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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TPEITAPATA “07)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
PO3YBACTATHUH-AJIMYM, 5 mr, TabaeTKH, TOKPHITHIC TIICHOUYHON 000JI0UKOH.
PO3YBACTATHUH-AJIMYM, 10 mr, TaGIeTKH, MOKPHITHIC INICHOYHOM 000I0UKOM.
PO3YBACTATUH-AJIMYM, 20 mr, TabIeTKH, MTOKPHITHIE TNIEHOYHOW 000TI0YKOM.
PO3YBACTATUH-AJIMYM, 40 mr, TabNeTKH, MOKPHITHIE INIEHOYHOW 000JIOYKOM.

2. KAUECTBEHHbBIN 1 KOJIMUECTBEHHBII COCTAB
JlelicTByrolee BEIECTBO: PO3yBaCTaTHH.

PO3YBACTATUH-AJIMYM., 5 mr, TabJIETKH, IOKPBITHIE INIEHOYHOU 000JIOUKOU

Kaxnas tabierka comepkut 5 Mr posyBacratuta (5,315 Mr po3yBacTaTHHA KaabIIHs).
BcnoMoratenpHbie BElECTBa, HATMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O

npenapara: JJaKTo3bl MOHOTUIpaT (cM. pasnenst 4.3., 4.4.).

PO3YBACTATUH-AJIMYM., 10 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JIOYKOM

Kaxnas tabnerka comepxut 10 mr posyBacratuina (10,63 Mr po3yBacTaTHHA KaJIbIIHS).
BcnomoratenbHbie BelllecTBa, HATUYUE KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO

npenapara: JJaKTo3bl MOHOTHUIpAT (CM. pasnensl 4.3., 4.4.).

PO3YBACTATHUH-AJIMYM., 20 mr, TaOJIETKH, ITOKPHITHIE INIEHOYHON 000JIOYKOM

Kaxnas Tabnerka conepxut 20 mr po3yBactatina (21,26 Mr po3yBacTaTHHA KaJIbIIHs).
BcenomorarenbHble BelecTBa, HaIU4YME KOTOPBIX HATO YYUTHIBaTh B COCTABE JIEKAPCTBEHHOIO

npernapara: JakTo3bl MOHOTHIpaT (cM. pasaensl 4.3., 4.4.).

PO3YBACTATUH-AJIMYM, 40 mr, Ta0I€TKH, MOKPBITHIE INIEHOYHOW 000JIOUKOH

Kaxnas Tabnerka comepxut 40 mr po3yBactaTina (42,52 Mr po3yBacTaTHHA KaJIbIIHs).
BcrniomorarenbHble BELIECTBA, HAJIMYNME KOTOPBIX HAJO YYHUTHIBaTh B COCTABE JIEKAPCTBEHHOIO

npemnapara: JakTo3bl MOHOTHIpAT (cM. pasaensl 4.3., 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTENbHBIX BEIIECTB NPUBEIEH B pa3zene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabyeTku, MOKPHITHIEC TUNIEHOYHONW 000TOUKOM.

PO3YBACTATHUH-AJIUYM., 5 mMr, TaOJIETKH, ITOKPBITHIE TUNIEHOYHON 000JIOYKON
1




COOTEBETCTEBYET =

ot 22.10.

(CMEPTHOMY OTUETY
025 Nz 26478

0oy OBATENEHOCTE OO0
Kpyribie n1BOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIC nnemﬂmcm-l nghxgﬁ%@%oﬂ_o-'usem:' Ha

MOTIEPEYHOM pa3pese apo TabIETOK OEIOro WM MoYTH OeToro 1BeTa.

PO3YBACTATHUH-AJIMYM., 10 mr, TabJIETKH, MOKPHITHIE ILIEHOYHON 000J0YKOU

JIBOSIKOBBINYKJIbIE TAOJIETKH MPOJIOJITOBaTON (DOPMBI CO CKPYTJIEHHBIMU KOHILIAMH, HOKPBIThIC
IUICHOYHON 000JI0YKO po30BOro I1BeTa, ¢ puckoid. Ha momepeuHoM paspese sapo TabiieTok
6enoro WM NoYTH O6EJIoro IBETA.

PO3YBACTATHUH-AJIMYM., 20 mr, TabJIETKH, MOKPHITHIE ILICHOYHON 000J04YKOU

Kpyrible 1BOSKOBBIMYKJIbIE TaOJIETKH, MOKPHIThIE IJIEHOYHOM 0005104KOl po3oBoro 1Bera. Ha
MOTIEPEYHOM pa3pese Aapo TabJIeTOK OeIoro Wiu MouTu O6eIoro 1BeTa.

PO3YBACTATHUH-AJIMYM., 40 mr, TabJIETKH, MOKPHITHIE ILICHOYHON 000J04YKOU

JIBOSIKOBBIITYKJIbIE TAOJIETKHA MPOAOITOBATOW (POPMBI CO CKPYIJICHHBIMH KOHIIAMH, MOKPBITHIE
IUICHOYHON 000JIOYKOM po30BOro IBeTa, ¢ puckod. Ha momepeyHoM paspese sapo TabiieToK

0eJI0ro Wiy mouty 0eJIoro nBera.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

— IlepBuunas runepxosecrepuHeMus no kiaccupukanun Ppeapukcona (tun lla, BkiIroyas
CEMEWHYIO reTepO3UTOTHYIO TUIIEPXO0JIECTEPUHEMHUIO) WIH CMeEIlIaHHas
runepxosecrepunemus (tun IIb) B xauecTBe AomojHEHMs K JHeTe, KOrjga AMeTa U JIpyrue
HEMEIMKaMEHTO3HbIE METOJIbI JICUCHHUsI (HampuMmep, (pu3uyueckue yrnpaKHEHHs, CHUKCHUE
MAacchl TeJa) OKa3bIBAIOTCS HEAOCTATOYHBIMHU.

— CemMeliHas TOMO3ZUIOTHAs TUIIEPXOJIECTEPUHEMHUS B KAUECTBE JOTIOJIHEHUS K IUETE U IPYron
munuacHWwKatomen tepanuu (Hanpumep, JIITHII-adepe3) win B cnydasx, koraa mogobHas
Tepamnus HeJoCcTaTOYHO 3(h(heKTHBHA.

— T'uneprpurnuuepunemuss (tun IV no kmaccupukauum @PpeapuKcoHa) B KauecTBe
JOTIOJIHEHUS K IUETE.

— Jlng 3aMeuIeHMs] IPOrPECCHPOBAaHUS aTE€pPOCKIEPO3a B KAa4yeCTBE JIONOJHEHUS K JUETE Y
NAIMEeHTOB, KOTOPBIM MOKa3aHa Tepanus I CHWXeHHUs KoHIeHTpauuu obmero XC u XC-
JIITTHIL.

— IlepBuuHas mnpoQuIaKTHKAa OCHOBHBIX CEpPJAEYHO-COCYAUCTBIX OCJOXKHEHUH (UMHCYIbTa,
nH(papKTa, apTepuaibHON pPEeBACKYISIPU3AIMK) Y B3POCIbIX NAIMEHTOB 0€3 KIMHUYECKUX
npuszHakoB UBC, HO ¢ MOBBIIIEHHBIM PUCKOM €€ pa3BuTHs (Bo3pacT crtapme 50 mer mis
MYXXYMH U crapiie 60 JeT Ui KeHIIWH, MOBbIIeHHAs KoHUeHTpalus C-peakTUBHOTO Oenka

(= 2 Mr/11), Ipy HATMYUHM KAK MUHUMYM OJTHOTO M3 JIOTIOJTHUTENIBHBIX (PAKTOPOB PUCKA, TAKUX
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aHamHe3 panHero Hadazna 1BC).
4.2. Pe:kuM 103MPOBaHNUS U CIOCO0 MPUMeEHEeHHU s

PexxuM 1o3upoBaHus

Jo  Hayama  TepamuM ~ MaUMEHT  JODKEH  HAyaTh  cOONMIOJaTh  CTaHIAPTHYIO
THIIOXOJIECTEPUHEMHUYECKYIO JMETYy W TPOJOJDKATh COONIIOIaTh ee BO Bpems JjeueHus. Jloza
npenapara JOJDKHAa NOAOWMpAaThCs HHIUBUAYAJbHO B 3aBUCHMOCTH OT LEJNEH Tepanmuu u
TEpPaneBTUYECKOr0 OTBETA HA JICUEHHE, NMPUHMMAsi BO BHUMAHHME TEKYIIME PEKOMEHAALMH IO
LEJIEBBIM KOHLUEHTPALUsIM JIUIUO0B.

Pexomennyemas HauanbHas 103a JUIsl NAMEHTOB, HAYMHAIOUIUX IPUHUMATh NIpenapar, Wil JJis
NAIMEeHTOB, MEPEBEIACHHBIX C Ipuema JaApyrux uHruoutopoB I'MI-KoA-pemykrasbl, I0HKHA
coctaBiaTh 5 mr mwian 10 mr mpemapara PO3YBACTATHUH-AJIMYM 1 pa3 B cyrku. Ilpu
BbIOOpE HaualdbHOW JI03bI CIIEyeT PYKOBOJCTBOBATHCS WHAMBHAYAIbHON KOHIEHTpaluei
XOJIECTEpUHA M MPUHMMATh BO BHUMAaHME BO3MOXKHBI pHUCK CEpJAEYHO-COCYAMCTHIX
OCJIOKHEHUH, a TaKkKe HEOOXOIUMO OIIEHHUBATh MOTCHUUAIBHBIA PHCK Pa3BUTHS MOOOYHBIX
¢ dexToB. B crnydae HeoOXOAMMOCTH 032 MOXKET ObITh yBEeIWYeHa 10 Oonblued yepes 4
HEJIEIH.

B cBs3M C BO3MOXHBIM pa3BUTHEM MOO0YHBIX 3PdexToB mpu mpuéme a03b6l 40 mr, 1o
CpaBHEHHUIO ¢ 0oJiee HU3KUMHU J103aMu Tpernapata (cM. pasaen 4.8.), ypenuuenue 10361 10 40 mr,
MOCJI€ JOMOJHUTEIBHOIO MpHUEMa J03bl BbIIIE PEKOMEHAYEMOI HauyajdbHOM /103bl B TeueHHE 4
HEeZlenb Tepalud, MOMKET IPOBOJUTHCS TOJNBKO Yy TIALIMEHTOB C TSDKEIOW CTENEHBIO
TUIEPXOJECTEPUHEMUH U C BHICOKUM PUCKOM CEP/IE€YHO-COCYIUCTBIX OCIIOKHEHUN (OCOOEHHO y
NAlMEHTOB C CEMEWHOI TMIepXOJeCTepUHEMHEN), Y KOTOPhIX HE ObUI JIOCTUTHYT >KE€IaeMbIi
pe3yibTaT Tepanuu npu npuéMe 1036l 20 Mr 1 KOTOpble OyAyT HAXOAUTHCS MO HAOII0IeHUEM
cneuuanucra. PexoMmeHayeTcs OCOOCHHO TINATENbHOE HAONIOJIEHHE 3a MalMeHTaMH,
MOJIyJaroIUMu Tipenapar B 103¢ 40 mr.

He pexomenayercs HazHaueHue 1036l 40 Mr manueHTaM, paHee He OOpallaBIIMMCS K Bpady.
[Tocne 2—4 Henenb Tepanuu W/WIK MPU MOBBIIIEHUN JJ03bI PO3yBacTaTMHA HEOOXOAUM KOHTPOJIb
nokasaresel JIMIUAHOro ooMeHa (IIpU He0OXO0AUMOCTH TpeOyeTcsi KOPPEKLUs J03bI).
Iayuenmul nodxcunozo éozpacma

He tpebyercst koppeKuu A035l.

Tayuenmsi ¢ noueunoli HedOCMamouHOCmMuio

Y nanueHToB € IOYEYHOM HENOCTAaTOYHOCTBIO JIETKOM WM CpPEOHEM CTENEHM TSHKECTU
KOPPEKIUs 103bI He TpeOyeTcs. Y TMAalMEeHTOB C TsDKEIOW moyedHou HemoctatouHocThio (KK

Menee 30 MI/MHMH) TIpUMEHEHHE pO3yBacTaTHHA TNPOTHUBOIOKa3aHO. [IpoTUBOMOKAa3aHO
3
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noyek (KK 30-60 wmu/mun). IlammeHTam ¢ yMEpeHHBIMH HapyIICHUSMH (YHKIHU TOYEK
PEKOMEHIyeTCsl HadallbHas J03a [pernapara 5 Mr.

Tlayuenmoi ¢ neueHoYHOU HEOOCMAMOYHOCIBIO

[Tpenapar PO3YBACTATHUH-AJIMYM npoTuBoOIOKa3aH maueHTam ¢ 3a00JIeBaHUsIMU TTEUEHU
B aKTUBHOU (ase.

Omuuueckue pynnbvi

[Ipy u3yyeHuu (apMaKOKMHETHYECKMX IapaMeTpoOB  pO3yBacTaTMHA y  IAlMEHTOB,
OPUHAAISKAIIUX K pa3sHbIM OSTHUYECKUM TIpyIIaM, OTMEYEHO YBEJIWYEHHE CHCTEMHOH
KOHIICHTPALlMU pO3yBacTaTWHA CPeNIu SITOHIEB M KuTaiies. Ciaenyer y4YuThIBaTh JaHHBIN (akT
IIPY Ha3HAUYEHUU PO3yBacTaTHHA JaHHBIM rpynnaM nauueHtos. Ilpu HazHayenuu 103 10 mr u 20
MI' peKOMEHAyeMasl HayaJlbHas J03a Ul MalMeHTOB MOHIOJIOMJHOM pachl COCTaBISET 5 M.
[TpoTuBONOKa3aHO Ha3HAYEHUE MpenapaTa B 103e 40 MI mal¥eHTaM MOHIOJIOMAHOM pachl.
T'enemuueckuii norumopguszm

V¥ nocureneit SLCOIB1 (OATPIBI) ¢.521CC u ABCG2 (BCRP) c.421AA ormeuanocs
yBenuueHue skcno3uimu (AUC) Kk po3yBacTaTUHY IO CPAaBHEHHUIO C HOCUTEISIMU T'€HOTHIIOB
SLCO1B1 ¢.521TT u ABCG2 ¢.421CC. JIng nauueHToB-HOcHUTenel renotunoB ¢.521CC umu
c421AA pexkoMmenayeMas MakcuMmanbHas po3a npenapara PO3YBACTATUH-AJIMYM
cocraiuseT 20 mMr 1 pa3 B CyTKH.

Tlayuenmoi, npedpacnonodicennvie K MUONAMuU

[TporuBonokaszano mnpumeHenue npenapara PO3YBACTATHUH-AJIMYM B noze 40 wmr
nangueHTaMm ¢ (akTopaMu, KOTOpbIe MOTYT yKa3blBaTb Ha IPEIPACIIONIOKEHHOCTh K Pa3BUTHIO
muomnaruu (cM. pazaen 4.3.). [Ipu HazHauenun 103 10 u 20 Mr pekomMeHtyemasi HauajabHas 103a
JUISL JaHHOW IPyMIbI NAlIMEHTOB COCTABISET 5 M.

Conymcmsyrowas mepanusi

PosyBacTaTuH cBsI3bIBaeTCsl C pa3iMYHBIMM TPAHCHOPTHBIMU OelkamMM (B YacTHOCTH, C
OAT31B1 u BCRP). Ilpu ognoBpemenHom mnpumenenuun npenapata PO3YBACTATHUH-
AJIMYM c nekapcTBEHHBIMH HpenapataMM (TaKUMH Kak IUKJIOCIOPHUH, HEKOTOphIE
uHruouropsl BUY nporeas, Bkiroyas KOMOMHAIMIO PUTOHABHpPA C aTa3aHABUPOM, JOMUHABUPOM
W/WIM TUTIPAaHABUPOM ), MTOBBIIIAIOUIMMHI KOHIIEHTPAIMIO PO3yBacTaTHHA B TJIa3Me KPOBHU 3a CUET
B3aMMOJICHCTBUS C TPAHCHOPTHBIMU O€JIKaMH, MOKET MOBBIIIATHCS PUCK MUOMATHM, BKIIOYAs
pabmomuonu3 (cM. paszmensl 4.4. u 4.5.). B Takux ciaydasx clieqyeT OLEHUTh BO3MOXKHOCTB
HA3HA4YCHMs aJbTEPHATUBHOM TE€palnMuy WM BPEMEHHOIO IPEKPALEHUS IPUMEHEHMSI ITpenapara
PO3YBACTATHUH-AJIMYM. Ecimu e TNpUMEHEHHE BBINICHA3BAaHHBIX  MPEMapaToB

HEO0OXOUMO, CJeIyeT OLEHUTh COOTHOIIEHHME IOJIb3bl M PHCKA COMYTCTBYIOUIEH Tepanuu
4
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npenapatom PO3YBACTATHUH-AJIAYM H paceMOTpels BOSMORROCTE \CHIKGRILT G0 Ho3er

(cM. pasgen 4.5.).

Cnooco0 nnpuMeHeHus

BHyTpb, He pa3KeBbIBaTh U HE U3MENbUaTh TAOJIETKY, MPOTIaThIBaTh LIETMKOM, 3alllBasi BOJOM.
[IpenapaT MoxeT Ha3HAYaThHCS B J1I0O0E BpeMs CYyTOK HE3aBUCHMO OT MpHeMa MUIIH.
4.3. IlpoTuBONOKA3AHUS

Jlast mpenapara PO3YBACTATUH-AJIMYM B cyrounoi mo3e 5 mr, 10 mr u 20 mr:

— TUINEPYYBCTBUTEIBHOCTh K PO3YyBAaCTaTUHY W/WIK JIIOOOMY M3 BCIIOMOTaTENIbHBIX BELIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1.;

— HeMepeHOCHMOCTh JIAaKTO3bl, AS(PUIMT JIaKTa3bl WK TIIOKO30-TaJlaKTO3HAs MalibabcopOuus
(Tak Kak mpernapar COACpPKUT JaKTO3Y);

— Bo3pacrt 10 18 ner;

— 3a0oJnieBaHUsl MEUYEHU B AKTUBHON (pa3e, BKIIOUAsh CTOHMKOE TMOBBIIMIEHUE CHIBOPOTOYHOU
AKTUBHOCTH «II€YCHOYHBIX» TPAaHCAMHHA3 U JIF000€ MOBBILICHIE aKTUBHOCTH TPaHCAMHHA3 B
CBIBOPOTKE KpOBH (0oJiee ueM B 3 pa3a 1o CpaBHEHUIO C BEpXHEH rpaHuiield HOPMBI);

— BbIpakeHHble HapymieHus ¢pynkiun novyek (KK menee 30 mn/mun);

— MHOIATUS;

— OJIHOBPEMEHHBIN MPUEM IUKIOCIOPUHA;

— Y JKEHIIHMH: OEpEeMEHHOCTh, NEPHUOJ TPYTHOTO BCKAPMIIMBAHHS, OTCYTCTBHE aJI€KBATHBIX
METOJIOB KOHTPAICTIIIHH,

— TalMeHTaM, IPeIPACIION0KEHHBIM K Pa3BUTHIO MHOTOKCUYECKIX OCIIOKHEHUH.

Jlnst mperrapara PO3YBACTATUH-AJIMYM B cyrouHoit no3e 40 mr:

— TUIEpPYyBCTBUTEIBHOCTh K PO3YyBaCTATHHY W/WIM JIOOOMY M3 BCIIOMOTaTENbHBIX BEILIECTB,
MIEpPEYUCIICHHBIX B pa3zene 6.1.;

— HENEepeHOCHMOCTb JIAKTO3bl, 1e(UIHUT JaKTa3bl WU III0OK030-TaJaKTO3Has Majbabcopouus;

— BO3pact 1o 18 ner;

— OJHOBPEMEHHBIN NTPUEM LIUKIIOCIIOPHHA;

— Y JKEHIIMH: OepeMEeHHOCTh, NEPUOJ TPYJHOTO0 BCKAPMIIMBAHHUSA, OTCYTCTBUE aJEKBAaTHBIX
METO0B KOHTPALECTILNH;

— 3a0oJjieBaHUsl MEYEHU B AKTUBHOM (a3e, BKIIOYash CTOMKOE TIOBBIIIEHUE CHIBOPOTOYHOU
AKTUBHOCTH «II€Y€HOYHBIX» TPAaHCAMHMHA3 U JII000€ MOBBINICHHE aKTUBHOCTU TpaHCAMHMHA3 B
CBIBOPOTKE KpOBH (0oJiee ueM B 3 pa3a 10 CpaBHEHUIO C BEpXHEH rpaHuiiell HOPMBI);

— TManueHTaM ¢ (pakTopaMu puUCKa pa3BUTHS MUOMATUH/PaOIOMHONIN3A, & UMEHHO:

— TIOYeYHas HEeIOCTaTOYHOCTh cpenueii crenenu Tsokectr (KK menee 60 mi/Mun);

5
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(NOCNEOQCBATENEHOCTE 0007)

— THUIOTHPEO3;

— JIMYHBIA WJIM CEMEHHBIM aHaMHe3 MBIIIEUHBIX 3a00JI€BaHMI;

— MHOTOKCHYHOCTh Ha (oHe mpuéma napyrux wuHruoutopop [I'MI-KoA-pemykrassl wuiam
¢ubpatoB B aHaMHe3e;

— uYpe3MepHOe yNnoTpeOIeHUEe alKOToIs;

— COCTOSIHHMS, KOTOpbIE€ MOTYT MPHUBOJWUTH K TMOBBIIMICHUIO I[IJJa3MEHHOW KOHLIEHTPALUU
pO3yBacTaTHHA;

— OJHOBpPEMEHHBIN NPpUEM (HUOpaTOB;

— TMAalHUEeHTaM MOHTOJIOUHOM PacChl.

4.4. Oco0ble yka3aHHus U MepPbl NPEeI0CTOPOKHOCTH NIPU NPUMEHEHUHN

C 0OCTOPOXKHOCTBIO

na npenapama PO3YBACTATHUH-AJIUYM 6 cymounoti 0oze 5 me, 10 me u 20 me

Hanaue prcka pa3BUTHS MHOTIATHH/Pa0OMHUOIIN3a — TOYCYHAS] HEJIOCTATOYHOCTh, THTIOTUPEO3,
JUYHBIM WM CEeMEHHBIA aHaMHe3  HAcJEICTBEHHBIX  MBIIICUYHBIX  3a0o0jieBaHHI U
NPEALIECTBYIOIIUA  aHAMHE3  MBIIIEYHOM TOKCHMYHOCTH IPU  HKCIOJb30BAHUM  JAPYTHUX
unruoutopoB I'MI-KoA-penykrasel unu ¢ubpaToB; upe3MepHOe yHoTpeOJIeHHe alKorods;
BO3pacT crapuie 65 JeT; COCTOSHUs, MPU KOTOPBIX OTMEYEHO IMOBBIIICHUE IIJIa3MEHHOU
KOHIIGHTpAllMd ~ pO3yBacTaTHMHA;  pacoBas  MNPUHAMJIEKHOCTh  (MOHTOJIOMIHAs  paca);
OJIHOBPEMEHHOE TpHMEHECHHE ¢ QuOparamm; 3a00jeBaHUS IEYCHH B aHAMHE3e; CEIICHC;
apTepualibHas THUIOTEH3Us; OOIIMPHBbIE XUPYPTUUYECKHWE BMEIIATEIbCTBA, TPABMBI, TSKEIbIE
MeTaboNnnuecKrue, IHIAOKPUHHBIC WM SJICKTPOJUTHBIE HAPYIIEHUS WIH HEKOHTPOIHpPYyEMbIe
CYZIOPOXKHBIE TTPUTTAJIKH.

Jns npenapama PO3YBACTATHH-AJIMYM 6 cymounotui 0osze 40 me

[Toueunast HemocTaTOYHOCTH Jierkoii crenenu TsokecTH (KK 6onee 60 mi/MuH); Bo3pacT crapiie
65 ner; 3a0oneBaHusi MEYEHH B aHAMHE3€; CETCHC, apTepHalibHas TUIOTEH3MS; OOIIUpPHBIE
XUPYPTHUECKUE BMEIIATEeIbCTBA, TPABMBbI, TSDKEIbIE METa00IMYecKue, SHJIOKPUHHBIE WU
ANEKTPOJIUTHBIE HAPYIIEHUS I HEKOHTPOJIUPYEMBIE CYJOPOKHBIC IPUTTATKH.

ITaumeHTh! ¢ IEYEHOYHON HEAOCTATOYHOCTBIO. JJaHHBIE WIIH OIIBIT IPUMEHEHHUSI pO3yBacTaTUHA Y
MaueHToB ¢ Oonee yeM 9-to O6amramu no mkane Yaina-I1eto oTcyTcTByeT (cM. pazmenst 5.1. u
4.4.)).

Oco0ble yKka3aHus

Moueswvioenumenvnas cucmema
VY manueHToB, MOJNyYaBIIUX BBICOKUE 03Bl po3yBacTaTuHa (B ocHOBHOM 40 wmr), HaOnroAanach

KaHaJbleBasl NMPOTEUHYpPHUS, KOTOpas B OOJBIIMHCTBE ciay4yaeB Oblia TpaH3uTopHOU. Takas
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3a00JeBaHMA MOYEK. Y MALMEHTOB, MPUHUMAIOIINX PO3yBacTaTHH B 03¢ 40 MI, peKOMEHIyeTCs
KOHTPOJIMPOBATh NOKA3aTeIH (YHKIIMH MOYEK BO BPEMS JICUCHHUS.

Hapywenus co cmoponul ckeiemuou MycKyiamypbl

[Ipy npuMeHeHMM pO3yBacTaTMHA BO BCEX J03aX, M B OCOOEHHOCTH HpU Hpuéme 103
po3yBacTaTuHa, MpeBbimarnmux 20 Mr, coo0IIaNIoCh O CAEAYIONIMX BO3JCHCTBUSIX HA OIMOPHO-
JIBUTATENIbHBIN anmapar: MUAJITHs, MHONIATHS, B PEAKHX CIydasX — paOJIOMHONIN3.

Onpeoenenue kpeamungocgorunasvl (KOK)

Onpenenenne axktuBHoctu KOK He cienyer npoBOOuTh MOCIE€ MHTEHCUBHBIX (PU3MUYECKUX
Harpy30K WIM IPH HAJIMYMM APYTUX BO3MOXKHBIX NPUYUH yBeaudeHus: akTuBHOCTH K®DK, uro
MOXET IPUBECTH K HEBEPHOM MHTEPIpPETAlMU IIOJY4YCHHBIX pe3yiabTaToB. B ciydae, eciu
ucxoaHas akTuBHOocTh K@K cyiecTBeHHO MOBBIIIEHA (B 5 pa3 BbIlIE, YEM BEPXHsISI TPaHULIA
HOpMBI), uepe3 5—7 JaHell ciieayeT NMpOoBeCTH HOBTOpHOe u3MepeHue. He crnenyer HauMHaTh
TEpaIuIo, €CIIU MOBTOPHBINA TECT NOATBEPKIACT UCXOIHYI0 akTUBHOCTh KDK (BbImIe Gonee uem
B 5 pa3 110 CPaBHEHUIO C BEPXHEH rpaHuLiell HOPMBI).

o nauana mepanuu

[Tpn Ha3HaueHMM pO3yBacTaTHHA, TAKXKE KaK M IPU Ha3HAYCHUM APYrux HHruoutopos I'MI -
KoA-penykrassl, cieayeT NposBIATh OCTOPOXKHOCTH MallMEHTaM C MMEHOIUMHCS (pakTopaMu
pHUCKa MUOTIATHH/pabIOMUOIN3a, HEOOXOIMMO PACCMOTPETh COOTHOIIEHUE PUCKA U BO3MOXKHOM
10JIb3bI TEPANIUU U IPOBOJUTH KIMHUYECKOE HAaOIII0/ICHHUE.

Bo epemsa mepanuu

Crnenyer npouH$opMupoBaTh MalleHTa 0 HeOOXOAMMOCTH HEMEJIEHHOTO COOOIIEHUS Bpady O
cllydasix HEOXHJIAHHOTO MOSIBJIEHUS MBILIIEYHBIX OOJel, MbIIMIEYHOM claboCcTH WM cha3Mmax,
OCOOEHHO B COYETAaHMM C HEJIOMOTaHUEM M JIMXOpaAKoW. Y TakuX MalMeHTOB CleAyeT
onpeaenats akTuBHOCTE K®K. Tepanus pomkHa ObITh mpekpaiieHa, eciu akTuBHOCTh KOK
3HAYUTEIBHO MOBBIIIEHA (Oojiee yeM B 5 pa3 MO CpPaBHEHMIO C BEpXHEW rpaHHIeld HOPMbI) WIN
€CJIM CUMIITOMBI CO CTOPOHBI MBIIII] PE3KO BBIPAKEHBI M BBI3BIBAIOT €XKEIHEBHBIN AUCKOMQPOPT
(maxe ecnu aktuBHOCTH KMOK B 5 pa3 MeHblIe 1o cpaBHEHHIO ¢ BEpXHEH I'paHUIIEd HOPMBI).
Ecnu cumnromel ucuesaror u aktuBHOCTh KDK Bo3BpaimaeTcs Kk HOpme, CIeayeT pacCMOTPETh
BONPOC O IMOBTOPHOM HAa3HAYEHMM pO3yBacTaTWHA WM Jpyrux uHruouropos I'MI-KoA-
penyKTa3bl B MEHBIIMX /103aX P TIIATEILHOM HAOII0ICHUH 32 TAIIUEHTOM.

Pytunnsiit kouTpons aktuBHOCTH KOK npu oTcyTcTBUM CHMITOMOB HELEIeCO00pa3eH.
OTMeUeHBbl OYE€Hb PEIKHE CIy4al MMMYHOOIOCPEIOBAaHHOM HEKPOTHU3UPYIOIIEW MHOIIATUU C
KJIMHUYECKUMH TPOSBICHUSIMH B BHJE CTOWKONH CIabOCTH NPOKCUMAIBHBIX MBI U

IMMOBBIIIICHUA YPOBHA K®K B CBIBOPOTKC BO BpPEM:A JICHCHHUA HJIUM IPU NPCKpAICHUU IMpUCMa
7
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UCCJICIOBAHUM MBIIIEYHON CHUCTEMBI U HEPBHOM CUCTEMBI, CEPOJIOTMUYECKUX HUCCIIECIOBAHUMU, a
TaK)Ke TEpaNusi UMMYHO/IETIPECCUBHBIMU CPEICTBAMM.

He oTmedeHO NpPU3HAKOB yBEIWYEHHs BO3JACHCTBHS Ha CKEJIETHYK) MYCKYJIATypy IIpU IpUeMe
po3yBacTaTMHa M CONYTCTByrowled Ttepanuu. OnHako cooOianoch 00 yBEIUYEHUHM YHCIIa
CJIy4aeB MHO3UTa M MHUOIATHH y MAlMEHTOB, MPHHUMABIIMX Jpyrue uHruouropsl [’ MI-KoA-
penyKTa3sl B COYETAHWU C MPOU3BOJHBIMU (HUOPHHOBOW KHCIOTHI, BKJIIOYas rempudposwm,
LUKJIOCIIOPUH, HUKOTHHOBYIO KHCJIOTY, a30JbHbI€ MPOTUBOTPHOKOBBIE CPEACTBA, MHIMOUTOPHI
poTea3 W MaKpoJuAHble aHTHUOMOTHKU. ['eMuOpo3ms yBenuunMBaeT PUCK BO3HUKHOBEHMS
MHUOINATHH TPU OJHOBPEMEHHOM IPUMEHEHUH C HEeKOoTOphiMH wuHruOutopamu ['MI-KoA-
penykrasbl. Takum 00pa3om, HE peKOMEHAYETCSl OAHOBPEMEHHOE IPUMEHEHHUE PO3yBacTaTHHA U
reMpubposuna. JlomkHO OBITH TIIATENBHO B3BEUIEHO COOTHOILIEHHE PUCKA W BO3MOKHOM
H0JIb3bI IPY OJHOBPEMEHHOM NPUMEHEHUH pO3yBacTaThHA U (PUOPATOB WM JIMIIHICHIKAIOIIMX
7103 HUKOTHHOBOW KHCJIOTHI. [IpOTHMBOMOKa3aHO OJHOBpEMEHHOE IpHMeHeHHe (pudpaTtoB u
po3yBacratuna B j103¢€ 40 mr.

Yepe3 2—4 Henmenu mocie Hayana JEYEHHMs] W/WIM NpPU MOBBIIEHUH J103bl PO3yBacTaTHHA
HEOOXO/UM KOHTpPOJIb IIOKa3aTeled JUIUAHOrO oOMeHa (IpU HEoOXOIUMOCTH Tpelyercs
KOPpEKLUs J03bl).

Ileuenv

PexomenayeTcst poBOIUTh ONpeAeeHne MoKazaTesiel (pyHKIUY [IeYeHU 10 Hadaia Tepanuu U
yepe3 3 Mecdua mnocie Havana Tepanuu. Clenyer NpekpaTUTh IPUEM pPO3yBacTaTHMHA WIH
YMEHBILIUTh €r0 103y, €CJIM aKTUBHOCTh TPAaHCAMUHA3 B CHIBOPOTKE KPOBU B 3 pa3a MpEBbIIIAET
BEPXHIOIO TPAHUILYy HOPMBI.

VY nDamMeHTOB € THIEPXOJIECTEPUHEMHUEH BCIEACTBUE TUIIOTHPEO3a WIM HEPPOTHUYECKOrO
CHUHJpOMa Tepamusi OCHOBHBIX 3a00J€BaHMU JIOJDKHA TPOBOJUTHCA JIO Hayana JIEYCHHUs
PO3yBaCTaTHHOM.

OmHuueckue 2pynnul

B xone QapmMakoKMHETHYECKUX MCCIEOBAaHUN Cpeid KHUTAHCKUX W SIMOHCKHUX IallMeHTOB
OTMEUEHO YBEJIIMYEHHE CUCTEMHON KOHIICHTpAllMM poO3yBacTaTHHA II0 CPAaBHEHUIO C
MOKa3aTesIMH, MMOJYY€HHBIMH CPEAM MallUeHTOB — eBporneouaoB. CreayeT yuYuThIBaTh JaHHBIN
(bakT npu Ha3HAUYCHUU PO3yBacTATHHA JAaHHBIM TPYIIIaM MaMeHTOB (CM. pasnensl 5.2., 4.2.).
HUneubumopwvl npomeasvr BUY

He pexkomennyercss oJHOBpEMEHHOE NMPUMEHEHUE PO3yBAaCTaTHHA C MHTHOUTOpAMH IPOTEa3bl
BUY (cwm. paznen 4.5.).

HHmepcmuuuaﬂbuoe 3abonesanue necKux



COOTBETCTBYET 2KC __ EPTHOMY OTUETY

oT 22.10.2025 N= 26478

[Ipy mnpuMEHEHWHW HEKOTOPBIX CTAaTHHOB, 0COBEHHO Q’%15&%%@-*-;%‘&%&5&1' Bl,ble'n—'/IéHH

cooOmanock 00 MCKIIOYUTENBHO PEIKUX CIy4yasX MHTEPCTHIHMAIBHOTO 3a00JIeBaHUS JIETKUX.
[TposiBnenusiMu 3a0051€BaHMS MOTYT SIBIISITHCS O/IBIIIKA, HETIPOJYKTUBHBIN KaIllellb U YXYALICHHE
o0miero camMo4yBCTBHsS (C1aboCTh, CHUXKEHHE Beca W Jjuxopanaka). [Ipu mnomospeHun Ha
MHTEPCTULMAIBHOE 3a00JI€BaHUE JIETKUX CIEAYeT IPEKPaTUTh TEPaIHIO CTATHHAMM.

Caxapnvii ouabem 2-20 muna

VY manMeHToB ¢ KOHIEHTpamued TIOKO3bI OT 5,6 10 6,9 MMOIIB/1 Tepamusi po3yBacTaTHHOM
acCOLIMMPOBAJIACH C MOBBIIIECHHBIM PUCKOM Pa3BUTHUS CaxapHOro quabera 2-ro THIA.
Muacmenus epasuc

Coo0manoch, 4T0 B HECKOJBKHX ciydasx HHruoutopsl I'MI-KoA-penykrassl (cTaTHHBI)
BBI3BIBAIM pa3BUTHE de NOVO WM YCYryOJIsUIM paHee CyIIECTBOBABIIYIO T'€HEpPaIM30BaHHYIO
MHACTEHUIO IPAaBUC WM IJIa3HYI0 MUAacTeHHIo (cM. pasnen 4.8.). B ciiyuae BOZHUKHOBEHHUS WU
yTsoKeNneHus: cumMnToMoB muacteHun npuem npenapata PO3YBACTATHUH-AJIMYM cnenyer
npekpatutb. CoolIIanoch Takke O peluaAuBax MUACTEHHUU IPU IOBTOPHOM IPUEME TOrO XKe
CTaTMHA U IpU IpUMeHeHuu Apyroro uuruouropa ['MI'-KoA-peaykrassi.

Jlaxmosa

B cocraB npenapaTta BXOIUT JIAKTO3bl MOHOTUAPAT, IO3TOMY IIpenapar He CleAyeT IPUHUMATh Y
NAIMeHTOB TPU HETMEePEHOCHMOCTH JIAKTO3bl, JAe(UIUTE JIAKTa3bl, TIJIFOKO30-TaJaKTO3HOM
MaJIbabCcopOIHH.

4.5. B3auMmopeiicTBHe ¢ JAPYIMMH JIeKAPCTBEHHbIMH IHpenaparaMM W [pyrue BHAbI
B3aMMO/JEHCTBHUA

Bimmsaue OPHUMCHCHHUSA APYTHUX NPEIIapaToB HAa PO3YyBACTATHH

Hneubumoper mpancnopmmubix 6eikos

Po3yBacTaTuH CBSI3bIBae€TCS C HEKOTOPBIMU TPAHCHIOPTHBIMU Oenkamu, B yacTHOcTH ¢ OATP1BI
u BCRP. ConyrcrByromniee npuMeHEHHE MPenapaToB, KOTOPbIE SABISIOTCS MHTMOUTOPAMHU ITHX
TPAHCIIOPTHBIX OEJIKOB, MOKET COMPOBOKIATHCS YBEINUECHUEM KOHIIEHTPAI[MH PO3yBacTaTHHA B
IUIa3ME U TIOBBIIICHHBIM PUCKOM Pa3BUTHS MUOTIATUH (cM. Tabnuily 1 u pazaenst 4.2. u 4.4.).
Luxnocnopun

[Tpu onHOBpEeMEHHOM MPUMEHEHUH po3yBacTaTHHaA U nukiocnopuHa AUC po3yBacTatuHa Oblia
B CpelHEM B 7 pa3 BBIIE 3HAYEHUs, KOTOPOE OTMEYAIOCh Yy 3J0POBBIX J0OPOBOJIBLEB
(cM. Tabmunyy 1). He Bnuser Ha miua3MeHHYIO KOHIEHTpalMio IukiocrnopuHa. Ilpemapar
PO3YBACTATHUH-AJIMYM mnpoTuBONOKa3aH NalMeHTaM, I[PUHUMAIOIMIUM IUKIOCIOPUH
(cM. pasgen 4.3.).

Hneubumopol npomeaswl éupyca ummynooeguyuma uenosexka (BUY)
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UHTUOUTOPOB MpoTea3sl BUY MoXeT mpHUBOANUTH K 3HAYUTEIHHOMY YBEIMUYCHHIO HKCIO3MLIUU
posyBacratuHa (cM. Tabmuiy 1). ®apMakOKMHETHYECKOE UCCIICIOBAHKE MO OJHOBPEMEHHOMY
npuMmeHeHuto 20 Mr posyBacTaTMHa ¢ KOMOMHHPOBAaHHBIM IpErapaToM, COJECpPXKAIIUM JBa
uaruoutopa mnporeazsi BUY (400 mr nommHaBupa/100 Mr puToHaBUpa), Yy 3I0POBBIX
JTOOPOBOJIBIIEB MPHUBOJMIO K MPUOTU3UTEIBHO ABYKPATHOMY M TISITHUKPATHOMY YBEITUYEHHUIO
AUC0-24 u Cmax posyBacTaTUHa COOTBETCTBEHHO. [l03TOMy OJHOBpEMEHHBIH TpHEM
po3yBactaTuHa U UHrHOUTOpOB mpoTeazbl BUY mnpu jeueHuu mNAlUMEHTOB C BHPYCOM
uMMmyHoaeduiuta yenoBeka (BUY) ne pexomenayercs (cM. pasaensl 4.2., 4.4., tabmuiy 1).
Temghubposun u Opyeue eunonunudemuyeckue cpeocmaa
OnHOBpeMEHHOE MPUMEHEHHE PO3yBacTaTHMHA M TeM(puOpO3MIIa MPUBOIUT K YBEIHUCHHIO B 2
pa3a MaKCMMalIbHOW KOHIIEHTpAllUU po3yBacTaTHHa B mia3me kpoBu U1 AUC po3yBacTaTiHa (CM.
pazznen 4.4.). OCHOBBIBasICh Ha JAHHBIX MO CHEMU(PUIECKOMY B3aUMOICHCTBHIO, HE OXKHAAETCS
(dapMaKOKMHETUYECKH  3HAYUMOTO  B3aMMOJEHCTBHS C  QeHopuOparamu, BO3MOXKHO
(apMakoIMHAMHYECKOE B3aUMO/JICHCTBHE.
I'empubposmn, denodubpar, apyrue ¢ubpaThl U JTUMHACHUKAIOMIME 03bI HUKOTHHOBOM
KHUCITIOTHI YBETMYUBAIA PUCK BOSHUKHOBEHHSI MUOIIATUU MIPU OJJHOBPEMEHHOM HCIOJIb30BAHUU C
unruoutopamu I'MI'-KoA-peaykras3sl, BO3SMOXKHO B CBSI3U C TEM, YTO OHU MOTYT BBI3bIBATh
MHOIIATUIO U TIPU UCIIOIb30BAHUH B Ka4eCTBE MOHOTEpanuu (cM. pasnen 4.4.).
[Ipu omHOBpeMeHHOM mpuéMe po3yBacTaThHa ¢ reMpuOposmiom, ¢pudpaTamMu, HUKOTHHOBOI
KHCJIOTON B JIMIUJCHWKAIOIIUX J103aX (Oonee | r/cyTkM) manMeHTaM peKOMEHyeTcsl HadyaJlbHas
71032 po3yBacTaTuHa 5 MT, ipueM B 03¢ 40 MI IPOTHBOTIOKA3aH NP COBMECTHOM Ha3HAYCHHH C
dubpatamu (cM. pazaensi 4.2, 4.3., 4.4.).
Dzemumud
OpnHoBpeMeHHOE TpPHUMEHEHHE po3yBacTaThHa B no3e 10 mr u 23etmmuba B goze 10 mr
compoBokaanock yeenumueHneM AUC po3yBacTaTHHA y HMAIlMEHTOB C THUIEPXOJIECTEPHHEMHUEH
(cM. Tabnuny 1). Henb3s MCKITIOUUTH YBEIMUYEHUE PUCKA BOSHUKHOBEHMSI MOOOYHBIX 3()(eKkToB
u3-3a papMaKoIMHAMHYECKOT'0 B3aUMOJICHCTBUS PO3yBacTaTUHA U 33€TUMHOA.
Anmayuool
OnHOBpeMEHHOE TIPpUMEHEHHWE pPO3yBacTaTHHA W CYCIIEH3WH aHTAlWIOB, COJCpPKAIINX
QTIOMUAHUST W MarHusi THAPOKCHJ, TPUBOJUT K CHIDKCHHUIO IUIA3MEHHOH KOHIICHTPAIuU
posyBactatuHa mnpumepHo Ha 50 %. Jlanublii 3¢dexT BbIpakeH ciabee, e€ciaM aHTaIMbI
IPUMEHSIOTCS Yepe3 2 yaca 1ociie npueMa posyBactaTuHa. KinuHuueckoe 3HaueHHe MoJ00HOT0
B3aMMO/ICHCTBUS HE U3Y4aJoCh.
Opumpomuyun

10
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posyBacratuHa Ha 20 % u Cmax po3yBacratuHa Ha 30 %. [lomoOHOe B3auMonelCTBHE MOKET
BO3HUKATh B pE3yJbTaTe YCWICHHUS MOTOPUKM KHIIEYHHKA, BbI3BIBAEMOIO IPUEMOM
SPUTPOMHUIIUHA.

H3zopepmenmol yumoxpoma P450

PesynbraThl ucciaenoBanuii iN VIVO u in VItro mokaszaiu, 4TO pO3yBacCTaTHH HE SIBJISCTCS HU
UHTUOUTOPOM, HH HMHAYKTOpOM H30depMeHToB nuroxpoma P450. Kpome Toro, posyBactatuu
ABIIIETCS clladbIM cyOcTparoM amisi 3TUX GepMeHToB. [IoaTOMY HE OKHUIAeTCs] B3aUMOJICHCTBUS
po3yBacTaTUHA C IPYTMMH JIEKAPCTBEHHBIMU CPEJCTBAMH Ha YpOBHE MeTaboiM3Ma ¢ y4acTUEM
uzopepmeHToB nuroxpoma P450. He ObIII0 OTMEYEHO KIIMHUYECKU 3HAYMMOTO B3aMMOJICHCTBHS
MEXy po3yBacTaTuHOM U ¢urykoHa3zonoM (nHruouropom m3odepmentoB CYP2C9 u CYP3A4)
U KeTokoHa3o0J0M (MHruouTopoM nzopepmentoB CYP2A6 u CYP3A4).

@y3udosas Kucioma

HccnenoBanmii 1m0 M3YYEHUIO B3aMMOJEHCTBHS pO3yBacTaTMHa W (PY3WIOBOM KHCIOTHI HE
npoBoawioch. Kak v mpu mpueme Ipyrux CTaTUHOB, ObUIM IOJIyY€HBI IOCTMAapKETHUHIOBBIE
cooO0IIeHusI 0 cayyasx padAoMHUONIM3a MPU COBMECTHOM IpHEMEe po3yBacTaThHa U (y3UA0BOI
kucnoTel. HeoOxoaumo mpuctanbHO HaOmoIaTh 3a manveHtamu. [lpu HeoOXxoaumocTu
BO3MO>KHO BPEMEHHOE IpeKpalleHrne IpueMa po3yBacTaTHHa.

B3aHMOZ[€I>'ICTBI/Ie C JICKApCTBCHHBIMH CPEACTBAMH, KOTOPOC TD€6V€T KOPPCKIHHK  J03bI

po3yBacraTrHa (cMm. Tadauny 1)

Ho3y npenapatra PO3YBACTATUH-AJINYM cnenyer KOppeKTUpOBaTh MPU HEOOXOIUMOCTH
€r0 COBMECTHOTO TPHUMEHEHHUS C JIEKAPCTBEHHBIMU CpPEICTBAMH, YBEIMUMBAIOIIUMU
HKCIO3UIUIO K po3yBacTaTuHy. CienyeT 03HAKOMHUTbCS C MHCTPYKIMEH MO0 MPUMEHEHUIO 3THUX
IIPEnapaToB Mepe] UX Ha3HAYEHUEM COBMECTHO C IIPenapaToM po3yBacTtaTtuHa. Eciu oxxunaercs
yBEJIMUYEHHUE HKCIO3UIUH B 2 pa3a u 0ojee, HavyaibHas J103a pO3yBacTaTHHA JOJDKHA COCTABIIATh
5 Mr oauH pa3 B cyTKu. Taxxke cieayeT KOppeKTUPOBaTh MAaKCHUMaJIbHYIO CYTOUHYIO /103y TaK,
YyTOOBl OXHJaeMasi SKCIIO3ULIMS K pO3yBacTaTHHY HE IpEBbIIIajia TaKOBYIO A 103kl 40 wmr,
IPUHUMAEMOM 6e3 OJIHOBPEMEHHOTO Ha3HAYCHUS JIEKapCTBEHHBIX CPEICTB,
B3aMMOJEMCTBYIOIUX C po3yBacTaTuHOM. Hanpumep, MakcumanbHas CyTo4Has J103a Ipenapara
IpU OJHOBPEMEHHOM IpUMEHEHHH ¢ TeMpudOposmwiom coctaBiusier 20 Mr (yBelauueHue
skcno3uiuu B 1,9 pasza), ¢ putoHaBupom/aTazaHaBupoM — 10 Mr (yBEIMYECHHE DKCIO3WIIUUA B
3,1 paza).

Koppexuust navanbHOil n03b1 mpenapara PO3YBACTATHUH-AJIMYM ne Tpelyercs, ecnu
OKUJAETCsl yBEIMUEHUE SKCIO3UIMM MEHee 4eM B 2 pa3a, OJHAKO, MPU YBEIMYEHUU J03bI

npenapara Boite 20 MT clieTyeT COOMI0aTh OCTOPOKHOCTb.
11
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JAHHbIE TIPUBEJCHBI B TOpPsAKE YOBIBaHUS) — pE3yJbTAaThl OIYOJMKOBAHHBIX KIMHUYECKUX

HUCCIIENOBAHUIN

PesxxuMm conyTceTByIO1IEH Tepanuu

Pesxxum npuema
po3yBacTaTuHa

HN3menenne AUC
po3yBacTaTuHa*

CodocOyBup/BenmnaTacBUp/BOKCHIIAIIPEBUP
(400 mr — 100 mr — 100 mr) + BokcHJIaIpeBUp
100 mr 1 pa3 B cytku, 15 nueit

10 Mr ogHOKpATHO

VYBenuuenue B 7,4 paza

[Muknonopun 75-200 Mr 2 pas3a U CyTKH,
6 Mecs1eB

10 mr 1 pa3 B cyTKH,
10 quen

VBenuuenue B 7,1 paza

Peropadenun6 160 mr 1 pas B cyrku, 14 nHei

5 MI' OTHOKpPATHO

YBenuuenue B 3,8 pasza

Artazanasup 300 mr/puronasup 100 mr 1 pa3
B CYTKH, 8 IHEH

10 Mr oTHOKpaTHO

Venuuenue B 3,1 paza

Cumenpesup 150 mr 1 pa3 B cyTku, 7 nHei

10 Mr oTHOKpaTHO

VYBenuuenue B 2,8 pa3a

Benmnaracup 100 mr 1 pa3 B cyTku

10 Mr oHOKpaTHO

VYBenuuenue B 2,7 pa3a

OmOuTacBup 25 Mr/mapuranpeBup

150 mr/putonasup 100 mr 1 pa3 B
cytku/macadysup 400 Mr 2 pa3a B CYyTKH,
14 nuen

5 MI OTHOKpPaTHO

VYBenuuenue B 2,6 pa3a

Tepudmynomun

Het manupix

VYBenuuenue B 2,5 paza

I'pazomnpesup 200 mr/an6acsup 50 mr 1 pa3 B
cytku, 11 gaei

10 Mr otHOKpaTHO

VYBenuuenue B 2,3 pasa

I'nexanpesup 400 mr/mubpenracsup 120 mr 1
pa3 B CyTKH

5 mr 1 pa3 B cyTKH,
7 nHel

VYBenuuenue B 2,2 pa3a

Jlonunasup 400 mr/puronasup 100 mr 2 paza
B CyTKH, 17 nHeu

20 Mr OJIHOKpaTHO,
7 nHen

VBenuuenue B 2,1 paza

Kanmatuuu6 400 mr 2 pasa B CyT.

10 Mr oTHOKpATHO

VBenuuenue B 2,1 paza

Knonuaorpen 300 mr (Harpy3ouHast 103a),
3areM 75 Mr uepe3 24 u

20 Mr OIHOKpPaTHO

VYBenuuenue B 2,0 paza

®octamarunun6 100 mr 2 pasa B CyT.

20 Mr 0IHOKpPaTHO

YBenuuenue B 2 paza

®debdykcoctar 120 mr 1 pa3 B cyT.

10 Mr 0THOKpaTHO

VYBenuuenue B 1,9 paza

I'emdubposmn 600 mr 2 paza B cyTkH, 7 THEH

80 Mr OgHOKpPATHO

VYBenuuenue B 1,9 paza

Onarpombonar 75 mr 1 pa3 u cytku, 10 qaei

10 Mr o1HOKpaTHO

VBenuuenue B 1,6 paza
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I[apyHaBI/Ip 600 MI‘/pI/ITOHaBI/Ip 100 mr 10wt Pa3 B CYTKHU, YBETMICHIC B 11,5 pasa
2 pa3a B CyTKH, 7 THEH 7 nuen
Tunpanasup 500 mr/puronasup 200 mr 10 Mr ogHokpaTHO | YBenuuenue B 1,4 pasza

2 pa3a B cyTku, 11 nHei

Hponenapon 400 mr 2 pa3a B CyTKH Her nannbix VYBenuuenue B 1,4 paza
Ntpakonazon 200 mr 1 pa3 B cyTku, 5 1HEM 10 mr unu 80 mr YBenuuenue B 1,4
OJTHOKPATHO paza**
O3etumu6 10 mr 1 pa3 B cyTku, 14 quei 10 mr 1 pa3 B cytku, | YBenuuenue B 1,2
14 nueii paza**
®ocamnpenaup 700 mr/putonasup 100 mr 10 mr ogHOKpaTtHO | be3 usmenenuit

2 pa3a B CyTKH, 8 qHEH

Anernurazap 0,3 mr, 7 qHei 40 mr, 7 guen bes nusmenenuii
Cwimmapun 140 mr 3 pa3a B cyTKkH, 5 1HEH 10 mr ognokpatHo | be3 uzmeHenuii
®enodudpar 67 Mr 3 paza B CyTKH, 7 qHEH 10 mr, 7 nuew be3 uzmenenuit
Pudammnun 450 mr 1 pa3 B cytku, 7 qaeit 20 mr omHOKpaTHO | be3 nuzmeHenuit
Kerokonazon 200 mr 2 pa3a B CyTKH, 7 THEH 80 mr ogHoKpaTHO | be3 usmenenuit
®nykonazoin 200 mr 1 pa3 B cytku, 11 nHei 80 mMr ogHokpatHO | be3 uzmeHenuii

Oputpomuid 500 mr 4 paza B cytku, 7 aHei | 80 mr onHokpatHO | CHukenue Ha 28 %

baiikanun 50 mr 3 pa3a B cyTku, 14 qHeit 20 mr ogHokpatHo | CHuxenue Ha 47 %

* JlaHHblEe TpeACTaBiIeHbl B BHIE X-kKpaTHoro wu3MeHeHus AUC, oTpaxaromero COOTHOILEHHE
nokazareneii AUC npu oZHOBpPEMEHHOM IPUMEHEHUH PO3YBacCTaTHHA U JIGKAPCTBEHHBIX IPENapaToB K
AUC B ciiyyae MOHOTEpanuy po3yBacTaTHHOM. JlaHHbIE, NpelCTaBICHHBIE B BUAE HM3MEHEHHs B %o,
orpaxkaroT pasHuiy nokaszareneii AUC (%) mpu OAHOBPEMEHHOM IIPUMEHEHHMH pPO3yBacTaTHHA C
JIEKapCTBEHHBIMU INpenapaTaMu U MOHOTEpanueil po3yBacTaTHHOM.

** DBpU10 NPOBEJEHO HECKOJBKO HCCIECAOBAaHUM IO M3YYEHHIO B3aMMOJEHCTBUS C NPUMEHEHHEM
PasInYHBIX 103 pO3yBacTaTHHA, B Tabiuue 1 npexncTaBieHbl Haubosee 3HaYUMbIE U3MEHEHHSL.

Bimmsaue OPUMCHCHHUS PO3YBACTATHHA HA JPYTHUC ITPECIIapaThl

Aumazonucmol sumamuna K

Haganmo Tepamum po3yBacTaTMHOM WJIM YBEJIWYEHHME J03bl Ipenapara y NalUEHTOB,
MOJYYaloIUX OJHOBPEMEHHO AaHTAroHUCThl BuTamuHa K (Hampumep, BapdapuH), MOXKeT
MPUBOJIUTH K yBenndeHuto MexaynapogHoro Hopmanuzosannoro Otaomenus (MHO). Otmena
po3yBacTaTMHA WJIM CHIKEHHUE JI03bI Mpernapara MOKeT MPUBOAUTH K ymeHblneHnto MHO. B
TaKHX Cllydasix pekomenayercs kontpoas MHO.
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OpnHOBpeMEHHOE NMPUMEHEHHE PO3YyBaCTaTHHA U NEPOPAIbHBIX KOHTPALENITHBOB YBEIMUYMBAET
AUC stunmmerpaauona u AUC noprectpena Ha 26 % u 34 % coorBeTcTBeHHO. Takoe
yBEJIMYEHUE IUIA3MEHHOW KOHLEHTpAalMM JIOJDKHO YUYUTHIBATbCS IpU  [OAOOpE  J103bl
NEPOPAIBHBIX  KOHTpauenTuBOB. (PapMaKOKMHETUYECKHE JIaHHbIE II0 OIJHOBPEMEHHOMY
IPUMEHEHHUIO  pO3yBacTaTMUHA UM TOPMOHO3AMECTUTENIIBHOM  TEpaluud  OTCYTCTBYIOT,
CJIEZIOBATENIbHO, HENb3s HWCKIIOYUTh AaHAJIOTMYHOrO 3(@QeKkra u mnpu NPUMEHEHUH TaHHOTO
coyeranus. OAHako NoAOOHAas KOMOMHALMs IIMPOKO IMPUMEHsUIaCh BO BpeMsl IPOBEICHUs
KIIMHUYECKHUX UCCIIEJOBAHUM U XOPOLIO NEPEHOCUIIACh TALIUCHTAMH.

Lpyeue nexapcmeennvle cpedcmea

He oxxupaercs KIMHUYECKU 3HAUMMOI'O B3aUMOJECHCTBHSI pO3yBACTaTUHA C TUTOKCHHOM.

4.6. ®epTHIBHOCTD, 0ePEMEHHOCTD U JIAKTALHS

bepemeHHOCTD

[Tpenapar PO3YBACTATHH-AJIMYM npotrBonokasas npu 6€peMeHHOCTH.

KeHmMHBI ~ pPENpONYKTUBHOTO  BO3pacTa JOJDKHBI  IPUMEHSTHh  aJ€KBATHBIE  METOMbI
KOHTpAaLEIL1H.

[TockonbKy XOJIECTEPHH U JApYrHe MPOXYKThl OMOCHHTE3a XOJECTepUHA Ba)KHBI JJISi Pa3BUTHUS
107a, MOTeHUUaIbHbIA puck uHruouposanus ['MI-KoA-peaykrassl HpeBbIIIAET MOJB3Y OT
IPUMEHEHHUs PO3yBacTaTUHA IPU OEPEMEHHOCTH.

B cinyuae BO3HMKHOBEHUSI OEPEMEHHOCTH B MpOLIECCE Tepanuy IpueM Ipenapara J0KeH ObITh
IIPEKPALIEH HEMEUIEHHO.

Jlakranus

JlaHHbIE B OTHOILIEHUH BBICJIEHUS PO3YBACTaTUHA C IPYAHBIM MOJIOKOM OTCYTCTBYIOT, TO3TOMY
B [IEpUOJI TPYJHOIO BCKapPMIIMBAHUS €70 IPUMEHEHHUE MPOTUBOIIOKA3aHO, IOITOMY IIPUMEHEHHE
Ipernapara B IEpUOJ TPYIHOTO BCKapMJIMBaHUs CJIEyET IPEKPATUTD.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpPeACTBAMH M padorarh ¢
MeXaHUu3MaMHu

HccnenoBanust 1O M3YYEHHUIO BIMSHUSA pPO3yBacTaTMHA Ha CIIOCOOHOCTb  YIPaBIIATh
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH HE ITPOBOJWIINCE.

Tak kak BO BpeMs TepanuM pPO3yBACTAaTUHOM MOXET BO3HHUKATh TOJIOBOKPYXEHHE, CIEAyeT
coOiroaaTh OCTOPOKHOCTh MPH  YIPaBICHUHM TPAHCIOPTHBIMU CPEACTBAMH U 3aHITHU
MOTEHIMAJIBHO ONACHBIMM BUAAMHU JIE€ATEILHOCTH, TPEOYIOIIMMHU MOBBIIICHHON KOHIIEHTPAaLUuU
BHUMAaHHUA U ObICTPOTHI ICHXOMOTOPHBIX PEaKIUii.

4.8. HexkesaTeibHbIe peakiuu

Pesrome mpodminsg 6e30macHOCTH
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HE3HAYUTENIFHO U TPOXOJAT CaMOCTOATENbHO. Kak M mpu NMpUMEHEHUW IPYTUX WHTHOHTOPOB
I'MI'-KoA-penykTa3bl, 4aCTOTa BO3HUKHOBEHHUS HEKEIATEIbHBIX PEAKUMA HOCUT B OCHOBHOM
J10303aBUCUMBIN XapaKTep.

[Tpodwmiip HexenaTenbHBIX pEAaKUUil NpU NpHEME pO3yBAacTaTHMHA IPEACTaBIEH IO JaHHBIM
KJINHAYECKUX UCCIEA0BAHUMI U IUPOKOTO IOCTMAPKETUHIOBOIO IIPUMEHEHMUS.

PesromMe HexxenaTeabHbBIX PeaKIni

YacroTa pa3BUTHS HEXeJIaTEIbHBIX PEAKIMI MpeCTaBIeHa CIEAYIOMUM 00pa3oM: OYEHb YacTo
(> 1/10 cnyuaeB), yacto (> 1/100 u < 1/10 cnydae), medacro (> 1/1000 u < 1/100 ciry4aeB),
penko (> 1/10000 u < 1/1000 cirygaeB) u oueHb peako (< 1/10000 ciryqaeB, BKIIOYast OTACTbHBIC
coobuienus). HexenatenpHble peakUWH, YacTOTY Pa3BUTUS KOTOPBIX HE TIPEACTaBISIETCS
BO3MOXXHBIM OLIEHUTH MO JOCTYIHBIM JIaHHBIM, UMEIOT 0003HAYCHHE «YaCTOTa HEU3BECTHAY.
Hapywenus co cmoponvl ummyHHOU cucmembl: PEAKO — PEAKIMH TUIEPUYYyBCTBUTEIBLHOCTH,
BKJTI0Yast aHTHOHEBPOTUYECKUN OTEK.

Hapywenus co cmopoHbl 9HOOKPUHHOLL CUCTHEMbl . 9aCTO — CaXapHbIi 1uabeT.

Yacrota OyneT 3aBUCETh OT HAIMYUS WM OTCYTCTBUS (PaKTOPOB pHUCKa (KOHIEHTPALIUS TTIFOKO3bI
B KpPOBHM HATOIIaK > 5,6 mmoib/n, mHAaekc macchl tena (MMT) > 30 kr/m2, moBblICHHAsS
KOHIICHTPALUs TPUTIMILIEPHUIOB, apTepUaIbHasl TUIIEPTEH3US B aHAMHE3E).

Tcuxuueckue paccmpoticmea: 9acTOTa HEM3BECTHA — JICTIPECCHSI.

Hapywenus co cmoponsl HepsHOll cucmempl. 4aCTO — TOJIOBHAs 00JIb, TOJOBOKPYKEHUE; OUYEHb
penko — TONWHEHpomaTHs, TOoTeps NaMsATH; 4YacToTa HEeW3BeCTHa — mepudepudeckas
HelporaTus, HapyleHne cHa (BKITI04as OECCOHHUITY U HOYHBIE KOIIMaphl), MUACTEHUS TPABHC.
Hapywenus co cmopoHbl opeana 3penus: 9acToTa HEU3BECTHA — TIIa3Has MHACTEHHUSL.
Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, 0OpeaHo8 cPYOHOL KIemKU U CPedoCmeHUs.:
4acTOTa HEU3BECTHA — KaIIeNb, OJIBIIIKA.

Hapywenus co cmopoHbvl dHceny0ouHO-KUWeYH020 MpaKkma: 9acTo — 3arop, TOITHOTa, 0OJb B
KHUBOTE; PEAKO — MAHKPEATHT; YaCTOTa HEM3BECTHA — JAHAPEs..

Hapywenus co cmoponvl Kodcu U NOOKONCHHIX MKAHelU: HEYacTO — KOXKHBIM 3yJ, CHIIb,
KpanmuBHUIIA; YaCTOTa HeM3BecTHA — CHHApoM CtuBeHca — J[KOHCOHA, TIEeKapCTBEHHAs peaKIus ¢
s03uHOPuIIMeEl U cucteMHbIMU cuMnTtoMamu (DRESS-cunapom)

Hapywenus co cmopomvl CKelemHO-MblUeYHOU U COeOUHUMENbHOU MKAHU: 9aCTO — MHAJTHUS;
penKo — MHOMATHUs (BKIIFOYAs MUO3UT), Pa0JOMUOIIN3, BOIYAHOYHOMIOAOOHBIH CUHIPOM, Pa3phiB
MBIIIIBI, OYEHb PEAKO — apTpalrus; YacToTa HEU3BECTHa — TEHIUHOIATHUH, WHOT/Ia
OCJIOXHEHHBIE Pa3PhIBOM CYXOXKWJIHSI, UMMYHO-OIIOCPEA0BaHHASI HEKPOTU3UPYIOIIAst MUOTIATHS.

Hapymeyuﬂ CO CMOPOHbL NOYEK U M0’~l€6b1600}1u4ux nymeﬁ OYCHBb PEAKO — reMaTtypus.
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CO00INanoch O CIEAYIOIUX BO3ACHCTBHUIX HA OIMOPHO-IABUTATEIBHBIA ammapar: MUaITus,
MHUOMNaTHs (BKJIIOYAas MHO3MT), B PEIKUX CiIydasx — pabJOMHOIM3 C OCTPOH MOYEHHOU
HEJ0CTAaTOYHOCTHIO UJIH 0e3 Hee.

Jlo303aBucumoe  ToBbINICHHE ypoBHS — kpeatnHdochokuHasel (KDK) wabmomaercs y
HE3HAYUTEILHOTO YKCIa MAalMeHTOB, MPUHUMABIINX pPO3yBacTaTWH (B OOJIBIIMHCTBE CIy4acB
OHO OBLIO HE3HAYUTEIbHBIM, OCCCHUMITOMHBIM W BpEMEHHBIM). B ciyuae mOBBIIICHUS
aktTuBHOCTH K®K (6osee yeM B 5 pa3 1Mo CpaBHEHHUIO C BEPXHEHW T'PAHMIICH HOPMBI) TEparus
JOJIKHA OBITH IPHOCTAHOBIICHA.

Hapywenus co cmoponul nouex:

VY nanueHToB, MONY4YaBIIMX PO3YyBAaCTaTHH, MOXET BBIABISATHCS TNPOTEUHYpPHUS, H3MEHEHUS
KonuuecTBa Oeilka B Moue (OT OTCYTCTBUS WM CJIEIOBBIX KOJMYECTB 10 ++ WM OOJbIIE)
HabmoaroTcss y Menee 1 % manueHToB, MOMYyYalIIUX po3yBacTaTuH B goze 10-20 mr, u y
npuOaM3uTeNbHO 3 % MalMeHToB, MOoTyYarolux po3dyBacTatuH B fo3e 40 mr. HesnauutenbHoe
W3MCHCHHE KOJHMYeCTBAa Oelka B Moue (OT OTCYTCTBHS WJIM CIICJIOBBIX KOJMYECTB JO +)
OTMEYaJIOCh TpH IpuemMe B go03e 20 Mr. B OONbIIMHCTBE CllydaeB MPOTEHHYPHUsI YMEHBIIAETCS
WIM UCYe3aeT B IpOIecce Tepanud U HE O3HA4YaeT BO3HUKHOBEHHSI OCTPOTO WIIU
IIPOrPECCUPOBAHUS CYLIECTBYIOIIEr0 3a00JIEBaHUS MTOYEK.

Hapywenus co cmoponvl neuwenu u #cenueguleo0sujux nymei: peIko — J10303aBHCHUMOE
MOBBILICHHE AKTUBHOCTU «II€YEHOYHBIX)» TpaHCaMHHa3 (Y HE3HAYUTEILHOTO YKcia MallueHTOB; B
OOJNBIIMHCTBE CIIy4aeB OHO HE3HAUYUTEIbHO, OECCUMIOTOMHO U BPEMEHHO); OYEHb DPEIKO —
JKENTyXa, rernarTur.

Jlabopamopnvie noxazamenu: 4acTOTa HEU3BECTHA — IOBBILICHHE KOHLIEHTPAIMH TJIFOKO3bI,
OmnupyOMHa, aKTHUBHOCTHM  raMMa-TIyTaMUJITPaHCHENTHAa3bl, ImeaoyHoi  (docdaTassl,
HapyleHus GyHKIUYA IUTOBUTHON Kele3bl.

IIpouee: 4acTo — aCTEHUYECKUI CUHPOM.

Co cmopoHbl nuwesapumenbHo20 mpakma: PEIKO — IMOBBIILIEHUE aKTUBHOCTU «1€YEHOYHBIX»
TpaHCaMHUHa3; OUYEHb PEAKO — KENTyXa, FeNaTUT; YaCTOTa HEU3BECTHA — AUAPES.

Co cmoponbl cKelemHO-MbIWEeYHOU U COeOUHUMENbHOU MKAHU: OYEHb PEAKO — apTparHs;
4acTOTa HEM3BECTHA — UMMYHOOITOCPEIOBAHHASI HEKPOTH3UPYIOIIIAsi MHOTIATHSI.

Co cmopoHbl NON0BIX 0P2AHO8 U MOOYHOU JHcele3bl. OUeHb PEAKO — THHEKOMACTHSI.

Co cmoponvl cucmemul Kpogemeopenus: PeaIKko — TPOMOOLIUTONICHHS.

IIpouue: yacToTa HEU3BECTHA — MepU(EPUIECKUE OTECKH.

[Ipu nprMeHEHNN HEKOTOPBIX CTATUHOB COOOIIATIOCH O CICIYIONIUX HEXKENATEIbHBIX PEaKIIHsIX:

cekcyaimpHas  AUCOYHKIHSA,  CcOOOmAanoch 00  HCKIIOYUTENBHO  PEAKUX  CIydasx
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paznen «OcobOble yKazaHus»).

Yacrora cooOmeHnit o ciyyasx pabJoMUONIN3a, CEPbE3HBIX HAPYIIEHUH CO CTOPOHBI MOYEK H
CEpbE3HBIX HAPYLIEHUH CO CTOPOHBI NEUEHH (MPEUMYILECTBEHHO CBSI3aHHBIX C IMOBBILIEHUEM
aKTUBHOCTH «I1€YEHOYHBIX» TPaHCAMHHA3) ObuIa BbIlIE HA oHE npueMa 10361 40 Mr.
Coo001manoch 0 €IMHUYHBIX CIIy4asX WHTEPCTHIHMAIBHOTO 3a00JIeBaHUS JIETKUX, OCOOCHHO MpHU
JUTUTEIIbHOM IPUMEHEHHH TpenapaToB (cM. pasnen 4.4.).

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marh 0 M0A03pEBAEMBIX HEXENaTeIbHBIX pPEAaKUUAX I[OCIe perucTpanuu
JICKapCTBEHHOTO Iperapara ¢ HeNibl0 00eCIIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«T0JIb3a — PHUCK» JIEKapCTBEHHOTO Mperapara. MenuIuHCKIM paOOTHHKAM PEKOMEH]yeTCs
cooluaTe O JIOOBIX MOJO3PEBACMbIX HEKENATENbHBIX pPEaKIUsAX JIEKApCTBEHHOI'O Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKEJIaTeNIbHBIX peaklUsaX TOCyAapCcTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOTr0 COI03a.

Poccutickas Penepanus

OenepanibHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Anpec: 109012, r. MockBa, CnaBsiHCKas IJI0111a/1b, 1. 4, cTpoeHue 1

Temedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

CuMIITOMBI

[Tpr OTHOBPEMEHHOM TIpHEME HECKOJBKHX CYTOUHBIX J103 (hapMaKOKWHETHUYECKHE TapaMeTphl
po3yBacTaTHHA HE U3MEHSIOTCSI.

Jleuenue

Crnennuyeckoro JeUEeHUsS TPU IEPEeIO3UPOBKE pPO3yBACTaTUHOM He cymiecTByer. [lpu
MEePeI03UPOBKE PEKOMEHIYETCSI MPOBOJUTH CHUMIITOMATHYECKOE JICUCHUE M MEPONPHUSATHS,
HamnpaBlieHHbIE HAa TMOJAepkKaHue (PyHKIUN KU3HEHHO BaKHBIX OPTaHOB M cucTteM. HeoOxoanum
KOHTpob (yHKIMKU medyeHH u akTuBHOCTH KOK. ManoBeposTHO, uTO Tremoauanus OyaeT

s dexTuBeH.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOiicTBA
dapMakoTepaneBTHUECKasl Tpymna: runoiaunuaemMudeckoe cpencrso — ['MI-KoA-penykraszbl

HUHTHOUTOP.
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Mexanuszm geiicTBus

Po3yBactaTiH SBISIETCS CEJEKTUBHBIM, KOHKYpeHTHbIM HHruOutopom I'MI-KoA-pemykrassi,
depMeHTa, MpeBpallaolero 3-TUAPOKCH-3-METWITITyTapuil KopepMeHT A B MEBAJIOHOBYIO
KHUCJIOTY, NPEIUIECTBEHHUK XoyiecTeprHa. (OCHOBHOM MUIIEHBbK) JIEHCTBUS pO3yBacTaTHHA
SIBIISICTCS TIEYCHB, TJIe OCYIIECTBIsIeTCs: cuHTe3 XonecTepuHa (XC) u kaTaboau3M JHITOIPOTEHHOB
Hu3Kkou miotHocTu (JITTHIT).

Po3yBactatvH yBenuuMBaeT 4MciIo «edyeHOYHbIX» peuentopoB JIITHII Ha moBepXHOCTH KIIETOK,
noBbImas 3axBar u karabomusMm JIITHIIL, uto B cBOlO ouepens HMPUBOAUT K HMHTUOMPOBAHUIO
CHHTE3a JIMIONPOTEUHOB oueHb HU3KOM 1uiotHoctu (JIIIOHII), ymenblias Tem caMbiM oOlee
konuuectBo JITTHIT u JITTOHII.

Po3yBactatun cHukaeT nmoBbllIeHHbIe KOHIIeHTpauuu xojnectepuna-JIITHIT (XC-JITTHIT), oGmiero
xojecrepuHa, TpurnuiepuaoB (TI), MOBbIMIAET KOHIEHTPALHUIO XOJIECTEPHUHA-TUIIONPOTEHHOB
BbicokoM TuioTHOCcTH (XC-JIIIBII), a Takke CHMXAeT KOHIEHTPALMK amnojumnonporenHa B
(AmoB), XC-umeJIIIBII, XC-JIIIOHII, TI-JIIIOHIIT wu yBenuuuMBaeT KOHIICHTPAIUIO
anonunonporenHa A-I (AnoA-I), cumwxkaer cootHomenne XC-JITTHII/XC-JIIIBII, oO6muit
XC/XC-JIIBIT u XC-ueJINIBII/XC-JIIIBII u cootHotenne AnoB/AnoA-I.

Tepaneruueckuii 3pPexT pa3BuBaeTcs B TEUEHHWE OAHOW HENENM IOCJe Haydaia Teparuu
po3yBacTaTUHOM, 4Yepe3 2 Heaenu jedeHus gocturaetr 90 % or mMakcHMaibHO BO3MOKHOTO
addexra. MakcuManbHbIN TepaneBTu4eckuil 3(dekT 00bIYHO TocTUTraeTcs K 4-i Heene Tepanuu
Y TIOJIICPKUBAETCS MPU PETYISIPHOM ITpUEME TTpenapara.

dapmakoaHaMUKa

PosyBacratin 3¢¢eKkTUBEH y B3pOCIBIX MAlMEHTOB C TUIIEpXOJecTepuHeMuel ¢ umu 0e3
TUIEPTPUTIMLIEPUIEMHUH, BHE 3aBUCUMOCTH OT PacOBOW IPUHAJIEKHOCTH, I10JIa UM BO3pacTa, B
TOM YHCJI€ Y MAIIMEHTOB C CaXapHbIM JJMa0ETOM U CeMEeWHON TUIepX0eCTepUHEMHUEH.

VY 80 % mnaruentos ¢ runepxonecrepunemueit [la u IIb Trna no ®penpukcony (cpeaHsist ucxoaHas
kouneHTpanus XC-JIITHIT — okono 4,8 mmons/in) Ha ¢oHe mprema po3yBacTtaTuHa B 103¢ 10 mr
koHneHTpauuss XC-JIITHIT nocturaer 3HaueHuii MeHee 3 MMOJIB/JI.

Y manMeHToB ¢ reTepO3UrOTHOM CEMENHON THIIEPXO0IECTEPUHEMHEN, MOTYYarOIIMX PO3yBaCTaTHH
B 03¢ 20-80 Mr, oTMedaercsi MOJIOKHUTENbHAs TUHAMHUKA IMOKa3areNlell JUMUAHOTrO Hpoduis
(uccnenoBanue ¢ yuyactueMm 435 mammentoB). Ilocne TutpoBaHus A0 CyTouHOW 1036l 40 Mr
(12 venenn Tepamuu), oTMeuaercs cHmwkeHue koureHtpamun XC-JITTHIT wa 53 %. V 33 %
nanueHToB gocturaercs konnenrpauus XC-JIIHIT menee 3 mmons/m.

VY nmanueHToB ¢ TOMO3UIOTHOM CEMEHHON TMIIEPX0JIECTEPUHEMUEH, IPUHUMAIOIINX PO3yBaCTaTHH

B 03¢ 20 Mr u 40 mr, cpennee cHmkenue konueHtpauun XC-JIITHIT cocraBnser 22 %.
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NOJIy4aBIIUX PO3yBAaCTaTHH B A03€ OT 5 Mr 10 40 Mr oluH pa3 B CyTKHM B TEUEHHE ILIECTH HEIEID,
3HAYUTEJIBHO CHUXKanach KoHUeHTpauus TI' B miazme KpoBH.

AngutuBHBIA 3P QeKT oTMedaeTcss B KoMOMHaMK ¢ GeHOpUOpaToM B OTHOIIEHUH COJICPIKAHUS
TPUIIIMLEPUIIOB U C HHUKOTHHOBOM KHCIOTOM B JIMIOUACHMKAIOLUIMX [103aX B OTHOILICHHUH
coaepskanus XC-JITIBII (cm. pasaen 4.4.).

B xnmHuyeckom uccinenoBaHuM ¢ ydactueMm 984 manueHToB B Bo3pacte 45-70 ner ¢ HU3KUM
puckom pazButusi umemudeckon 6onesnu cepana (MBC) (10-nmetHuit puck mo dpaMUHTEMCKOM
mikane meHee 10 %), cpeaneit konuentpauueit XC-JIITHIT 4,0 mmons/n (154,5 mr/min) u
CYOKJIMHUYECKMM aTEpOCKJIEPO30M (KOTOpBIM OLIEHHMBAICA IO TOJIIMHE KOMIUIEKCA «HMHTUMa-
Menuay» coHHbIX aprepuil — TKHIM) usyuanoch BiMsiHHE po3yBacTaTHHA Ha TOJILIMHY KOMIUIEKCA
«uHTUMa-Meauay. [lanuenTtsl momyyanu posyBacTaTHH B Jo3e 40 Mr/cyTku nmbo 1uianebo B
TedeHue 2 net. Tepanusi po3yBacTaTUHOM 3HAYUTEIBHO 3aMeNisiyia CKOPOCTh MPOTrPEeCCUPOBAHUS
makcumasibHOW TKUM muist 12 cerMeHTOB COHHOM apTepuy IO CpPaBHEHHWIO C IUTanedo ¢
pazmumunem Ha -0,0145 Mm/rom [95 % nmoBeputensHbId mHTepBan oT -0,0196 mo -0,0093;
p <0,001]. Ilo cpaBHEHHIO ¢ UCXOIHBIMU 3HAYEHUSIMH B TPYIIIIe pO3yBacTaTHHA ObUIO OTMEUEHO
yMmeHblieHne mMakcumanbHoro 3Hadenuss TKHUM na 0,0014 mm/ron (0,12 %/ron (HemoctoBepHOE
pa3nuume)) 1o CpaBHEHHIO ¢ yBenmueHweM dtoro mokasartens Ha 0,0131 mm/rox (1,12 %/ron
(p<0,001)) B rpynme rutanie6o. [0 HACTOAIIErO BpEeMEHH MPSMOM 3aBUCHUMOCTH MEXIY
ymenbiienueM ~ TKMM  u  cHmWXeHMEM  pUCKa  CEpPIEYHO-COCYIMCTBIX  COOBITHIA
IPOJIEMOHCTPUPOBaHO He ObLI0. JlaHHOE HcciieoBaHNEe MPOBOAMIOCH Y MAIMEHTOB C HU3KHM
puckom wumemudeckoir 6oneznn cepamna (MBC), mans xotopsix mo3a po3yBactatuHa 40 mr He
ABsieTcs pekoMeHnoBaHHOM. [lo3a posyBacratmHa 40 Mr JoKHa Ha3HAyaThCs MAlMEHTaM C
BBIPAKEHHOW TUIEPXOJIECTEpUHEMUEH U BBHICOKUM PHUCKOM CEpAEYHO-COCYIUCTBIX 3a00JeBaHUM
(CC3).

Pe3ynbratel apyroro kiImHUYecKoro wuccienoBaHus y 17 802 manueHTOB moOKasalu, YTO
pO3yBacTaTHH CYIIECTBEHHO CHIKAJ PUCK PA3BUTHS CEPACUHO-COCYIUCTHIX OCIOKHEHUHU (252 B
rpymnne mianedo mo cpaBHeHuto ¢ 142 B rpynme posyBactatuHa) (p < 0,001) co cHmkeHuem
OTHOCHUTENBHOTO pHcka Ha 44 %. D¢¢ekTUBHOCTh Tepanuu Obula OTMEUYeHa yepe3 6 MepBbIX
MECSIIeB MPUMEHEHUsI po3yBacTatuHa. OTMEUYEHO CTaTUCTUYECKH 3HAauMMoe CHUkeHue Ha 48 %
KOMOWHUPOBAaHHOTO KpUTEpHs, BKIIOYABILIEI0 CMEPTh OT CEpIEYHO-COCYAMCTBHIX IPHYUH,
WMHCYNbTa U uH(papkTa MUOKapaa (cooTHomeHue puckoB: 0,52, 95 %, noBepuTenbHBIA UHTEPBAI
0,40-0,68, p <0,001), ymenpmieane Ha 54 % BO3HHUKHOBEHUS (PaTATbHOTO WK HehaTaTbHOTO
uHpapkTa Muokapza (cootHomenue puckos: 0,46, 95 %, nosepurensHbiit nHTEpBan 0,30-0,70) u

Ha 48 % — ¢aTtampHOTO WM HedaTaTbHOTO HHCYNIBbTA. O0Imas cMepTHOCTh cHU3mIack Ha 20 % B
19



COOTBETCTBYET 3KCMEPTHOMY OTUETY
22 10,2025 Ne 26478
rpymie po3yBacTaTuHa (cooTHomenue puckos: (,80, 95 ) HO%%EH-EM%BLT 670,97,

p = 0,02). [Tpoduip 6e30macHOCTH y MAIMEHTOB, MPHHUMABIIHX PO3yBacTaTHH B 103¢ 20 mr, ObLI
B IIEJIOM CXOX C IpoduiieM 0€30IacHOCTH B TPYIIIE T1aneoo.

5.2. ®apMakoKHHeTHYeCKHe CBOiicTBA

AGcopbuus

MaxkcumanbHasi KOHIIEHTPAIUsl pO3yBacTaTHHA B IIa3Me€ KPOBU JOCTUTACTCS MPUOTU3UTEIHHO
yepe3 5 4YacoB IOcCie ImpueMa BHYTPb. AOCONIOTHAs OMOJOCTYITHOCTH COCTAaBJISET MPUMEPHO
20 %.

Pacopenenenue

O0beM pacnpeneneHust pozyBacTaTMHa cocTasisieT npuMepHo 134 . IlpubmusurensHo 90 %
pO3yBacTaTHHA CBA3BIBACTCA C O€IKaMHM IIa3Mbl KPOBH, B OCHOBHOM C aTbOyMHUHOM.
Metabonuzm

Po3yBactatun monBepraercsi orpaHudeHHoMy MeTabonusmy (okoino 10 %) B medeHwm.
PozyBacraTun siBIsieTcss HEMPOPHIBHBIM CyOCTpaToOM U MeTabomu3Ma (pepMEHTaMU CHUCTEMBI
uuroxpoma P450. OcHOBHBIM M30()EpPMEHTOM, YYaCTBYIOIIMM B METAa0OJM3ME pO3yBacTaTHHA,
apnsiercs uzopepment CYP2C9. Uzodepmentsr CYP2C19, CYP3A4 u CYP2D6 BoBieueHsl B
MeTaboIM3M B MEHbILIEH CTETICHH.

OCHOBHBIMU BBISIBJICHHBIMU MeTaboJIuTaMu po3yBacTaThHa SIBJISTFOTCSA N-
JIECMETHIIPO3YBACTaTUH M JIAKTOHOBBIE METAa0OIHUTHL. N-IeCMETHIPO3yBaCTaTHH MPHUMEPHO Ha
50 % MeHee aKTHUBEH, 4YeM pO3yBAacTaTUH, JAKTOHOBBIE METa0OJIUTHI (hapMaKOJIOTHUECKH
HeakTHBHBL. bomee 90 %  dapmakonornueckoil  akTMBHOCTM MO  MHTUOMPOBAHUIO
nupkyaupytonieit I'MI'-KoA-penykrasel obecriednBaeTcsi po3yBacTaTUHOM, OCTaJIbHOE — €ro
MeTaboIUTaMu.

DJIMMUHALNS

Okono 90 % [1o3bl po3yBacTaTHMHA BBIBOJUTCS B HEU3MEHEHHOM BHJE YEPE3 KHUILIECYHHK
(Bxirovast abcopOupoBaHHBIH M HeaOcOpOMpoOBaHHBINM po3yBacTaTuH). OcTaBIIascs 4YacTb
BBIBOAMUTCS ToukaMu. [lnmasmenHsIit mepuos mosyBeiBeneHus: (1) po3yBacTaThHa COCTaBIISET
npuMmepHo 19 wyacoB. Ty He u3MeHsAeTcs INpU YyBEIWYEHUM MA03bl Ipemnaparta. CpenHuit
reOMEeTPUYECKUH TUIa3MEHHBIH KIMPEHC cocTaBisieT npubausurenbHo 50 n/dac (koadduuumeHt
Bapuauuu — 21,7 %). Kak u B cinyuyae apyrux unru6utopos I'MI'-KoA-penykrassl, B mpoiecc
“IeyeHOYHOro” 3axBaTa pO3yBaCTaTMHA BOBJECYEH MEMOpaHHBIN INEPEeHOCUUK XOJIECTEpUHA,
BBITMOJIHSIOUINH BaKHYIO POJIb B IEYEHOYHON AJIMMUHAIIMU PO3yBacTaTHHA.

JInHENHOCTh

CucreMHass  JKCHO3MIMS  pO3yBacTaTHHA  YBEJIWYMBAECTCS  MPONOPLHMOHAIBHO  JO03€.

(DapMaKOKI/IHCTI/I‘-ICCKI/IC napaMeTpbl HC UBMCHAIOTCA MPHU CXKCIHCBHOM IMPUCME.
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dapMakOKHMHETHKA perapara y 0COOBIX T'pYIIT

Bospacm u non

[Ton u BO3pacT HE OKAa3bIBAIOT KIMHMYECKH 3HAYMMOIO BIMSHUS Ha (HAPMAKOKUHETHKY
po3yBacTaTuHa.

OmHuuueckue pynnovi

®apMaKOKMHETUYECKUE MCCIEA0BAaHUS IOKa3adu IMPUOIU3UTENBHO ABYKPAaTHOE YBEIWYEHHE
meauanbl AUC (miomaau moj KpUBOW «KOHLEHTpauus — BpeMs») U Cmax (MakcuManbHOMN
KOHLIEHTpALlMU B IIJJa3M€ KPOBHU) pO3yBacTaTHHA Yy MAlMEHTOB MOHIOJOWIHOM packl (SMOHIIEB,
KUTANIEeB, (UIMIINAHIICB, BbETHAMIICB W KOpEHIIEB) IO CPaBHCHHIO C eBponelnamu. Y
WHIUNCKUX TauueHToB mnokazaHo yBenuuenue wmeauanbl AUC u Cmax B 1,3 paza.
DapMaKOKMHETUYECKUM  aHaIu3 HE  BBIIBMI  KIMHUYECKM 3HAYMMBIX  pa3iMyuil B
(hapMaKOKMHETUKE CPEIH €BPOIICHIIEB U MPEICTABUTEICH HETPOUIHOM PaCHI.

Tayuenmoi ¢ noueunoii He0OCMamouHOCMoIO

Y DanueHToB C JIETKOM M yMEPEHHO BBIPAXEHHOW INOYEYHON HENOCTATOYHOCTHIO BEIUMYMHA
IUIa3MEHHOW KOHUEHTpPAlMu PO3yBacTaTHHA WM N-IeCMETHJIPO3yBacTaTHHA CYLIECTBEHHO HE
MeHsieTcsl. Y MalUeHTOB € TSXKEJION MOYeUYHON HeI0CcTaTOuHOCThIO (KiaupeHce kpeatnHuHa (KK)
meHee 30 MIJI/MHMH) KOHIEHTpalus po3yBacTaTHMHa B IUIa3Me€ KpOBU B 3 pa3a Bbllle, a
KOHIIEHTpauusi N-JecMeTwIpo3yBacTaTiHa B 9 pa3 Bbllle, 4eM Yy 3J0POBBIX J0OPOBOJIBLEB.
KonmenTpanusi po3yBacTarvHa B IUIa3Me€ KPOBH Yy MALMEHTOB HA TeMOJUANIN3e ObLIa IPUMEPHO
Ha 50 % BbIlIIE, UEM Y 3/JOPOBBIX I00POBOJIBIIEB.

Ilayuenmul ¢ neuenouHol HEOOCMAMOYHOCMbIO

Y mnauMeHToB C pPA3NIMYHBIMU CTAJUSMU TIEYEHOYHOM HEJOCTaTOYHOCTH HE BBIABICHO
yBenuueHue Ty, po3yBacTaTuHA: y MAMEHTOB ¢ 7-10 Oaninamu U HWxke 1o mkane Yaina-Ilso. Y
JIBYX MalMeHTOB ¢ 8-10 U 9-t0 Oamnamu no mkaie Yainna-Ileto ormeueno ysenuuenue Ty, mo
KpaiiHeil mepe B 2 pa3a. OnbIT MpUMEHEHUsI po3yBacTaTWHA y MAllMEHTOB ¢ Oojee 4yeM 9-10
6amutamu no mkaie Yaina-I1sto oTcyTCTBYET.

I'enemuueckuii nonumopguszm

Wurudurtopel 'MI'-KoA-penykrasbl (CTaTHHBI), B TOM YHCJIE PO3YBACTAaTHH, CBA3BIBAIOTCS C
TpaHcniopTHeiMU  Oenkamu OAT31B1 (mosmumenTua TpaHCIOpTa OPraHUYECKUX AHHUOHOB,
y4acTBYIONIMM B 3axBare cTaTuHOB rematouutamu) u BCRP (addarokcHbiii Tpancnoptep). Y
Hocuteneit renotunoB SLCOI1B1 (OATPIBI) ¢.521CC u ABCG2 (BCRP) c.421AA
orMeyanoch yBennuyenue sxkcrnozunuu (AUC) k po3yBacratuny B 1,6 1 2,4 pa3a cOOTBETCTBEHHO

o cpaBHeHUIO ¢ HOcuTesiMu TeHoTunoB SLCO1B1 ¢.521TT u ABCG2 c.421CC.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
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6.1. Ilepeuenb BcnoMoraTeibHbIX BellIeCTB

Kaneius rugpodocdara nuruapar

['unposo3a (ruApOKCUIIPONMIILIEIIIION03A)

KpocnoBugon

JlakT03B1 MOHOTHIpPAT

[ennron03a MUKPOKpUCTAIIMYECKAS

Marnus creapat

['oToBast cMech 11 MJICHOYHON 000JIOUKH pPO30Bast:

CIIUPT HOJMBUHUIIOBBIH,

MakKporoi,

TaJbK,

TUTaHA TUOKCHU]L,

QJTIOMUHMEBBIN JIAK HA OCHOBE KPACUTENsl 04apOBaTEIbHOTO KPacHOro,

QIIOMUHUEBBIN JIAK HA OCHOBE KPAaCUTENs a30pyOHHa,

AJIOMUHHUEBBIN JIAK HA OCHOBE KPACUTEIIA COJTHEYHBIN 3aKaT JKEJIThIM.

6.2. HecoBmMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHU U

XpaHuTh 1pu TeMrieparype He Boime 25 °C.

6.5. XapakTep u cofep:kaHue NePBUYHONH YIAKOBKH

ITo 7, 10, 14, 15, 20 uau 30 TabmeToK B KOHTYPHYIO SYEHKOBYIO YNAKOBKY W3 IJICHKU
HOJMBUHUIIXJIOPUIHON U (DOJIBIM aTFOMHUHHUEBOM MEeUYaTHOMN JIAKHPOBAHHOM.

[To 1, 2, 3, 4 unu 6 KOHTYPHBIX SYEHKOBBIX ymakoBok mo 7, 10, 14, 15, 20 unu 30 Tabmetox
BMECTE C MHCTPYKIIMEN 1O MPUMEHEHHUIO MTOMENIAIOT B MAaYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TNPH YHUUYTOKEHHH MCIOJb30BAHHOTO
JICKAPCTBEHHOI0  MNpenapara WJIM OTX0A0B, IOJYYEHHBIX I0CJe TNpPUMEHEHHus
JIEKAPCTBEHHOT'0 NMpenapara Ui padoTsbl ¢ HUM

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccus

AO «AJINYM»

142279, MockogBckas 0011., T. CeprryxoB, . O6osneHck, Tep. Kapran A, . 2.

7.1. IlpeacraBuTe/ib AepKaTeNs PETrUCTPALMOHHOIO YA0CTOBEPECHUS
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[Iperen3un noTpeOUTEEN HAIPABIATD 10 aAPECY:

Poccus

AO «AJINYM»

MockoBckas 001., r. Cepriyxos, . O6omneHck, Tep. KBapran A, x. 2.
Ten.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(001426)-(PT-RU)

9. IATA IEPBUYHOI PETUCTPALINN (IIOATBEPKIEHNSI PETUCTPALINN,

INEPEPETUCTPALIUN)
Jara nepoii peructpamuu: 17.11.2022

10. JATA IEPECMOTPA TEKCTA

O6mas xapakrepuctuka jJekapctBennoro npernapata PO3YBACTATUH-AJIMYM poctynHa Ha
uH(GOPMallMOHHOM TMopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HWH(OPMALMOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» http://eec.eaeunion.org.
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