WIH APYTHUMH CIOCOOHBIMHU TOBBIIIATH

COACPKAaHUC Kallud B KpPOBHU JICKAPCTBCHHLI

MU CpCACTBAMH (renapHH), nHOoraga MOXKET

SHAYUTCIIBHO MOBBICUTH CBIBOPOTOYHYIO KOHICHTPALUIO KaJIHA, YTO Tpe6yeT TIIATCIBHOT'O

H36J'IIO,Z[€HI/I$I 34 MMOKa3aTCJIsIMU Kajlus IJIa3Mbl KPOBH Y IMMAITUCHTOB BO BPEMsI JICUCHUA.
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HIIBII, éxniouas cenekmusHvle uHeUOUMOPbL YU, 001<cu5%§2?—%‘%5’5ﬁ%“I:'H':: CThb 0002)

IIpy OAHOBpEMEHHOM NIPUMEHEHHU AHTarOHUCTOB peuentopoB aHruoreHsuHa |l u HIIBII
(Bkirouast cenexTuBHbIe MHIHOMTOPBHI [[OI-2) BO3MOXXKHO OCIIA0JICHUE AHTUTHIICPTCH3UBHOIO
s dexra upOecaprana. Y NanueHTOB MOXKHIOTO BO3pacTa, MalMEHTOB C THIOBOJEMHEH WU
MalMeHTOB ¢ HapymeHHoW (yHkmuedr nouek npumenenwe HIIBII, Bkiouast ceineKkTUBHBIC
unruoutopsl L{OI'-2, 0AHOBPEMEHHO ¢ aHTaroHUCTaMU pelenTopoB aHruorensuHa ll, Bxiaroyas
upOecapTaH, MOXKET MPHUBECTH K yXYIIICHUIO (QYHKIIMU MOYEK, BKIIOYAs BO3MOXKHOE Pa3BUTHE
OCTPOIi MOYEYHOU HEJOCTaTOYHOCTU. DTU 3P (HEKTh OOBIYHO SBIAIOTCS 0OpaTuMbiMu. Creayer
PEryJsipHO KOHTPOJIUPOBATh (DYHKIHIO MOYEK y MAlMEHTOB, OJHOBPEMEHHO MPUHUMAIOLINX
upbecapran u HIIBII, Bkimtouas cenexktuBHbIe HHTUOUTOPHI [[OI-2.

Penaecnunuo

Upbecapran wmoxer wuHruOuposats tpancnoprep OATPIB1. B xome kiInMHHYECKOTO
UCCJIEIOBaHMs COOOIIANOCh, YTO MPUMEHEHHe upOecapTaHa 3a 1 4 J0 mpuema penariuHuia
noBeIIaI0 Cmax 1 AUC penarmuamnaa (cyocrpara tpancnoprepa OATP1B1) B 1,8 u 1,3 paza
COOTBETCTBEHHO. B pamMkax Apyroro uccienoBaHus He ObUIO 3aperMCTPUPOBAHO 3HAYMMOIO
(bapMaKOKMHETHUECKOTO B3aUMOJICHCTBUSL TPU COBMECTHOM IMpUMEHEHHH wupOecapTraHa Hu
penarnuauaa. [loaTomy MoxeT moTpedOBaThCS KOPPEKIUsS M03bl perarfiuHuAa Mpu JICYSHUU
caxapHOro qualeTa y MaueHToB C apTePHAIbHON THIIEPTEH3UEH.

Ilpenapamul rumus

CooOmanioch 00 yYBENTWYEHHHM CBHIBOPOTOUHBIX KOHILIGHTPALMKA JIUTUS M YBEIUYCHHH €ro
TOKCHUYHOCTH IIPH OIHOBPEMEHHOM IIPUMEHEHHUH COJIeH TUTHUS U upbecapTaHa.

Huypemuku u opyaue eunomen3zusHvle cpeocmea

[Tpu onHOBpEMEHHOM NMPUMEHEHUH MpOecapTaHa U IPYrHMX TMIIOTEH3UBHBIX CPEICTB BO3MOXKHO
YCUJICHHE aHTUTUIEPTeH3UBHOTrO JeiictBus. MpbecapTaH MOXKET NPUMEHATHCS C APYTUMH
TUIIOTEH3UBHBIMM CPEJCTBAMHU, TaKMUMU Kak Oeta-aapeHoOsokatopsl, BMKK mnurensHoro
JEHCTBUS U TUA3U]IHBIE JTUYPETHKH.

[TpenmecTBytoliee JeueHne TUypeTUKaMU B BBICOKHUX J103aX MOXET IPUBOJUTH K TUIIOBOJIEMUUN
U TOBBILICHUIO PUCKA Ype3MepHOro cHmkeHus A/l B Hauane nedyeHus npenaparom Mpouc.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTB

OneIT O pUMEHEHHIO UpdecapTaHa Mpu OepeMEeHHOCTH OTCYTCTBYeT. C yuyeToM TOro, 4yTo Mpu
npueme uHruouTopoB AIID 6epemennbiMu sxeHmuHamu Bo Il u 1l Tpumectpax 6epemeHHOCTH
HaOJI01aMMCh MOBPEXJICHHE U THOENTb pa3BHUBAIOLIETOcs IUIOJA, MpOecapTaH, Kak M JIH0O0H
JIpyroil mpenapar, KOTOpPbI BO3/IeHCTBYyeT HenocpeAcTBEHHO Ha PAAC, Henb3sl IPUMEHSATh NPH

6epemennoctu (I, II, III TpumecTpsr).
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CKOpEe MPEKPATUTh €r0 MPUEM.

JlakTanms

HpbecapraHn 53KCKpEeTUPYETCsl B MOJIOKO JIAKTHUPYIOIIUX KpbIc. HewsBecTHO, MOXeT Ju
upbecapTan/ero MeTabOJIMTHl SKCKPETUPOBAThCSA B TPYJIHOE MOJOKO dYeloBeka. Bo Bpems
TPYJHOTO BCKapMJIMBaHUsS TpHeM HpOecapTaHa NpoTuBOIOKazaH. [losTomy mocne ouneHku
COOTHOUIEHUS MPEANOIaraeMou Mmojb3bl OT MpUeMa MperapaTa AJis MaTepu U MOTEHLIUATBLHOTO
pHUCKa JuIsl peOeHKa ClienyeT IPEeKPaTUTh WK IPyAHOE BCKapMIIMBaHUE, WU TIPUEM UpOecapTaHa.

DepTUILHOCTE

B wuccnenoBaHusix y caMIOB M CaMOK KpbIC HpOecapTaH He BIWsI Ha (EpPTUIBHOCTh WU
PENPONYKTUBHYIO (DYHKIIHIO, JaXKe B 103aX, OKA3bIBAIOIINX HEKOTOPOE TOKCUYECKOE JIeCTBHE Ha
poauteneii (mo 650 mr/kr/nens). He HaOmoqanocs 3Ha4MMOT0 JEWCTBHS HA KOJINYECTBO JKEJITHIX
TN, WMIUIAHTUPYEMBIX SMOPHOHOB WM JKMBBIX IUIOZOB. MpOecapraH He BiIusuI Ha
BBDKHBAEMOCTb, Pa3BUTHE HJIM BOCIIPOM3BOJICTBO TOTOMCTBA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeICTBAMHM M PadoTaTh ¢
MeXaHU3MaMH

Brnusinue npenaparta Ha CiocOOHOCTH YIPABJIATh TPAHCIIOPTHBIMH CPEJICTBAMH WIIM 3aHUMATHCS
APyruMyu IMOTCHUHUAJIBHO OIIACHBIMKW BHIAMH JOCATCIBHOCTH, Tp€6YIOHII/IMI/I IIOBBIIIICHHOI'O
BHHUMAaHUS U BBICOKOM CKOPOCTH ICUXOMOTOPHBIX peakuuii, He u3y4yanoch. OJHAKO, UCXOMd U3
ero (papMakoAMHAMUYECKUX CBOMCTB, Ipenapar He JOJDKEH BIHMATh Ha CHOCOOHOCTh YIPaBIISTH
TPAHCHOPTHBIMM CPEJICTBAMU U 3aHUMATbCA JAPYTUMH TOTEHLUHUAIBHO OMNACHBIMU BHIAMHU
JesTeNIbHOCTH (paboTa Ha BbIcOTe, paboTa aBUagucHeTyepa, paboTa ¢ MEXaHU3MaMu U T.1.). B
CJlIyda€ BO3HHKHOBCHHSA TOJIOBOKPYKCHHA U c1a00CTH BO3MOJKHO CHHJKEHHE BHUMAaHUS U
3aMelJIeHHe ICUXOMOTOPHBIX peakiuii, HE0OX0MMO COOJII0JaTh OCTOPOKHOCTD IPH YIIPABICHUN
TPAHCHOPTHBIMH CPEICTBAMU, MEXaHU3MaMHU.

4.8. HexxenaresbHbIe peakuuu

PesroMme HexxenaTeabHbBIX PEAKIINT

YactoTa BO3HHMKHOBEHMS HEXENATENbHBIX peaklUil omnpeaensyiacb B COOTBETCTBUU C
kiaccudukaimein BeemupHoit opranusaiuu 3apaBooxpanenus (BO3): ouenp uwacro (> 1/10),
gacrto (> 1/100, < 1/10), megacto (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), oueHs peaxo
(< 1/10000), yacToTa HeU3BEeCTHA (HA OCHOBAaHUW MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOYXKHO).

HexenarenbHble sBIEHUS y MallMEHTOB, MPUHUMABIINX HpOecapTaH, OOBIYHO OBUTH YMEPEHHO
BBIPQXEHHBIMU U MPEXOJAIIMMH, U X 4acTOTa He ObLa CBS3aHAa C BEJIMYMHON MPHUHUMAEMOM
n03bl. YacToTa BO3HHKHOBEHHS HEXKENIATEIFHBIX SBICHWH HE 3aBHCElla OT TI0JIa, BO3pacTa M

pacoBO MPUHAJICKHOCTH.



COOTBETCTBYET SKCTNEPTHOMY OTHETY

ot 12.03.2025 N2 6698

Huxe mnpencraBieHbl  HeXenaTeldbHblE  PEAKLUU, '”‘ﬁb%ﬂl%ﬂé%ﬁﬁggﬂ I:'Iﬂl: I::IJ—JT_I;III:IlI;‘I;IG-'IC.IKI/IX

HCCIIEIOBAHUSX

! _y maumenToB ¢ apTepHanbHOi THIIEPTEH3HEN;

2 _ y manmmeHTOB ¢ HepomaTHeli Npu apTepuanbHOil THIIEPTEH3HMH U caXxapHOM auabere 2 THIIa;

% _ 1IpM MOCTPErHCTPAIOHHOM TIPHMEHEHHH TIPenapara.

Hapywenus co cmoponul Kpogu u iumg@amuyeckou cucmembl

YacToTa HEM3BECTHA: TPOMOOLMTOIEHHsS, B TOM YHCJIE TPOMOOIHMTONEHMYECKas Myprypa’,
aHeMHus .

Hapywenus co cmoponsl ummynnou cucmemol

YacToTa HEM3BECTHA: PEAKIIMH THIIEPUYBCTBUTEILHOCTH® (TaKNe KaK AHTMOHEBPOTHYECKH OTeK,
KOKHAsI ChITlb, KPAIMBHUIIA, aHAPUIIAKTHYECKUE PEeaKINK, aHAPUIAKTHICCKUN IOK).
Hapywenusa memabonuzma u numarnus

2’3, FI/IHOFJ'II/IKGMI/IHB.

YacToTa HeM3BECTHA: THIIEPKAIMEMHS
Hapyuienusi co cmopoHbl HepeHoii CUCeMbl
YacTo: TONOBOKpPYKEHHE 12, OPTOCTATHIECKOE I'OJTOBOKPYKEHHE?, TOOBHAs 6Ok .

Heuacro: OPTOCTATHYCCKOC FOHOBOKPY)KCHI/IC]'.

YacToTa HEW3BECTHA: BEPTUTO".

Hapywenus co cmopomvl opeana ciyxa u 1abupunma
YacToTa HEM3BECTHA: 3BOH B yIIaxX (THHHUTYC)S,

Hapywenus co cmoponwl cepoya

Heuacto: otexu?, Taxukapaus®.

Hapywenus co cmoponvl cocy0oé

YacTo: opToCTaTHYECKasi THIOTEH3HsI-,

HeuacTo: mpuIIMBBI KPOBH™.

Hapywienus co cmopoHbl 0biXxamenbHOll CUCEMbL, 0P2AHOE 2PYOHOIL KIeMKIU U CPedoCmeHs]
Heuwacro: xamrens..

JKenyoouno-kuuieunvie Hapyuienus

Yacro: TomHoTal, ppotal.

Heuacro: auapes®, nucnencus®, usxoral,

YacToTa HeM3BECTHA: ICTEB3Hs .

Hapywienus co cmopombl neent u 1cenuesblo0suux nymet
Heuacro: xenryxa®.

YacToTa HEU3BECTHA: ITOBBHIIIEHHE AKTUBHOCTH «II€YCHOUHBIX) (I)epMCHTOB3 U KOHIOCHTpAlHU

OMITHPYOMHA B KPOBH®, TeNaTHT .,

10
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Hapymeﬂu}z CO CMOPOHBL KOIHCU U NOOKONCHBIX KAHEl

3, HCOpI/Ia33, B TOM YHUCJIC YCHJICHUC

YacroTra HEM3BECTHA: JICMKOLUTOKIACTUYECKUN BACKYJIUAT
TIPOSIBIIEHHUS CUMIITOMOB TIcopHasa (cM. paszen 4.4.), peakiiuy (pOTOUYBCTBUTENBHOCTH .,
Hapywenus co cmoponwl mblueunotl, ckeiemHotl U cOeOuHUmMenbHOl mKaHu

YacTo: MBIIIEYHO-CKEIETHAs 6OIb2,

YacToTa HEM3BECTHA: MUAITUA® (B HEKOTOPHIX CIIydasX MOYKET OBbITh COMPSKEHA C MOBBIIICHUEM
KOHIIEHTPALIMH KPEATHHKUHA3HI B [Ia3Me KPOBH), apTPANITHS’, MBIIIEUHBIE CIIA3MBI.
Hapywenus co cmopoHbl nouex u Mo4egbleo0saux nymei

YacToTa HeM3BECTHA: HapylleHHe (YHKIMM MOYEK

, B TOM 4HCJIe Cllydau pa3BUTHUs MOYEYHOH
HEJIOCTAaTOYHOCTH Yy NMAIMEHTOB I'PYIIBI pucka (cM. pazaen 4.4.).

Hapywenus co cmopoHnvl penpoOyKmugeHoll cucmembvl U MOJIOYHbBIX Jicene3

Heuacro: spekTriibHas quchyHkuus’.

Obwue napywenus u peakyuu 8 mecme 68e0eHuUs

YacTo: HOBBIIEHHAS yTOMIAEMOCTE .

Heuacto: 6015 B rpyIHOi KiieTKe!,

YacToTa HEM3BECTHA: ACTEHUS .

Jlabopamopnvie u uncmpymenmanbHvle OaHHblE

Bo Bpems mnpoBeneHHS KOHTPOJUPYEMBIX KIMHUYECKUX HWCCIEAOBAaHUI Yy TMAIMeHTOB C
apTepuaJbHOM TUIEPTEH3HEH HE HAOMIOAAIOCh KIMHUYECKA 3HAYUMBIX HW3MEHEHUH B
nabopaTopHbIX MoKa3zarensx. He tTpeOyercs crenualbHOr0O MOHUTOPHHIra JabOpaTOPHBIX
nokasartesei /Ui NalieHTOB C apTepualbHON THIIepTeH3Uel, MPUHUMAIOIIUX npOecapTaH.

B KkiIMHWYECKHX WCCIENOBAaHMUAX THIEPKAIMEMHS] M TPEKpalleHHe JICYCHUS W3-3a Pa3BUTHA
THMEPKATMEMHUH dYale HaOMI0JaliuCh y MAIMEHTOB C CaXapHbIM JMa0eTOM, MPUHUMABIINX
upbecapTaH, yeM B TIpynne mnpueMa Iuianedo. Y MalueHTOB C CaxapHbIM JuabeToM U
apTepuanbHOl TMIEpTeH3UeH B COYETaHMM ¢ MUKPOAIbOYMUHYpHEH U HOpMallbHOW (pyHKIMen
MoYeK rumnepkamueMus (> 5,5 MOkB/in) Habmonanace y 29,4 % manueHToB U3 TPYIIbI pUeMa
upOecaprana B 03¢ 300 Mr u y 22 % mauueHToB U3 TPYIIBI IpHeMa Iuianedo. Y MalueHToB ¢
caxapHbIM JMa0€TOM C apTepHaJbHOW TMIEPTEH3UEH B COUETAHHU C XPOHMUYECKOW MOYEUHOU
HE/I0CTaTOYHOCTBhIO U MPOTEUHYpHEH, runepkanuemus (= 5,5 mOkB/1) HaOmonanace y 46,3 %
NAIMEHTOB U3 IPYyNIbI preMa upoecaprana u'y 26,3 % mnaiueHToB U3 rpynibl preMa mianeoo.
[Tpn mpumenennn mpOecapTaHa 4acTO OTMEUYAIOCh 3HAYMTEIHHOE YBEIMYCHHUE KOHIICHTPAIUH

KpeatuH(poc(hoKruHa3kI B IJIa3Me KPOBH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0maTe O M0J03pPEBAEMBIX HEXKENATEIbHBIX pPEAKLUUAX II0CIE PErucTpanuu

JIEKapCTBEHHOTO Ipenapara ¢ LelIbl0 00eCcleYeHns: HEPEPbIBHOITO MOHUTOPUHIA COOTHOIIECHHUS
11
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«10Jb3a — PHUCK» JIEKAPCTBEHHOTO IMpenapara. Mendﬂiﬁ&%@rﬂ%ﬁ'ﬂﬁ&hﬂ I:t:)[éIIO_'I'\/IIFBl:l;IE;éTCH

co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATEIbHBIX PEAKIUSIX JIEKapCTBEHHOTO Ipernapara
Yyepe3 HalMOHABHBIC CUCTEMBI COOOIICHUS O HEXKEIATeIbHBIX PEAKIINIX TOCYIapCTB — YICHOB
EBpasuiickoro 3KOHOMH4ECKOro Cor3a:

Poccuiickasa ®@eoepayus

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOIIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

OnbIT MpUMEHEHHUS MpernapaTa y B3pOCIbIX NalUeHTOB B 103ax 10 900 Mr/cyTKU Ha MPOTSHKEHUN
8 Helenb HE BBISBHIJI KaKOW-TMOO TOKCHMYHOCTH. [Ipenmmonaraercsi, 4To HanOojiee BEPOSTHBIM
MPOSIBIICHUEM TIEPEO3UPOBKH OyAyT apTepHalibHas TUIMOTEH3HUS W TaXUKaApAWs, TAKXKE IMPU
nepe03uPOBKE MOKET BOSHUKHYTh OpauKapIus.

Jledyenue

OtcyTrcTByeT Kakas-mu0o crenuduaeckas nHGOPMAIUsS B OTHOIICHUH JICUCHHS TTePEI03UPOBKU
npenaparoM Upb6uc. Ciaemyer ycTaHOBUTH MOCTOSIHHOE HAOJIIOICHHE 32 COCTOSIHUEM TMallUeHTA U,
Ipy HEOOXOAUMOCTH, MPOBOJUTH CUMITOMATHYECKYIO M MOJAEpKHUBAIOIIyl0 Tepanuio. [lpu
Nepe03UPOBKE PEKOMEHIYETCsS BBI3BaTh PBOTY /WM TPOBECTH TPOMBIBAHUE IKEIYAKA.
[lenecooOpa3eH MmpHeM aKTUBUPOBAHHOTO yriisi. MpOecapTaH HE BBIBOJUTCS W3 OpPraHH3Ma C

IIOMOIIBIO Ir€MOANAIN3a.

5. DPAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

®dapmakoTepaneBTUUYECKass TPyIIa: CPeACTBa, IEHCTBYIONIME HA PEHUH-aHTHOTCH3WHOBYIO
CHUCTEMY; aHTarOHUCTHI PELIENTOPOB aHTHOTeH3uHa [1.

Kon ATX: CO9CA04.

MexaHn3M IeiCTBUS

Hpbecapran sBISIETCS CEJICKTUBHBIM QHTAarOHHUCTOM pelenTopoB anruoTeHszuHa Il (tuma ATy).
HpGecaptan He TpeOyeT MeTabOIUYECKO aKTHBALUU JJsl TPHOOpeTeHHs (hapMaKoIOrudecKoi
akTUBHOCTH. AHrnoteHs3uH Il sBisercs BaxHbIM KoMIIOHEHTOM PAAC 1 BOBJIEUEH B NATOIEHES

Pa3BUTHS apTEpUATHLHOM TUIIEPTEH3HH, a TAK)KE TOMEOCTa3 HaTPHUS.
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dapmakognaamuyeckue 3P HeKTeI
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HpGecaptan O10KkupyeT Bee (hr3HoIornuecku 3Haunmblie 3¢ ekt anruoreHsuna Il, nezaBucumo
OT WCTOYHMKAa WJIM TIIyTH €ro CHHTE3a, B TOM YHCJIE, €ro CWIbHO BbIPAKCHHBIC
COCYJIOCY>KMBAIOLIMH M  allbJIOCTEPOHOCEKPETUPYIOIUI 3] deKThl, peanusyromuecs dvepes
peuenTopsl THNAa AT1, pacron0kKeHHbIe Ha IOBEPXHOCTH INIaJKOMBIILIEYHBIX KIETOK COCYJIOB U B
KOpe HaAMOYeuHUKOB. VpOecapraH He o0mamaeT aroHMCTHYECKOW akTWBHOCTBIO K ATi
perieniTopam U uMmeeT ropasno Oosnbinee (6onee ueM B 8500 pa3) cpoactBo k ATi-penenropam,
yeM Kk ATe.-penentopam (peuentopaM, He CBSI3aHHBIM C peryisinued paboThl cepledHo-
COCYJIUCTON CUCTEMBI).

HpGecapran ne unrndupyet pepmentsl PAAC (Takue Kak peHHH, aHTHOTEH3WHIIPEBPAIAOIINi
depment [AIID]) m He BiIMAET HA PELENTOPbI JIPYTUX TOPMOHOB WM HOHHBIC KaHAJbI,
yuacTBytoue B peryinsauuud AJ] u romeocrasa Hatpus. biokupoBanue upOecapranom ATi-
pELENnTOPOB NPEPhIBAET LIeNb OOPAaTHOM CBSA3M B CUCTEME PEHUH-aHIMOTEH3HH, YTO MPUBOJIUT K
YBEIIMYCHUIO TUIA3MEHHBIX KOHIEHTpanuii peHnmHa u anruorensuHa |l. Ilocne mnpuema
upOecapTaHa B peKOMEHAYEMBIX /103aX IJIa3MEHHasi KOHIIEHTpaLus ajlbJOCTEPOHA CHUYKAETCS, HE
OKa3bIBasi [IPU 3TOM CYILIECTBEHHOT'0 BIIMSHUS Ha COAECP)KaHUE KallKs B CHIBOPOTKE KPOBH (CpeHEe
3Ha4yeHue ero ymenndeHus cocrtasisger < 0,1 MOkB/m). MpbecapraH He OKa3bIBaeT 3aMETHOIO
BIMSIHAS Ha CBIBOPOTOYHBIC KOHLEHTPAIMH TPHUIJIMLEPUIOB, XOJECTEpUHA U TIIOKO3BL
HpGecapTan He BIMSET Ha KOHIIEHTPAIIMIO MOYEBOH KHCIOTHI B CBIBOPOTKE KPOBU WM Ha
CKOPOCTb 3KCKPELIMH MOYEBOM KMCIOThI HOYKAMH.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

AHTUTHIIEPTEH3UBHBIN 2P deKT updecapTaHa MposBISETCS yKe MOCIe MprueMa ero nepBoil 1036l
U CTAaHOBUTCS 3HAUYMMbIM B Te4yeHHe 1|-2 Hedenp NpuUeMa, €ro MaKCHUMaJbHBIN
AHTUTUNEPTEH3UBHbIN 3¢ dekr nocturaercs k 4-6 Hexene JedeHus. B 1oarocpoyHsIx
KJIMHUYECKMX MCCIIEeIOBAaHUAX HaOMI0JaIoch COXpaHEHHE aHTUTHIEPTeH3UBHOTO 3(ddekra
upOecaprana 60s€ee 0JHOTo roja.

[Ipu omHOKpaTHOM mIpueMe BHYTph HpOecapTaHa B jgo3ax A0 900 Mr aHTUrHUNepTEH3UBHBIN
3pPEKT HOCHUT J10303aBHCUMBIA XapakTep B TeueHHe CyTok. MpbecapTraH mpu OJHOKpaTHOM
npuemMe B 10o3ax 150—300 Mr B TeyeHue cyTok cHIKaeT AJl, u3MepseMoe B MONOKEHUH «JIEKA»
WM «CHJI» B KOHLIE MEKI030BOI0 HHTEepBaja (depe3 24 4 mocie npuema 1036l upbecaprana, T.e.
nepea MPUEMOM OuYepeHOW 03kl upOecapraHa), B cpeagHeM Ha 8—13/5—8 MM pr.cT.
(cucronmueckoe/muacronmyeckoe AJl) o cpaBHEHHIO ¢ TIane00. AHTUTUIIEPTEH3UBHBIH Y dekT
upbecaprana mepea MpHeMOM odepeaHou a03bl coctaBisgeT 60—70 % OT MaKCHMMaTbHBIX
3HAYCHUM CHIDKECHUSI TUACTOJIMUecKoro u cuctoiamdeckoro AJl. OnrumanbpHoe cHkenue AJl B

TedeHue 24 4 [octuraercs npu npueme updecaprana 1 pas B CyTKH.
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(CNEPTHOMY OTYETY
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Hpbecapran mpuOIU3UTETLHO B OJIMHAKOBOW OTEHEHU Qmalllr'%ﬂEB EIC:)MHI/III T<CT051$5 U B

COOTBETCTBYET :
ot 12.0.

NOJIOXKEHUN «iexa». OpToctarndeckue >PQeKTsl HAOMIOAI0TCA PEIKO, OJHAKO, KaK U IpHU
npueme HHruouTopoB All®, y manueHToB ¢ THIIOHATPUEMHUEH W/WIIM TUTIOBOJIEMHEH BO3MOXKHO
ype3MepHoe CHIKeHue A/l ¢ KITMHUYECKMMHU IPOSIBICHUSMH.

AHTUTUIIEpTEeH3UBHOE ACHCTBUE MpOecapTaHa U THA3UAHBIX JUYPETUKOB HOCUT aJJUTHBHBIN
XapakTep. Y MalMeHTOB C HEJOCTATOYHBIM CHIDKeHHEeM A/l mpu MOHOTepamuu upOecapTaHoM
no0aBiieHUE K ero MpHeMy HU3KUX 7103 ruapoxioporuasuaa (12,5 mr) 1 pa3 B CyTKu NIpUBOAUT K
JOTIOJTHUTEIbHOMY CHUKEHHUIO AJ] Ha 7—10/3—6 MM pT. CT. (CHCTOJIMYECKOE/ TUACTOTMYECKOE) TI0
CpaBHEHHUIO C JoOaBIeHUEM ILaedo.

[Tocne ormensl upbecaprana AJl Bo3Bpalaercss K HCXOAHOMY YPOBHIO nocreneHHo. Cunapoma
«OTMEHBI» He HabIoaaeTcs.

D¢ dexkTrBHOCTH HpOECapTaHa HE 3aBUCHUT OT BO3pacTa WiM nojia. Kak u npu npuMeHeHuu Apyrux
JIEKapCTBEHHbIX CPEJICTB, KOTopble BiauA0T Ha PAAC, aHTurunepreH3uBHOE JeiicTBHE
upOecapTaHa y NAallMEeHTOB HErPOMJHON pachl 3aMETHO MEHEE BBIPAKEHO, OJHAKO, IpPHU
IpUMEHEHUU upOecapTaHa OJHOBPEMEHHO ¢ HU3KUMHU J03aMM HMAPOXJIOpOTHA3uJa (Harmpumep,
12,5 Mr B CyTKHM) aHTUTMIIEPTEH3UBHBIM OTBET Y MALIMEHTOB HETPOUIHOM Pachl IPUOIMKAETCS 110
3¢ (}EeKTUBHOCTH K TAKOBOMY Y MALIMEHTOB €BPOIEOUIHOM pachl.

VY nanueHToB ¢ apTepuagbHON TUIEPTEH3UEH U C caXapHbIM JAuabeToM 2 Tula, MPUHUMAIOIINX
up6ecaptas B no3upoBke 300 mr, ormeuanocs 20 % cHkeHue (1o cpaBHEHHIO ¢ Tiane6o) u 23 %
CHIKEHHE (110 CPaBHEHMIO ¢ aMJIOJIMITMHOM B J103UpOBKe 10 MI') OTHOCUTEIBHOTO PUCKA IIEPBOTO
BO3HUKHOBEHUS JIO0O0OTO U3 CIENYIOIIUX COCTOSHUI: yJIBOCHHE CHIBOPOTOYHON KOHIIEHTPALUU
KpeaTUHHHA, Pa3BUTHE TEPMHMHAIBHOM CTaJUM IOYEHYHON HEJIOCTATOYHOCTH WJIM CMEPTH OT
m000i W3 mpuYMH (MPU JOCTHIKEHHH COTMOCTAaBUMOTO CHIDKEeHUS AJl mpu mpuMeHEeHUUu
upOecapTaHa 1 aMJIOTUINHA).

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOcopOuus

[Tocne mpuema BHYTph upOecapTaH OBICTPO U TOJHOCTBIO BCACHIBAETCS, €ro a0COJOTHAs
OMOAOCTYIHOCTh cocTaBisier mnpubimsurensHo 60-80 %. OpHOBpeMEHHBIH NpUEM MUIIN
CYLIECTBEHHO He BJIMsIET Ha OMOAOCTYIHOCTh UpOecapTaHa. [lociie mpreMa BHyTph MaKCUMaJIbHas
ia3menHas KoureHTpaims (Cmax) upOecapTana gocturaercs uepes 1,5-2 yaca.

Pacnopenenenune

CBs3b ¢ OeaKaMu I11a3Mbl KpPOBH COCTABJIACT HpI/I6J'II/IBI/ITeJ'IBHO 96%. CBs3bIBaHUE C KJICTOUYHBIMU
KOMIIOHCHTaMH KPOBHU HC3HAYUTCIILHO.

O0mwem pacnipenenenus coctabisieT 53-93 1.
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Bbuorpancdhopmarims

[locne mpuemMa BHYTph MM BHYTpMBEHHOro BBefeHus ‘C-upGecaprana 80 — 85%
pPaIMOaKTUBHOCTH, IUPKYJIUPYIONIEH B TIUIa3Me KPOBH, NPHUXOIUTCS HAa HEHM3MEHEHHBIN
upOecapran. VpOecapran MeTabOIU3UPYETCs IMEUYCHbIO MYTEM OKUCICHHUS M KOHBIOTALUU C
[IIIOKYPOHOBON KHUCJIOTOH. OCHOBHBIM METaOOIMTOM, HAXOJSAIIMMCS B CUCTEMHOM KPOBOTOKE,
sBisieTcst  upOecapraHa DIIOKypoHuna (npuOimsutensHo 6 %). Oxucnenue upOecapTaHa
OCYIIECTBIISICTCS, TJIABHBIM 00pa3oM, ¢ momoripio m3odepmenta nuroxpoma P450 CYP2CO,
yuyactue uszopepmenta CYP3A4 B merabonmsme upbecapraHa sBISCTCS HE3HAUNUTEIbHBIM.
Hpbecapran He METaOOIM3UPYETCs C TOMOIIBIO OOJBIIMHCTBA N30(DEPMEHTOB, KOTOPHIE OOBIYHO
YYacTBYIOT B MeTa0ojm3Me JieKapcTBeHHBIX mpemnapatoB (m3odepmentst CYP1AL, CYPIA2,
CYP2A6, CYP2B6, CYP2D6 mnu CYP2EL), u He BBI3bIBaCT WX HHTUOMPOBAHUS WIIM MHIYKIIUU.
HpObecapran He uHAYIUpYET U HEe HHrUOupyeT usodpepment CYP3A4.

DJIMMUHALNS

HpbecapTaH u ero MeTa0OJIUTHI BRIBOAATCS U3 OpraHu3Ma, Kak 4epe3 KUIICYHHK, TaK U TOYKAMH.
Menee 2% BBeIeHHOI 103bI BBIJEISAETCS MOYKaMU B BHJIE HEU3MEHEHHOTO HpOecapTaHa.
Koneunslii ieprioa moyBbiBeaeHust upoecaprana (T12) cocramser 11-15 4. OOmuit KimpeHc
BHYTPUBEHHO BBEJIEHHOTO HMpOecapTaHa coctaiseT 157176 mi/mMuH, a €ro MoYeuHbIi KIUPEHC
cocraBisieT 3-3,5 mu/muH. [Ipu exxeHEBHOM OJTHOKPAaTHOM TpueMe upOecapTaHa paBHOBECHAs
riasMenHas koHmentpauus (CSS) mocturaercst depe3 3 1THS, NMpH 3TOM HAOIIOAAETCS €ro
OrpaHMYCHHOE HAKOIUICHHUE B T1a3Me kpoBu (MeHee 20 %).

JIn"elHoCTh (HEIUHEHHOCTS)

HpOecapran [IeMOHCTpUpPYET JMHEWHYI0O W JO30MPONOPLHOHANBHYIO (PAapMaKOKMHETUKY B
nuarnazone 1103 ot 10 mo 600 mr. HaGmromamoch MeHbIee, 4eM J1030MPOTNOPIHMOHATBHOE
yBEJIMUYEHUE CKOPOCTH BCACBIBAHMSI MIpemapaTa rnocie nmpruema BHyTpb 103 6onee 600 mr (B 2 paza
0oJbIIIe MaKCUMaIbHOW PEKOMEHTyeMOH /103b1); MEXaHU3M B JAHHOM CITydae HEM3BECTEH.

Oco0ble TPVIIILI TAIKEHTOB

THayuenmor nodcunozo 6o3pacma

3navyenuss AUC (rutomaam nox papMakOKHHETHYECKONH KPUBOH «KOHUEHTpaUs-BpeMs») U Cmax
upOecapTaHa y MAaIMEHTOB IOXUJIOro Bo3pacTa (65—80 neT) ¢ KIMHUYECKH HOpMallbHOU
byHKIMel noyek u nedeHu Obutn npuodau3uTenbHo Ha 20—50 % BeilIe, ueM y HalueHToB Oosee
moutozoro Bo3zpacrta (18—40 ner). Koneunsie T12 conmoctaBumbl. He Habm01am0Ch CBSI3aHHBIX €

BO3pacToM paznuuuii B 3¢ dexrax npdecaprana.
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Tayuenmul ¢ Hapywenuem Qhyrkyuy novex

VY mnamueHToB ¢ HapylleHueM (QYHKIMM TOYeK WM MAIMeHTOB, KOTOPHIM IPOBOIUTCS
reMoJManu3, IoKa3aTenu (apMaKOKMHETHKH upOecapTaHa CyLIIECTBEHHBIM OOpa3oM He
u3MeHsaoTcs. pbecapTan He BBIBOJUTCS U3 OpraHU3Ma C MOMOIIBI0 FeMOAHalIn3a.

Tayuenmvl ¢ HapyweHuem ¢ynkyuu neveru

VY manueHToB ¢ nerkor (pyHKIHMOHATBHBIN Knace A wiu 5—6 6amnoB mo mkane Yaitng-I1ei0) u
YMEPEHHO BhIpaXKeHHOW ((yHKIMOHANBHBINA Kiacc B mimm 7-9 GamnoB mo mkane Yaina-I1sro)
MEYCHOYHON HEIOCTATOYHOCTBHIO BCIEJICTBUE ILHpPpO3a IMe4eHH, (apMaKOKUHETHUECKHE
napaMmeTpsl upOecapTaHa CylIECTBEHHO HE H3MEHSIOTCS.

HccnenoBanust papMakKOKMHETHKH Y TALIMEHTOB C TSHKEIBIMUA HApYIICHUSAMH (DYHKIIMY TIEYCHH HE
MPOBOJIUIINCH.

Pacosas npunaonescnocmo

VY npencraBuTenel HErpouAHOM packl 6e3 aprepuansHoi runeprensun AUC u Ty, upbecaprana
npubmm3uTeibho Ha 20—25 % BhImIe, YeM Yy MpeAcCTaBHTENCH eBponeouHOM pachkl; Cmax
upOecapraHa y HUX OblIa MPAKTUICCKU OJMHAKOBOMW C TAKOBOW Y TIPEJICTABUTEIICH CBPOTICOUTHOU
pacsl.

Ilon

VY KeHILUH (10 CPAaBHEHUIO C MY >KUMHAMH) OTMEYAJIMCh HECKOJIBKO 00Jiee BBICOKUE IIIa3MEHHbIE
KOHIIEHTpauuu upoOecapraHa. OAHAKO CBS3aHHBIX C TOJOM pa3nuuuii B Ti2 M HaKOIUICHUH
upOecaprana He BbIABIUIOCH. Koppekiuu no3sl upOecapTaHa y >KeHIIMH He Tpedyercs. He
HaOII0/1ATI0Ch CBS3aHHBIX C TIOJIOBOM MPUHAUICKHOCTHIO paznuunii B ddekrax upOecapraHa.

Heru

KnrHnyeckue naHHbIE OTCYTCTBYIOT.

6. DPAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcOMoOraTe/ibHbIX BellECTB

SAnpo:

MukpokpucTamindeckas MejuTi03a;

Kapmenmnosa kanbius;

[Mosumon K-30 (kommmumon 30);

Kpemuust nMOKCHT KOJITTOMAHBIH;

Kanbuus creapar.

[Tnenounast o6osouka: onaapaii 6esbiit OY-S-38956: runpomernoza (HPMC 2910, E 464), Tanbk
(E553b), turana auokeun (E171).
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6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 rona.

6.4. OcoOble Mepbl PEI0CTOPOKHOCTH NPU XPAHEHUU
XpaHuTh I1pu TEMIiepatype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU
[Tpu npousBoacTBe Ha Xerepo Jladc Jlumurten, Muans

ITo 10 Tabnerok B 6uctep u3z An/IIBX-TII3-11BJIX nnu An/TIBX-TIB/IX.

ITo 1 win 3 Gnucrepa BMecTe ¢ MHCTPYKIMEN 110 IPUMEHEHUIO B KAPTOHHYIO IauKy.

IIpu npoussoacrse, hacoske nw/unu yrnakoske Ha 000 «MAKIN3-ODAPMA»

ITo 10 TabJIeTOK B KOHTYPHOU AYEUKOBOU YIIAKOBKE u3 IIJIEHKU
MOJIMBUHWIXJIOpU THOM/ToymBuHMWIHACHXIopuaHoW ([IBX/TIBJIX) u ¢donbru alrroMuHUEBON
nevyatHoil yakupoBaHHOU. Ilo 3, 6 win 9 KOHTYpHBIX A4YeHKOBBIX ymakoBku mo 10 Tabierox
BMECTE C MHCTPYKLMEN 110 MPUMEHEHHIO B TAYKE U3 KapTOHA.

I[To 30, 60, 90 Tabnerok B 6aHKy M3 mojudTUIeHA Bhicokor mioTHOocTu (HDPE), ykynopenHoit
KpBIIKOW M3 monudTHiaeHa Hu3koil miotHoct (LDPE) ¢ kxoHTponeM nepBOro BCKpBITHS.
CBoOoHOE TPOCTPAHCTBO, B CiIy4ae HEOOXOJUMOCTH, 3alOJHSIIOT BaTOW MEIUIIUHCKON
TUTpOCKONMYecKoi. Ha OaHKy HAaKIIEUBAIOT ATHKETKY.

1 6GaHKy BMecTe C MHCTPYKIMEH 10 MPUMEHEHUIO B TAUKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara MWJIH OTX0A0B, TMOJYYEHHBIX TOcjde NpPHUMEHEeHUus:
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIyJIsIUM C PenapaTomM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

Nunus

Xetepo Jla6c Jlumuren

«Xerepo Kopmopeiity, 7-2-A2, Ungactpuan Octeiire, Canat Harap, Xaiimapaban — 500018,
Tenanrana.

7.1. IlpeacraBure/ib AepKaTe/sl perucTPALMOHHOIO YA0CTOBEPECHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanvs
MockoBckoe IpeIcTaBUTENbCTBO KoMnaHuu «Xetepo Jlade Jlumuren» (Uuaus)

Anpec: 109029, r. MockBa, ABTOMOOWIBHBIN TTPOE3, 1. 6, CTp. 5.
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Ten./axc: +7 (495) 981-00-88 (MOCNEAOBATENLHOCTL 0002)

e-mail: DrugSafety-Russia@heterodrugs.com

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOH PEIMCTPAIIMM (IIOJATBEPXKJIEHHS PETHUCTPAIINH,
INEPEPETUCTPALINN)

Jlara nepBoii peructpaiuu:

10. JATA HEPECMOTPA TEKCTA

\OO11ast XxapakTepuCTHKa JIEKapCTBEHHOTO mpenaparta Mpouc goctynHa Ha HHGOPMAHOHHOM

noptaine EBpa3uiickoro 5JKOHOMHYECKOTO COI03a B MH(POPMALMOHHO-KOMMYHHUKAIIMOHHOW CETH

«HuTepuer» https://eec.eaeunion.org/.
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