COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 30.10.2024 N= 23915

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O ITIPEITAPATA
COTAJIOJI ®apmacuntes, 80 mr, TabyieTKu.
COTAJIOJI ®apmacunTtes, 160 Mr, TaOIETKH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTByrollI€€ BEIIECTBO: COTAIOI.

COTAJIOJI ®apmacunTes, 80 Mr, TabIeTKH

Kaxnas Tabnerka cogepxut 80 Mr cotasosa (B BUAC THIPOXIOPHIA).
BcmoMorarenbHbIE BEIECTBA, HATMYHE KOTOPBIX HAJIO YYHTHIBATH B COCTABE JICKAPCTBCHHOTO
npemnapara: JakTo3bl MOHOTHApar (cM. pasaenst 4.3., 4.4.).

COTAJIOJI ®apmacunTes, 160 mr, TabiaeTKu

Kaxxnas tabnerka conepxut 160 mr cotanona (B BUAE THIPOXIIOPUIA).
BcmoMorarenbHbIE BEIECTBA, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npernapara: JakTo3bl MOHOTHapar (cM. pasaenst 4.3., 4.4.).

ITonHbIi MEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB IIPUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OmeTku.

COTAJIOJI ®apmacunTes, 80 Mr, Ta0IeTKH

Kpyrsie miuockommmmHApudecKre TabIeTKH OJIOro WIIM MoUTH 0eNIoro 1BeTa ¢ (hackou.

COTAJIOJI ®apmacunres, 160 mr, TabIeTKH

Kpyrisle miockomuinHApuyeckue TabaeTKu 0enoro wiM mo4tu Oenoro npera ¢ Qackoi u
PHUCKOM Ha OJHOW CTOpPOHE.

Jlunus paznoma (pucka) He IpeIHa3HaYeHa IS pa3jiaMbIBaHUs TaOJIETKHU.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusA K NPUMEHEHHI0
[Tpenapar COTAJIOJI dapmacuHTe3 IOKa3aH K MPUMEHEHHUIO Y B3POCIIBIX B Bo3pacTe oT 18 jerT.

KenynoukoBasg apuTMHsL:

— JICUCHHUC >1<I/I3Heyrp0>1<a101uel71 )KCJ'Iy,[[O‘-IKOBOfI TaXUaApHUTMHU,
— JICYCHHE CUMIITOMAaTHYECKOM HCYCTOﬁQHBOﬁ KCHyﬂOQKOBOﬁ TaXUapuTMHU.

HamxenynoykoBas apuTMUs:

— npodunakTuka pa3BUTHUSA MTapOKCU3MAIBHON IIpeACepIHON TaxuKapJIuH,
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JKEITyJOYKOBOM y3JIOBOM PELMIIPOKHOM TaxWMKapAHHU TUIIA «re-entry», mapoKCU3MajJbHOU
IIPEACEPAHO-KEITY TI0YKOBON PELUIIPOKHON TaXMKapAUHM C Y4YacTUEM JOIOJHUTEIbHBIX
NyTell M MapOKCU3MAIbHOW HADKEIyJAOYKOBOM TaxXWKapAWM II0CIE€ MPOBEACHUS
XUPYPrU4e€CKOro BMEIaTENbCTBA;
— TOJJep)KaHHEe HOPMAJbHOIO CHHYCOBOTO pPHTMa IIOCIIE KOHBEPCHH (UOPHILISAINN
IIPEACEPAUI WU TPENIETaHUsl IPEACEPAHI.
4.2. PesxuM 103UPOBAHNSA U CIIOCO0 MPUMEHEHUA

PexxuM 1o3upoBaHus

Jlo3y mpenapara MmoaOUpalOT WHAMBHIYaJbHO B 3aBUCHMOCTH OT TSDKECTH 3a00JieBaHUS U
peaKIu nanueHTa Ha JjedeHne. HaunHate edeHue u yBennIuBaTh 03y npenapara Heo0X0auMo
B YCJIOBHAX TIATEIBHOIO0 MEAMLIMHCKOTO HAOIIOIEHHS, 1101 KOHTPOJIEM 3JIEKTPOKAPAUOT PAMMBI
(OKT') (Bennunna koppurupoBanHoro QT), KOHICHTpPALUH KalKs B IJIa3Me KPOBH U COCTOSIHUS
(GYHKIUH TOYEK.

Havanbhas no3a coranona cocrasisier 80 Mr B cyTku (o 40 mr 2 pa3a B CyTKHU C MHTEPBAJIOM
OpUMEpPHO B 12 4; B 3TOM Cilyyae BO3MOXKHO NPUMEHEHHUE COTAJIOa JPYTroro MPOU3BOJUTEINS).
[Tpu HeocTaTOYHOM BBIPAKEHHOCTH TEPANEBTUUECKOro 3¢ (eKTa 103a MOXKET ObITh TOCTENIEHHO
yBenudeHa 110 240-320 Mr B cyTKH, pa3aeieHHON Ha 2—3 mipuema.

VY GonpIIMHCTBA MALMEHTOB TepaneBTHUECKUM 3 (PEKT TocTUraeTcss Npyu MPUMEHEHUH CyTOYHOU
1036l 160-320 mr, pa3neneHHON Ha 2 TpUeMa.

HekoTopelM manueHTaM ¢ yrposkaromed >XHU3HU pedpakTepHOH >Kelyl0uKOBOW apUTMHEN
BO3MOYKHO YBEJIMUEHHUE J03bl MAKCUMAIBHO 110 6—8 Tabnetok mpemnapata (480—640 mr coTtanona),
pa3leNeHHbIX Ha 2 WK 3 OTAENbHBIX puema. OHAKO TaKue J03bl MOXKHO MPUMEHSITH TOJIBKO B
TeX CiIydasX, KOrja IOTEHLMaJbHas II0JIb3a IPEBBINIAET PHUCK pPa3BUTUS HEKEIATEIbHBIX
peakumii, 0cOOEHHO MPOAPUTMOTEHHOT'O IEHCTBHSL.

Oco0ble TPVIIILI TAIKEHTOB

Iayuenmol ¢ napywenuem QyHKkyuu noyex
VY manueHToB ¢ HapyleHHeM (QYHKIIHH TOYCK UMEETCSl PUCK PA3BUTHS KYMYJISIIHH, TOITOMY UM
HEOOXOAMMO KOHTPOJIHMPOBaTh BeauuuHy KiupeHca kpearnHuHa (KK) ¥ 4acToTy cepaedHbIx
cokpaienuit (HCC) (ue menee 50 ya/muH).
HOCKOHBKy COTaJIOJI BBIBOAUTCA H3 OpraHu3sMa MPCUMYIIECTBEHHO IMOYKaMW H HIECPUOT €ro
TOJTYBBIBEICHHS YBEIHUUBAETCS MMPH HAIWYWMU HapylieHUs (YHKIUHM MOYEK, 03y Mpernapara

CJICAYCT CHUIKATh, PYKOBOJACTBYACH CICAYIOIIUMU PCKOMCHAAIUAMMU:

Knmpenc kpeatnauna, B MJI/MUH Pexomennyemas no3za
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Sonee 0 OCE R HOCTE 0003
30-60 Y2 OOBIYHOM JTO3BI
10-30 V4 OOBIYHOMN T03bI

Menee 10 [IpoTuBOMmOKa3aHo

KnupeHc kpeaTnHuHA IS MY>KYUH PACCUUTHIBACTCS 10 (popmyiie:
((140 — Bo3pacT) x Bec (kr)) / (72 X KOHIIEHTPAIUSA KPEaTHHHHA B CHIBOPOTKE KPOBHU (MI/171));
JUJIS1 dKEHILUH MOJYYEHHBIN pe3yabTaT yMHOXKarT Ha (,85.
Ecnu maGopatopHblii aHanu3aTop BBLAAET Pe3yIbTaT KOHIEHTPAIMU KPEaTWHHWHA B CHIBOPOTKE
KPOBH B CIMHHUIAX MKMOJIB/J, TO HEOOXOAMMO pPa3AeNUTh TOTyYeHHBIH pe3ynbTaT Ha 88,4
(1 mr/mn = 88,4 MkMOIIB/1T).
[Ipu wnapymennn (GYHKIUU TOYEK TSDKEIOW CTENEeHU TSHKECTH HEOOXOAMMO IMPOBOJIUTH
peryssipublil koHTpoas DKI' 1 KoHLIeHTpaluu npenapara B CbBIBOPOTKE KPOBHU.
THayuenmo ¢ HapywieHuem YHKYuU neveHu
Koppekuuu 10361 HE TpedyeTcs.
JuTenpHOCTh Tepauy ONpeAesieTCs] BpauyoM.
B ToM ciyuae, eciim Bl 3a0bimM BOBpeMsI MPUHATH TAOJETKY, CIEAYIOUIMA pa3 HE CIemyer
yIBaWBaTh 703y, HAIO0 TPUHATH TOJBKO  HAa3HAYCHHOE  KOJMYECTBO  Iperapara
COTAJIOJI ®apmacuHTes.

eTH
bezonacHocth u adpextuBHOCTh Mpenapata COTAJIOJI dapmacuHTe3 y MAIMEHTOB B BO3PAcTe
ot 0 1o 18 net He ycTaHOBIEHBI. J|[aHHBIE OTCYTCTBYIOT.

Criocob nmpuMeHeHus

BuyTpb, 3a 1-2 4 10 mpueMa nMIM, HE Pa3KEBbIBAs, 3alUBas JOCTATOYHBIM KOJINYECTBOM
KUAKOCTH. OIHOBpPEMEHHBI mpueM MUK (0COOEHHO MOJIOKO M MOJIOYHBIE IPOIYKTHI)
YMEHBINIAIOT BcachblBaHKE Mpernapara.
4.3. IIpoTuBONOKA3aHUS
— I'unep4yBCTBUTENBHOCTh K COTANOINY, MPOU3BOAHBIM CyJlb(oHAMUIA HIIU K JTHOOOMY U3
BCIIOMOTaTeJbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zeine 6.1.
— CungpoMm cnabOCTH CHHYCOBOTO y3ja, BKJIIOYas CHHOAYPUKYJSIpHYIO Onokamy (3a
UCKJIIOYEHHEM IMalMeHTOB ¢ (YyHKINOHUPYIOIIUM AJIEKTPOKAPAUOCTUMYIISTOPOM).
— ArtpuoBentpukynsapHas (AV) Omokaga II wmm III cremeHu (mpu OTCYTCTBHHU
(YHKIMOHUPYIOLIETO MEKTPOKAPAUOCTUMYIISATOPA).
— Bpoxnaennsiii win npuoOpeTeHHbI cuHapoM yuinHeHHoro untepsana QT wa OKI nnu

INPUMEHEHHE JIEKAPCTBEHHBIX MPEnapaToB, KOTOpblE MOTYT yJUIHMHATH nHTepBan QT Ha

3
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OKT. (NOCNELOBATENLHOCTL 0003)

— llonumopdHas KemynoukoBas TaxUKapAusl THIA «OHPYSIT»  (IBYHAIpaBJCHHAs
BepeTeHOOOpa3Hast KelyI0UYKOBasi TAXUKAPANS).

— OpnHOBpeMEHHOE MPUMEHEHHE JIEKapCTBEHHBIX IpPEnapaTroB, KOTOPbIE MOTYT BBI3BATh
HOJTUMOPQHYIO KETYI0UKOBYIO TAXHUKAPAUIO TUTIA «TUPYIT» (CM. paszjen 4.5.).

— BeipaxkenHast Opagukapus (4acToTa CepACYHbIX CoKpalieHuil menee 50 y1/MuH).

— AprepuanbHasi THIIOTEH3US (KPOME CITydaeB, 00YCIIOBICHHBIX apUTMUEH ).

— KapauoreHHbId 1IOK.

— JlekomnencupoBannas XCH, XCH IV ¢.x. (mo NYHA).

— BelpaxkeHHast TunepTpousi MpaBoro >KeIyAodyKa MM MPAaBOXKETYIOUYKOBAs CepleqHast
HEI0CTaTOYHOCTh, 00YCIIOBIICHHBIE JIETOYHOW TUIIEPTEH3UEH.

— Cunnpowm PeiiHo u Tskenble HapylieHus nepudepuueckKoro KpoBooOpalieHusl.

— bponxuanbHas actMa unu XpoHu4eckas o0CTpykTuBHas 6oinesnb Jerkux (XOBJI), B Tom
YHCJie B aHaMHE3€.

—  Tspkenas moyeyHast HEAOCTATOUYHOCTH (KJIMPEHC KpeaTuHHHA < 10 MII/MUH).

— Mertabonuueckuit anumos.

— T'unokanuemus.

— ®coxpomonuToma (0€3 0OTHOBPEMEHHOTO IIPUMEHEHUS alib(a-aapeHoOI0KaTOPOB).

— OOmas aHecTe3us, BBI3bIBAIOIIAS MTOAABICHUE (PYHKIIMA MUOKAP/Ia.

— Ilepuon nakrauuu.

—  Hertckwuii Bo3pact 10 18 net (3¢hekTuBHOCTH U 6€30MaCHOCTh HE YCTAaHOBIICHBI).

— Penkas HacnencTBEHHAs HETEPEHOCHMOCTH TajaKTO3bl, AC(PUIMT JaKTa3bl, CHHAPOM
TJTFOKO30-TAIAKTO3HOM MaibabcopO1uu (mpemnapaT COAEPIKUT JTaKTO3bl MOHOTHUIPAT).

4.4. Oco0ble yka3aHusl M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

Cnenyet coOmrofaTh ocTOpOXKHOCTh Ipu npuMeHeHuu npenapara COTAJIOJI ®@apmacunTes y
NAlMEHTOB, HEJABHO MEPEHECHIMX HH(PapKT MHUOKapja, MpH caxapHOM auadeTe, Icopuase,
HapylmeHUH (QYHKIUUA T0Y€K, aTPUOBEHTPUKYISApHOM Onokaxe [ cTemeHu, XpoHHYECKOH
CEpJEYHOM HEAOCTATOYHOCTH, ITPH 3JIEKTPOJIUTHBIX HAPYILIEHUAX, IpU yAnuHeHNH nHTepBana QT,
B IIOXKHWIIOM BO3pacTe, MHOpU MNPOBCACHHUHU XHPYPrud4€CKUX BMCEIIATCIILECTB, aJIJICPTHUUYCCKUX
peaxkusx B aHaMHe3e, a Takke Ha (POHE MPOBEJIEHUS JECEHCUOMIN3UPYIOIIEH TEpaInu.

Oco0ble yKazaHus

Pesxas ommena npenapama
[Tocne orMeHbl OeTa-agpeHOONIOKATOPOB Yy  MAIMEHTOB  HAOJIONAETCSl  MOBBIIIEHHAS

YYBCTBUTEJIBHOCTh K KaTexonamuHaM. CooOmanoch 00 OTAEIbHBIX Cllydasx oO0OCTpeHus
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[OCJI€ PE3KOro MpeKpalleHus: Tepanuu. B CBSA3M ¢ 3TUM IpU HEOOXOAMMOCTH PE3KOM OTMEHBI
JUINTEIIGHOW TEpariuy COTAJIONIOM PEKOMEHIYeTCsl TIIATeIbHOE HAONIOACHHE 3a MAIlMeHTOM,
0COOCHHO ¢ wHIlIeMuYeckoil Oone3Hpio cepaua. [lo BO3MOXKHOCTH 103y CIIEyeT CHUXKATh
MOCTENIEHHO B TeUEHHE OAHOW WM JBYX Hezdelnb. [Ipu HeoOXoIuMocTH peKOMEHIyeTCsl HayaTh
3aMECTUTENbHYI0  Tepanuio. Pe3koe mpekpalieHue NpPUMEHEHHMS IIpenapara  MOKET
CIIPOBOLIMPOBATH «CKPBITYI0» KOPOHAPHYIO HEJNOCTATOYHOCTh, a TAK)KE PAa3BUTHE apTEPUAIBHOU
TUIIEPTEH3UH.

Ilpoapummocennoe deticmsue

Haunbonee onacHoll HexenaTenbHON peakiuel Ipy IPUMEHEHNN aHTUAPUTMUYECKUX IIPENapaToB
ABJIAETCS OOOCTPEHHE YXKE CYILIECTBYIOLIUMX apUTMHM WM NpOBOKalMs HOBbIX. I[Ipemapatsl,
KOTOpBIE YUTUHAIOT HHTEepBain QT, MOryT BhI3BaTh MOIUMOP(HYIO KEITYJOUYKOBYIO TaXUKAPIUIO
TUTIA «IUPYIT», MOIUMOPPHYIO >KETYJOYKOBYIO TaxXUKapAuil0. BO3HHKHOBEHHE MOJOO0HBIX
apUTMHH CBA3aHO C yAIMHEeHnEeM uHTepBaia QT, CHIYKEHHEM YacTOThI CEPJCUHBIX COKPAIICHHA,
CHIDKEHHUEM COJEP>KAHUSA CBHIBOPOTOYHOIO Kajlusd M MarHus, C BBICOKOM IIIa3MEHHOU
KOHLIGHTpallMel CcOoTajloNa, a TakKe OJHOBPEMEHHBIM IPUMEHEHHMEM JIpYyTUX Ipenaparos,
yanuHsomux uatepsai QT. YV )KeHIUH 3TH OCIIOKHEHUS BO3HUKAIOT Yallle.

Yacrora moauMop(dHOM KeTyJOUKOBOH TaXUKAPIUH TUIA «ITHPYIT» SBISIETCS JT0303aBUCHMOIA.
JlanHast HexxenaTenbHas peakiys BOSHUKAeT OObIYHO B paHHUE CPOKH I1OCIIE Hayasia Teparnuy Win
OpU YBEJIMYEHUH J03bl, U MPEKpallaeTcs CIOHTAaHHO y OOJBIIMHCTBA ManueHToB. Ilpu sTOoM
TUTPOBAHME J03bI CHUKAET PUCK BO3HUKHOBEHUS MPOAPUTMHH. XOTs B OOJBIIMHCTBE CIIy4aeB
noauMop(dHas KeIyJ0UKOBask TAXUKaPAUs TUIIA «ITUPYIT» UMEET CaMOJIMMUTUPYIOLIUHN XapaKTep
U €€ CUMIITOMBI COBIAJIAIOT C APYTHMHU HEXKENAaTeIbHbIMU PEAKIUSIMHU (HalpUMEp, CHHKOIIAJIbHbIE
COCTOSIHUS), OHA TAK)XK€ MOXKET NePEeXOAUTh B (GUOPHIUIALINIO KETYJOUKOB.

B kiuMHMYecKMX ~ MCCIEOBAaHMAX  HAIMEHTOB € pedpakTepHOM  KelyJO0YKOBOH
taxukapauei/pudbpumisuuei  xenygoukoB  (OKT/@XK) wactorta TsDKENBIX HpoapuUTMUiN
(monuMoppHON KETyJOYKOBOM TaXWKapAuM THUIA «IHUPYdIT» WIA BHOBb BO3HHUKUIEH
pesuctenTHOM XXT/DXK) cocraBnsina < 2 % npu go3ax g0 320 mr.

[Tpu Gonee BBICOKHX /103aX YacTOTa BCTPEYAEMOCTH YBEIHMUUBAETCs Ooiee 4eM B J1Ba pasa.

K npyrum ¢dakropam pucka BO3HUKHOBEHHS MOIMMOPQPHON KeyJ0YKOBOW TaXWKapAUH TUIA
«MHAPYIT» OTHOCHUTCSl 3HAYMTENbHOE yanuHeHue wuHTepBaia QT ¢ kapamomeranuedt wim
3aCTOMHOM CEpPACYHOM HENOCTAaTOYHOCTBIO. [lamueHTel ¢ yCTOWYMBOM  KEIIyJOYKOBOU
TaxuKapJuel W 3aCTOMHOM CEpAECYHOM HENOCTATOYHOCTBIO HMEIOT CaMblil BBICOKMM PHUCK
BO3HUKHOBEHHUSI CEPbe3HBIX TIpoaputmuii (7 %).

[Tocne panee MpOBOAMBILENCS aHTUAPUTMUYECKUN TEPANIMKA COTAJIOJ MOKHO HAa3HAYaTh TOJBKO
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MOJIYBBIBE/ICHUS paHee HA3HAUYEHHOTI'0 aHTUAPUTMUYECKOTO MIpenapara.
[IpoapuT™MHUUuecKre OCIOKHEHUS MOTYT BO3HUKATh HE TOJILKO MPU Hauaje Tepanuu, HO TAKXKE MPU
Ka)KZIOM MOBBIIIEHUU 103bl. Hauano Tepanuu ¢ 80 Mr ¢ mocTeneHHbIM YBEJTMYEHUEM TT03BOJISET
CHU3UTH PUCK pa3BUTUA IpoapuTMuu. COTanon clieyeT IPUMEHATh ¢ 0C000i OCTOPOKHOCTHIO
npu uatepBasie QT mmurensHOCTBIO Oobie 480 MCEKyHI, WM HEOOXOUMO YMEHBIIUTh J03Y
npernapara; HeoOX0IUMO MPEKPATUTh Tepanuio, koraa narepsan QT mpesbimaer 550 McekyH.
B cBsi3u ¢ puckoM ImpoapUTMOTE€HHOTO JEUCTBUS HE PEKOMEHyeTcsi MpUMEHEHUe Ipernapara y
MAIMEHTOB C MEHEe TSHKENbIMH (HEKU3HEYTIPOKAIOIIMMU) KEITyT0UKOBBIMU apUTMHUSIMH, JaKe
€CJIM 3TU HAPYIICHUS PUTMA COMTPOBOXKIAIOTCA HEMPUATHBIMU TSI MAIIUEHTa CUMIITOMAaMHU.
Cotason He ciiefyeT IPUMEHATD Ul JICUEHUs KeNy104KOBON IKCTPACUCTOIIUY.
DnekmponrumHule HapyuLe sl

Coranon He cienyer MPUMEHSATh Y MAIUEHTOB C HEKOPPETMPOBAHHOW THIOKATUEMHEH WU
TUTIOMarHUeMHeH, T.K. BO3MOXKHO yuuHeHHe uHTepBasa QT, a Takke yBeIMYCHHE PHUCKA
BO3HUKHOBEHUS TMOJTMMOPQHON KEITyT0YKOBON TaxXUKapAUU THITA «IAPYIT». Ocoboe BHUMaHUE
JOJI’KHO OBITH YAENEHO BOJAHO-3JIEKTPOIUTHOMY OaJlaHCy U KUCIOTHO-IIEIIOUHOMY PAaBHOBECHUIO Y
MAIMEHTOB C MPOJODKUTENBHON Juapeed WM y TMalMeHTOB, MPUHUMAIOIIUX IPEenapaThl,
CHIKAIOIIIME YPOBEHb KAJIMS M MarHus B TUIa3Me KPOBU (JIMYPETUKH).

3acmoiinas cepoeunas HedoCmMamouHOCMy

bnokana 6era-aapeHOpENIENTOPOB MOKET TOMOTHUTENHFHO CHUKATH COKPAaTUMOCTh, MHOKap/a 1
BBI3BbIBATH [POTPECCUPOBAHME CHMITOMOB CEpACYHOM HepocrtaroyHoctu. Crenyer ¢
OCTOPOKHOCTBIO M C HU3KOM JI03bI HAUMHATH TEPAMMIO COTAJIOJIOM Yy MAllUEHTOB C HApYIICHUEM
COKPAaTUTEIbHON CIOCOOHOCTH MHOKapjAa JIEBOrO JKeNlyl0ouKa, KOHTPOJIMPYEeMOW Tepanuei
unruoutopamu AllD, nuypeTrkamu, cepAeYHbIMU TIIMKO3UIAMU U JIP.

Hnghapxm muoxapoa

[Tono>xUTeNbHOE COOTHOIIEHUE TM0Jb3a/PUCK NPUMEHEHHUs COTajlojla Yy TMAalMeHTOB Iocie
NepeHeceHHOro nHpapKTa MUOKap/a ¢ HapyleHHeM (YHKIUH JEBOrO JKeIy/I0uKa He JOKa3aHo.
TimarenbHBINH KOHTPOIb 32 MAITUEHTOM U TUTPOBAHKE JO3bI UMEIOT PEIIaroliee 3HaU€HUE BO BpeMsl
Hayvasa v MPOJIOJKEHUS TepParHH.

Coranon He cleayeT MPUMEHATh y MalMeHTOB ¢ ¢pakiuei BeIOpoca JieBoro xemyaouka < 40%
0€3 Cepbhe3HBIX JKEIyT0YKOBBIX APUTMUM.

Hzmenenus na SKI

UpesmepHoe yanunenue uarepBaia QT, 6onee 550 Mcek, MOKET OBITH TPU3HAKOM TOKCHYHOCTHU
npenapata. CuHycoBas Opaaukapaus JOBOJBHO YacTO HabOmonanach B KIMHHUYECKHX

HCCIICAOBAHUAX Y IMAIMCHTOB, CTPAaAaBIINX apI/ITMI/IeI\/’I U IIPUHUMAaBIIUX COTAJIOJ. Bpa)mKap)ms[
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B CHHYCOBOM PUTME, OCTAHOBKA U AUC(YHKIMS CHHYCOBOTO y3Jla BCTpeUaInch y Menee 4em 1%
nanueHToB. PacmpocTpaHeHHOCTh aTpuOBEeHTpUKYyIsipHOH Osokaabl Il wmm 1l crenenn
cocTtaBisieT npuonu3uTensHo 1 %.

Anaghunaxmouonwvie peaxyuu

VY manuMeHToB NMpH MPUMEHEHUH OeTa-apeHO00I0KaTOPOB C aHA(DUIAKTUYECKHUMH PEaKIHsIMU B
aHaMHe3€ Ha pa3IMYHbIC AJJICPTeHbI, IPH OBTOPEHUH KOHTAKTA C aHTUT€HOM MOKET BO3HUKHYTh
OoJee cepbe3Hble ANIEPruuecKue peakuy. Takue naueHTbl MOIyT He pearupoBaTh Ha OObIUHBIE
J103bl 3MUHEPPUHA, TPUMEHSIEMOTI0 JUIsl TEPAIIUH AJUIEPTUYECKOM peaKiyH.

Anecmesus

[To anamorum c apyrumu OeTa-agpeHOOJIOKATOPaMHU, COTAJNON CIEIYEeT C OCTOPOKHOCTBHIO
OPUMEHATh Yy TMalUEeHTOB, KOTOPHIM IUIAHUPYETCS XHUPYPrUYECKOe JIeYeHHEe, a Takxke B
KOMOMHAIIMM C aHECTETUKAMH, KOTOpbIE CHI)KAIOT COKPAaTHUTEIbHYIO CHOCOOHOCTH MHUOKapja,
TaKUMU KaK IIUKJIOTPOIIAH WM TPUXJIOPOITUIICH.

Caxapmubiii ouabem

Cotanon cienyer NPUMEHSATb C OCTOPOKHOCTBIO y MAIMEHTOB C CaXxapHbIM J1UabeToM WK C
SNM30[aMHM CIOHTAaHHOM TMIIOIJIMKEMMM B aHaMHe3e, TaK KaK Ipy HIpUMeHeHuu Oeta-
aIPeHOOJIOKATOPOB MOTYT MAaCKMPOBATHCS MPU3HAKK Hadaia OCTPOW THIOTIIUKEMUH, HallpUMeED,
TaXUKaAPIUSL.

Tupeomoxcuxos

[Tpumenenue Oera-agpeHOOIOKATOPOB MOKET CKPBIBATh HEKOTOpbIE KIMHUYECKHE MPU3HAKU
THIEPTHpeo3a (Hampumep, Taxukapauio). [lalMeHTsl ¢ PUCKOM pa3BUTHS THPEOTOKCHKO3a
TpeOyIoT 0cO00T0 BHHMAHUS B CBSI3U C OMACHOCTHIO YCHJICHUS CUMIITOMATUKH THUIIEPTHPEO3a,
BIUIOTh JIO Pa3BUTHUSl TUPEOTOKCHYECKOT0 KpH3a, Ha (hOHE MpeKpalieHus Oera-OJ0KHUPYIOLIEero
NefcTBUS TpU pe3KO OTMEHE MpenapaTa.

Hapywenue ¢ynxyuu novex

Tak Kak coTaxo1 B OCHOBHOM BBIBOJHTCS TIOYKAMH, Y ITAIMEHTOB ¢ HApYIICHHEM (PYHKIIUH MTOYEK
Tpebyercst Koppekius 1036l. Heo0XoauMo perynsipHO MpOBEpSITh YPOBEHb KPEaTHHHUHA W/WIH
COTaJIoJIa TUAPOXJIOPUIA B CBIBOPOTKE KPOBH.

Hapywenue ¢ynxyuu neuenu

[TockoNbKY COTanoN HE TOJBEPraeTcsl MPECHCTEMHOMY MeTabolM3My, KIHMPEHC Tpernapara y
NAIMEeHTOB C HAPYIICHUAMHU (PYHKLUHU IEYSHU HE U3MEHSETCS.

Iicopua3z

bera-agpeHoOIOKaTOPEl MOTYT HMHUIIMMPOBATH Pa3BUTHE IICOpHAa3a B OTIENBHBIX CIIydasX,

yCyryOJIATh CAMITOMATHKY HJIA CITOCOOCTBOBATH MOSIBICHHUIO TICOPUA30(OPMHOMN IK3aHTEMBI.
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Anxoeonuzm

bera-agpeno0a0KaTOpBl MOTYT YCKOPUTH PA3BUTHE CEPACUHOM HEJOCTATOYHOCTU y MALUEHTOB,
CTpaJaroUIMX aJIKOTOJIU3MOM.

IIpumenenue npenapama cnopmcmernamu

[TpumeHeHue coTanojna MOXKET OBbITh NMPUYMHONW MOJOXKHUTENbHBIX PE3yJIbTATOB NPHU JIONUHT-
npobax.

Tooscunoii 6o3pacm

[TanreHTaM MMOKUIIOr0 BO3pacTa HEOOXOUMO IPUMEHSTH COTANI0N C OCTOPOXKHOCTBIO.

Bnuanue na nabopamopmvie noxazamenu

[TpucyTcTBHE COTaoja B MOYE MOXKET HMPHUBOJAUTH K JIO)KHOMY IOBBIIIEHUIO KOHLEHTpPaLUU
MeTaHe(prHa B MOYE 10 JTAHHBIM (POTOMETPHUUYECKIX METOAOB. Y TAIMEHTOB C MOJ03pEHUEM Ha
(beoxpoMoOLIUTOMY, a TaKXKe Y TeX, KTO IPUHHUMAeT COTaloJl, HEOOXOAMMO IPOBOAUTH
CKPUHHMHIOBOE HccieoBaHue Mouu MertogoM BDXKX (Beicokoa(d(dekTHBHas KHUIKOCTHas
xpomarorpadus) ¢ TBepao(]a3HOI IKCTpAKIHUEH.

Ilpouee

ITpuMmeHeHue coTasosa He 10 MOKA3aHUsIM SBJIETCS NOTEHIUAIbHBIM PUCKOM IS 3I0POBBSI.
[TanMeHThl, NOIB3YIONMECS KOHTAKTHBIMH JIMH3aMH, JOJDKHBI YUUTBIBATh, UTO Ha (DOHE Teparuu
COTaJIOJIOM BO3MOXKHO YMEHbILIEHUE MPOAYKLUHU CIIE3HON )KUJIKOCTH.

BcrnoMmorarensHble BellecTBa

ITpemapatr COTAJIOJI dapmacuHTE3 COAEPKUT JIAKTO3bl MOHoruupar. Ilanuentam ¢ penko
BCTPEYAIOLIMMHCA ~ HACJIEJACTBEHHBIMH  3a00JI€BaHUSAMH, TaKUMU KakK HENEepEeHOCUMOCTh
raJlakTO3bl, HENEPEHOCUMOCTh JIAKTO3bl BCJIEACTBUE AePUIIUTA JIAKTa3bl WK CUHIPOM IIIOK030-
raJlakTO3HOM MaJibabcopOLMy, HE clieAyeT MPUHUMATh IaHHBIH JIEKApCTBEHHBIN Ipernapar.

4.5. B3auMmopeiicTBHe ¢ JAPYIMMH JeKAPCTBEHHbIMH MNpenapaTaMH W [pyrue BHABI
B3aMMO/EHCTBUA

HDeHaDaTI)I, COBMECTHOC IMPUMEHCHHUEC C KOTOPHIMH ITPOTHUBOITIOKA3aHO

Jlexapcmeennvie npenapamol, yonunaowue unmepsan QT u cnocodnvie 8vl36ams NOIUMOPPDHYIO
HCENYO0UKOBYIO MAXUKAPOUIO MUNA «NUPYIMN.
® aHTHApPUTMHYECKUE JIEKapCTBEHHBIE Tpemapatbl [A knacca (XMHUAWH, THAPOXUHUIMH,
musonupamu, npokanHamun) u IC kmacca (Hanpumep, drnexkannun, npomnadenon) u 1B
KJacca (JTMI0KauH);
® aHTHApUTMHYCSCKHE JieKapcTBeHHBIe mpemnapatel III kmacca (moderwnmum, wuOyTHIW,
OpeTuius TO3UJaT), APOHEIAPOH, AMUOAAPOH;

e jpyrue (HEaHTUAPUTMUUYECKHE) JICKAPCTBEHHBIE CPENICTBA, TAKHE KaK:
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—  HeWponenTuku: (EHOTHA3UHBI (XJ ODHDOMaI;II/;H:'M '&&dagggltHGBOMe'HDE)I;I;SHH

THOpUIA3uH, TpuduyonepasuH, QuydeHasuH), OeH3amMuabl (aMHUCYIBIPH]I,
CYJBTONIPU]I, CYIBIHUPUJ, THAMPHUA), OyTUPOPEHOHBI (IPOMEPHUIOIN, TATOTEPUIION);
MUMO3U/, CEPTUH]ION;

—  AHTHJIETIPECCAHTHI: TPULUKINYECKUE aHTHICTIPECCAHTHI, CEIEKTUBHBIE UHTHUOUTOPHI
00paTHOr0 3axBaTa CEpOTOHMHA (LIUTAIOIPAM, ICIIUTATIONPaM);

— aHTHOaKTepUaNbHBIE CPEACTBA: (PTOPXUHOIOHBI (JIEBOIIOKCAIIMH, MOKCH(IIOKCAIUH,
cnapdokcanut, HUIpodIOKCALIMH); MAKPOIUABI (APUTPOMULIUH IIPU BHYTPUBEHHOM
BBEJICHUH, A3UTPOMUIMH, KJIAPUTPOMHUIUH, POKCUTPOMHULIMH, CHUPAMHUIUH), KO-
TPUMOKCA301I;

—  TPOTUBOTPHOKOBBIE CPEICTBA: a30Jbl (BOPHKOHA30JI, UTPAKOHA30J, KETOKOHA30I,
drykoHazon);

—  TOPOTUBOMAIIIPUIHBIE CpPEACTBA (XUHUH, XJIOPOXHH, Me(roxuH, rajsodaHTpuH,
TyMehaHTPHH);

—  TPOTHUBONPOTO30WHBIEC CPEACTBA (MIEHTAMHIUH MPH MAPEHTEPATHHOM BBEJICHHH);

—  aHTHaHTHHAJIbHBIE CPECTBA (paHOIa3uH, Oepuan);

—  TPOTUBOOIIYXOJIEBBIE CPENCTBA (BaHAECTAHUO, MBIIIbSKA TPUOKCHJ, OKCAIMUILIATHH,
TaKpOJIUMYC, TOpeMU(EH);

—  TIPOTHBOPBOTHEIE CPECTBA (JIOMIIEPHIOH, OHJAHCETPOH);

— CpeiCTBa, BIUSIONIME HAa MOTOPHMKY KEIyJOYHO-KUIIEYHOrO TpakTa (Lu3ampu,
OpyKalIonpum);

—  aHTUTHCTAaMHHHBIEC CPEZCTBA (acTeMHU30J1, TepPEeHATNH, MHU30JIACTHH ),

—  HMMMYHOJEIPECCAHTHI (punronumon), ITOCKOJIbKY npu IIPUMEHEHUN
aHTHapuTMudeckux npenapatoB III kmacca, npenapartos, cHkaroumx YCC, Takux
Kak [-aapeHO00JIOKaTOpbl, ¢ (PUHTONMMOIOM BO3MOXHO pa3BUTHE OpaauapUTMUM,
HEBO3MOXXHO OJJHOBPEMEHHOE Ha3HAYCHHE ITHUX MPETapaToB;

— TpouyWe JIeKapCTBEHHBIE CpeACTBa (aHArpeiun, Ba3omNpeccuH, audemaHmia
METUJICYIb(aT, KeTaHCepUH, MPOOYyKoJ, Mpornodoi, ceBodypaH, TEpIMIPECCUH,
TEPOAUIIMH, IIUIIOCTA30I1).

HDeHaDaTBI, COBMECTHOC IMPUMEHCHHE C KOTOPHIMHU HE PCKOMCHAYCTCA

Dnoxmagenun

brnokaTopel  OeTa-aApeHEPrUYECKUX  PELENTOPOB  MOTYT  TMPEMSATCTBOBATH  Pa3BUTHIO
KOMIIEHCATOPHBIX PEAaKIUil CO CTOPOHBI CEPACUYHO-COCYTUCTOW CHCTEMBI, CBS3aHHBIX C
TUTIOTEH3UEH WITH KPU30M, KOTOPBIE MOTYT OBITh MHIYITUPOBAHBI (DIIOKTAPCHHHOM.

BJZOKan’lOpbl Kajlbyueevlx KaHal06
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NPUBOJUT K CHUKEHUIO apTepUAIbHOTO AaBICHHS, OpauKapanu, HapyIIEHUsIM TPOBOIUMOCTH U
cepaeuHor HemoctatoyHocTH. Cremyer wu30erath mnpuMeHeHHS OeTa-aapeHOOJIOKaTOpPOB B
KOMOUHAIMK ¢ OJOKaTOpaMH KaJIbLIMEBBIX KAaHAJIOB, TAKMMHU KaK BepalaMuil U JWITHA3eM, 110
OPUYMHE Pa3BUTHUS AJAUTUBHBIX 3(PPEKTOB Ha IpPeACEepAHO-KENyI0UYKOBYIO MPOBOJUMOCTb U
(YHKLHIO KETYJOUKOB.

Kanutigvioosuue ouypemuxu

Bo3MOXHO pa3BUTHE TUINOKAIMEMUUM M TUIIOMAarHUEMHUH, [OBBIIAIOUIMX PUCK Pa3BUTHUSL
HOJMMOP(HOI kKelTy1I0UKOBOW TaXUKapIUHU TUIIA ITUPYITH.

Hpyeue nexapcmeennvle npenapamol, CHUdICarOujue ypoeeHs Kauus

AmporepunvH B (Ipy BHYTPUBEHHOM BBEICHUH), TIIOKO- U MHHEPATIOKOPTUKOCTEPOUIBI (TIPH
CUCTEMHOM NpPHUMEHEHMH), TETPaKO3aKTUM, TIJIUIUPPU3MHOBAs KHUCI0Ta (KapOEHOKCOJIOH;
npenaparbl, CoOJepJKalllueé KOpPEeHb COJIOAKM) U HEKOTOpble Cla0UTeNbHbIE CPEICTBA,
CTUMYJIMPYIOIIME MOTOPUKY KHILIEYHHMKA, TaKXE MOTYT OBITh CBSI3aHbl C pa3BUTHEM
runokanuemMuu. [Ipy MX COBMECTHOM MPUMEHEHHHM C COTaJO0JOM CIEIYEeT OCYLIECTBISAThH
MOHUTOPHHT Y KOPPEKLUIO YPOBHS KaJIus B IJIa3Me KPOBH.

Knonuoun

bera-anpeHo0n0KaTopsl MOTYT YCWINWTh apTEpUaIbHYI0 TMIEPTEH3UI0 OTMEHBI IOCie
IpEeKpallieHus] MpHeMa KJIOHUJWHA; MO03TOMY OeTa-aJpeHOO]I0KATOphl CJIEeIyeT OTMEHATH
IIOCTEINIEHHO, 32 HECKOJIBKO JHEH /10 MOCTENEHHOT 0 IPEKPaLCHNsI IpUeMa KIOHUAWHA.

[IpenapaThl, COBMECTHOE IPUMEHEHHE C KOTOPEIMH TDC6VCT CO6J'II'OI[GHI/I$I OCTOPOXKHOCTHU

Cepoeunvie enuKko3uobl

OnHOKpaTHOE M MHOTOKPAaTHOE IPUMEHEHHUE COTAJI0JIa HE OKa3bIBAET CYIIECTBEHHOTO BIUSHUS Ha
YPOBHM JWIOKCHHA B Ija3Me KpoBu. IIpoapuTmuueckue SBJIEHUs yalle HaOIOAATUCh Y
NaIMEHTOB, MOJYYaBIINX CEpJeUHbIe IIIMKO3U/IbI HA (POHE TEpaNK COTAJIOIOM; OJIHAKO JaHHBIN
b PexT MoxKeT OBITh 00YCIIOBIICH HAIMUKUEM CEPJICUHON HEJIOCTATOYHOCTH, KOTOpas cama 1o cebe
apnsgercss  ¢akropoM pucka pasButusg aputMud. CoBMecTHOe IpUMEHEeHue Oerta-
aJIpeHOOIOKATOPOB M CEepACYHBIX  TJIMKO3UJOB  MOXKET THPUBECTH K  3aMEJUICHHUIO
aTPUOBEHTPUKYJISIPHON IPOBOJIUMOCTH.

IIpenapamol, npusoosujue K UCMOWEHUIO 0eno KamexoramuHo8

[IpumeHeHne coBMeCTHO ¢ OeTa-aJApeH00JI0KaTOPOM MpernapaTroB, MPUBOASIINX K HCTOIIEHUIO
JIeTI0  KaTeXOJaMUHOB, TaKMX KakK pEe3eplnHH, TyaHeTHJIUH WM anb(a-MEeTUII0Ma, MOXKET
IPUBECTH K M30BITOUHOMY CHM)KEHHUIO TOHYCAa CUMITATHUECKOW HEPBHOM CHCTEMBI B COCTOSIHUU
nokosi. CieyeT OCylIecTBIATh TIIATENbHbBIN KOHTPOJIb 32 COCTOSIHUEM MallMeHTOB, MOTYYaroIX

npenapaTrsl U3 00€MX TPYMI JIEKApCTBEHHBIX MpPEnaparoB, U MOSIBICHHEM Y HHUX HPU3HAKOB

10
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MIPUBECTH K OOMOPOKY.

Hncynun u nepopanvHule cunoziukemuyeckue cpeocmaa

Bo3MoOXHO pa3BUTHE TUIOMIMKEMHH UM MOXET HOTpeOOBaThCA KOPPEKTHPOBKA J103bI
JIEKapCTBEHHBIX IpernaparoB [yl JIeYeHus: caxapHoro nuabera. bera-agpeHoGnokaTopsl MOTyT
MacKHpPOBAaTh CUMIITOMBI TUIIOTJIMKEMUH (TaXUKAP/HUIO).

Hepeno-mviueunvie b10kamopsl, maxue Kax myboxKypapuH

bera-anpeHo610kaTOpbI NPOJIOHIUPYIOT AEHCTBUE MUOPEIIAKCAHTOB.

IIpoune

bemaz-aopenomumemuxu

[Ipr OgHOBpEMEHHOM NPHUMEHEHUH C COTAJO0JIOM MOXKET MOTpeOOBaThCs MPUMEHEHHE Oolee
BBICOKHUX 7103 0€eTaz-aJpeHOMUMETHKOB.

Hecmepouonvie npomusosocnanumenvhsie npenapamol

HIIBII ocmabnsiroT runoTeH3uBHbIHN A dekT 6eTa-aapeHo0I0KaTOPOB.

Hugheounumn

[Ipy onHOBpEeMEHHOM IpHeMe HU(EIUIHHA W APYTHMX HPOM3BOJIHBIX 1,4-AUrHApPONUpPUIMHA
BO3MOYKHO CHUKEHHE BEJIMUMHBI ApTEPUAILHOTO J1aBICHHUS.

[Tpu ogHOBpEMEHHOM NMPUMEHEHUH COTAJIOJIA C PE3EPIIMHOM, KIOHHIUHOM, alb(a-MEeTHIAONON 1
ryan(anyHOM BO3MOXHO pa3BUTHE BBIpaXEHHOW OpajuKapIuu W 3aMeIJIEHUE IPOBEIEHUs
BO30YKJICHHS B CEp/ILIE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTh U JIAKTALUS

bepeMeHHOCTB

[Tpumenenue npenapata COTAJIOJI dapmacunTe3 Bo BpeMsi 0epeMeHHOCTH, 0COOEHHO B IEPBOM
TPUMECTPE, BOZMOKHO TOJIBKO T10 «KM3HEHHBIM» IMOKa3aHUAM U IPHU TIIATEILHOM COOTHOILIEHUH
(akTOpoB pucka. B nccnenoBaHusax Ha KUBOTHBIX IPUMEHEHHUE COTANI0JIA B TEPANEBTUUECKUX IS
YyeJioBeKa J03aX HE BBI3bIBAJIO TEPATOTEHHBIX WM APYTUX MOBPEXIAOMMX 3((HEKTOB Ha IIIOM.
KonTponupyembIx HccleJOBaHMM TPUMEHEHUs coTajojla y OEpeMEHHBIX JKEHIIUH He
npoBoMIoch. COTaIoN MPOHUKAET Yepe3 reMaToIuIaleHTapHbIi 6aprep. bera-aapeno0i10kaTopsl
CHIDKAIOT IUJIallEHTapHBIH KPOBOTOK, YTO MOXKET MPHUBECTH K BHYTPHYTpOOHOU rubenu mioza,
MPEKIEBPEMEHHBIM pOJiaM, POXKJIEHUIO He3penoro Iuiofa. B cimyuae mpoBeaeHusi Tepanuu BO
BpeMsi OEpeMeHHOCTH, MpUEM Ipenapara ciaeayeT OTMEHHMTh 3a 48—72 4 10 MpenrnoyiaraeMoro
CpOKa pPOJOB H3-3a BO3MOXHOCTH Pa3BUTUSl THIIOTJIMKEMHMH, OpauKapiuH, apTepHaIbHON
TUIOTEH3UH, TUMOKAJIMEeMHUH W YTHETEHMs JbIXaHUS Y HOBOPOXKIEHHBIX. HOBOpOXIeHHOTro
CJeyeT THIaTeIbHO HAOMIOAaTh B TEUCHHE MEPBBIX 48—72 4 mMocie poxACHUS, €CIIU IPUMEHEHHE

coTaJioa y MaTepu He ObUIO MpEeKpanieHo 3a 2—3 IHs 10 POJOB.

11
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(NOCNEQCBATENEHOCTE 0003)

JlakTamus

BonpmmHcTBO GeTa-aipeHO0I0KaTOPOB, OCOOCHHO JHIOMUIBHBIX, MPOHUKAET B TPYIHOE
MOJIOKO, XOTS U B Pa3HO# creneHu. IIpu HEOOXOOUMOCTH NMPHUMEHEHHs Ipernapara B MEpUuo.
JIaKTalUH, TPYJHOE BCKApMIIMBaHHE HEOOXOIMMO MPEKPATHUTb.

4.7. BausiHde HA CNMOCOOHOCTH YIPABJIATHL TPAHCIOPTHBIMHM CpeICTBAMH W padoTaTh ¢
MeXaHU3MaMH

Her naHHBIX TO BIMSHUIO HAa CIOCOOHOCTH YHPABJICHUS TPAHCIOPTHBIMH CPEICTBAMH,
MEXaHU3MaMH, OJHAKO, CJeIyeT NPUHUMATh BO BHUMaHHE BO3MOXKHOCTb Pa3BUTHUSA TaKHUX
HE)KeaTeJIbHBIX PeaKIMil KaKk TOJ0BOKPYKEHHUE U cIabocTh (cM. pasnen 4.8).

4.8. HexenaTe/ibHbIE peaKINU

Pesrome nipoduiis 6e3onacHocT

B wuccrnenoBaHUsIX ¢ ydacTHEM MAIMEHTOB C CEPJCYHBIMU ApPUTMHSIMH Hau0OJee YacThIMH
HEKENaTeIbHBIMU PEAKIMIMH, MPUBOJUBIIAMH K MPEKPALICHUIO TPUMEHEHUS COTAI0Na, ObLIH
MOBBIIIICHHAsT yToMisieMocTh (4 %), Opamukapaus (<50 ym/mmu, 3 %), ompimka (3 %),
npoaputmust (2 %), acrenust (2 %) u ronoBokpyxeHue (2 %).

TabanuHoe pE3IOME HEXKENATEIbLHBIX PeaKIUi

[lo nanHpIM BcemupHOW  OpraHM3allMd  3[paBOOXPAHCHHUs HEXeareiabHble  3(PQeKTh
KJIACCHU(UITUPOBAHBI B COOTBETCTBUU C X YaCTOTOW Pa3BHUTHUS CICAYIOIUM 00pa3oM: OYCHb 4aCTO
(>1/10), gacto (=1/100, o <1/10), meuacro (=1/1 000, o <1/100), penko (=1/10 000, HO
<1/1 000), ouensp penko (<1/10 000), yacToTra Hen3BecTHa (HA OCHOBAHUU MMEIOIIMXCS TAHHBIX

OIICHUTH HEBO3MOIKHO).

CucreMHO-OpraHHbIH Kareropus yactoTsl Hexenarenbnas peakuus

KJ1accC

Hapywenus co cmoponwi | HacToTa HeM3BECTHA | TPOMOOIMTONEHHUS

Kposu u Jaumgpamuieckou

cucmembl

Icuxuueckue napywenus Yacto OLIYIIEHUE  TPEBOTH,  CIYyTAHHOCTH
CO3HaHMs, HapyLIEHWs CHA, U3MEHEHUE
HAaCTpOEHUs, TaJUTIOUMHAIUN,  SpKUe
CHOBMJIEHUS, JENpeccusi, COCTOSHUE
I10/1aBJIEHHOCTHU

Hapywenus co cmopoHul Yacto aCTEHMsI, TOJIOBOKPYIKEHHUE, MTOBBIILIEHHAS

HEPBHOT cucmembl YTOMJISIEMOCTh, OHEMEHHE KOHEUHOCTEH,

rojioBHast 00Jb, MapecTe3us, OIIyIIEHHE

TOJIOBOKPYKCHUA, CHHKOIIAJIbHBIC nu

12
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npecHIKOmAnBhe — = - - \cocToanhs

HapylLIeHHE BKYCOBOM

YYBCTBUTCIIBHOCTH, OINYIICHHUE XO0JIoAa B

Hapywenus co cmoponwi

op2aHa 3peHus

KOHEUYHOCTSIX
Yacto HapyILICHHUE 3PECHUS
Heuacto KOHBIOHKTUBUT
OueHsb peaxo KEepaTOKOHBIOHKTUBUT, YMEHbLIEHHE
CJIC300THACTICHHS (ocobenno npu

HOIIICHWU KOHTAKTHBIX JII/IH3)

Hapywenus co cmoponsi Yacro HapylUIeHHe CIyxa
opeaHa ciyxa u 1abupuHma
Hapywenus co cmoponvl Yacro nosinMoppHas HKEIyJ0UKOBast

cepoya

TaxuKapausl TUIA «IIHPY3IT», ApPUTMMS,
oJplllIKa, OONb B TIpyau, Opaguxapius,
OLIYLIEHUE ceplleOneHns], I3AMEHEHUs Ha
OKI', HapyLIeHHs] aTpUOBEHTPUKYIISIPHOMN
MIPOBOJAMMOCTH, IPOAPUTMUS, YCUICHHE

CHUMIITOMOB CCpI[C‘IHOﬁ HEJOCTAaTOYHOCTH

Ouensb penko

YCUJIICHUC MPUCTYIIOB CTCHOKApAUn

Hapywenus co cmoponvl

cocy008

Yacto

CHMIXCHUC apTCPHUATIBLHOIO AaBJICHUA

YacToTa HEM3BECTHA

00JIe3Hb Peiino, 00JIe3HEHHOE
MOXOJIOJJAaHHE KOHEYHOCTEH, 000CTpeHHE

IIepeMEKaIOENCs XPOMOTBI

Hapywenus co cmoponul
ObIXAMENbHOU CUCTEMb,
0p2aHo8 2pyOHOl KIlemKU

u cpedocmenus

Heuacto

OpoHxocmam MaIMEeHTOB c

(v
OpOoHXHAJIbHOW acTMOW, B TOM YHCJE B

aHaMHe3¢)

OueHb peako

ajiepruyeckuii OpoHxuT ¢ pudpozom

JKenyoouno-kuweunvie Yacto 00JIb B )KUBOTE, TOIIHOTA, PBOTA, AHApes,
HapyuleHus JUCIIETICHSI, METEOPHU3M, CYyXOCTh BO PTY
Hapywenus co cmoponul Yacto paznpaxkeHue KOXHM, KOXHBIA 3V,
KoJCU U NOOKOJICHbIX KpanuBHUIIA

mraueu Heuacto ajonenus

YactoTa HEU3BECTHA

KOJKHasl ChITlb, 00OCTPEHHE TICOpHa3a,

TOBBIINICHHOC ITOTOOTACICHUC
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Hapywenus co cmoponvt
MBIUEYHOU, CKEAemHOU U

COCOUHUMENbHOU MKAHU

Yacto

MEHTHA T CHABOCLS, () dopote D00

Hapywenus co cmoponul
PenpoOyKmugHouU
cucmemvl U MONOYHBIX

anceies

Yacto

CeKCyalibHasl AUCYHKIIHS

Obwue HapyweHus u
peaxkyuu 8 mecme

86e0eHUs

Yacto

IIOBBIIICHHAA YTOMIIAEMOCTD, ACTCHUA,

JUXOPAJIKa, OTEKU

Jlabopamopuvie u
UHCMPYMEHMAalbHbLe

oamnvle

YacToTa Heu3BeCTHA

O6pa30BaHI/IC AHTHUHYKJICAPHbBIX AaHTUTECII

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0maTh O IOM03PEBAEMBIX HEKEJIATEIbHBIX PEAKLUSAX II0CIE PErucTpanuu

JICKApCTBCHHOT'O IMperiapaTta C LCJIbIO obecrneueHus HCIIPEPBIBHOI'O MOHUTOPHUHT'A COOTHOLICHUS

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpIiapara. MeaunuHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA

COO6H_IaTB 0 JIFOOBIX MoAO3pCBACMBIX HEKCIIATCIBHBIX PCAKIUAX JICKAPCTBCHHOTO IIpCIiapara

YCpe3 HAIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB

EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBsiHCKasi TUIOMIAb, 1. 4, cTp. 1

Temedon: +7-800-550-99-03

DnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaI_[I/IOHHO-KOMMYHI/IKaHHOHHOP'I CCTHU «I/IHTepHeT»:

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

4.9. Ilepeno3upoBka

VYMBbIlIEHHAs WK CllydaiiHas HEepeo3UpOBKA COTaloNIa PEIKO MPHUBOAMWIA K JIETaIbHOMY

ucxony. C MMOMOIIIbIKO TCMOJHAIN3a YAACTCA 3HAYUTCIIBHO CHU3UTh KOHOCHTpPALIUIO COTAJIOJIAa B

IJj1asmMe KpoOBH.

CUMIITOMBI

CHMIITOMBI HMHTOKCUKaAIWH, BBI3BAHHOM COTajiojia TUAPOXTIOPHUAOM, 3aBUCAT OT HCXOJHOI'O

COCTOSIHUS CEP/ICYHO-COCYIUCTOM CUCTEMBI ((PYHKIUS JIEBOTO JKEITyA0UKa, CEpACUHbIC APUTMUN).

14



mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.10.2024 N= 23915

o o inoc BA HOC TR 0003
[Tpu TsDKETOM CepaedHON HEIOCTATOYHOCTH [IaKe MI/IHI/HV[HHEF&IEEIHOEEIJ_'EIBII‘VT Trranecr'H K

JEKOMIIEHCALIUU CEpJIeYHON HEAOCTATOYHOCTH.

Knunuueckass kapThHa 3aBUCUT OT BBIPAKEHHOCTHM HMHTOKCHKaMKU (IPUMEHEHUE cOoTajojia B
no3ax 2—16 r cuuTaeTcs BEIpaKEHHOHN MepeI03upOBKO ). B 0CHOBHOM Ha0II01al0TCSI CHMIITOMBI
CO CTOPOHBI CEPACUHO-COCYTUCTON U HEPBHOI CUCTEMBI, TAKUE KaK MOBBIIICHHAS YyTOMIISIEMOCTb,
MOTEpsl CO3HAHUS, pACIIMPEHUE 3pPAayKOB U, B HEKOTOPBIX CIyyasix, T€HEpaIN30BaHHbIC
CYJIOPO’KHBIE MPUTIATKH, CHIDKEHUE apTEpUaIbLHOTO JaBJICHUS, THIIOTIIMKeMHUS, Opagukapaus (c
BO3MOXXHBIM pa3BuTHeM B acuctoiuio — Ha OKI' yacto BBIABISAETCS YCKONB3AIOUIUN PUTM),
JNEKOMIICHCAILIUS CEPJIEYHON HEJTOCTATOYHOCTH, a TaKXKe TUIIUYHbBIC JKETYJOUYKOBbIE TaXHKapIuu
(B T.4. mosmuMopdHAsT KETYJOUKOBAS TAXUKAPIMS TUTIA KITUPYIT») U KapAUOTCHHBIH IIOK.
Jleuenue

B cnyuae nepeno3upoBKH ClieyeT HEMEUIEHHO TPEKPATUTh IPUMEHEHHE COTaJI0NIa U 00ECTIEYUTh
THIATENTFHOE HAOJI0/ICHUE 3 TAIlHEHTOM.

[TpoMbIBaHME KeTyIKa, MPUMCHCHHE aKTHBUPOBAHHOTO YIUIS M CIAOMTEIBHBIX CPEICTB MOXKET
MPEAOTBPATUTH BCACBIBAHUE COTAJIONIA.

Cumnmomamuyueckas mepanus:

bpaduxapous: atponud — 0,5-2 Mr BHYTPUBEHHO CTpPYHHO, APYrod aHTHXOJIUHEPTHYECKUI
mperapar, aroHucT Oera-aJipeHOPErenTOpOB (M30NPEHAINH, 5 MKI/MHH B BHJIE MEIJICHHOU
BHYTPUBEHHOMN WHBEKITUH, bi (o) 25 MKT) WITH MOCTaHOBKa BPEMEHHOT0
AIIEKTPOKAPAUOCTUMYJISATOPA.

Ampuosenmpuxynapuas _oaoxkada I — III cmenenu: BO3MOXHa IOCTAHOBKa BpPEMEHHOI'O

IIEKTPOKAPIUOCTUMYJISATOPA.

Buipasicennoe  cnuowcenue _apmepuanvnoeo dasenenus: snuHedpuH (aapeHanuH) Oomee

MPEMOYTUTENCH, YeM H30MPEHAINH WM HOpANMuHeDpHUH (HOpaJApEeHANNH), B 3aBUCHMOCTH OT
COIYTCTBYIOIIUX (PaKTOPOB.
bponxocnazm: amuHOPWILTHH MM 6€Ta2-aJPEHOMUMETHKY (MHTAISAIIMOHHO).

HOJZHMOD(ﬁHa}l DiceJlV()OVKOGClil maxukapdwz muna__«nupyomy. KapJAUuOBEpPCHA, IIOCTAHOBKa

BPEMEHHOI'0 D3JIEKTPOKAPIUOCTUMYIATOpa (IIpU HEOOXOTUMOCTH), SNUHEPpUH (aJpeHaIHH)

W/WIIM MarHus cynbgart.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOICTBA
dapMakoTepaneBTUyYeCKass  rpymnma:  Oera-aApeHOOJOKAaTOphl;  HECEleKTHBHBIE  OeTa-

a7peH00I0KaTOPBI.

Kox ATX: CO7TAAQ7.
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
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MexaHusM aeiicteus U hapMaKoIMHAMHUYECKHE

Cotanon — antuapurmuueckoe cpenctso I u 11l knacca mo knaccudukanyuu Borana-Bunbsimca,
o0Jaaroliee CBOMCTBAMH HECENIEKTUBHOTO OeTa-aipeH00I0KaTopa, CBA3BIBAIOIIETOCs ¢ 0eTal- U
6eraz-agpeHopenentopamu. Ilpeacrasisier codoi paleMHUUECcKyr0 CMeCh, cOCTOsIYy 0 13 D- u L-
cTepeonszomepoB cortanosa. Oba nzomepa umeroT antuapurMuueckue 3pdexrs! 111 knacca, B To
xe BpeMsi L-crepeon3omep obecrieunBaeT 6era-aipeHOOIOKHPYIONTYI0 aKTUBHOCTh. COTanon He
UMeeT COOCTBEHHOW CUMITATOMUMETHYECKOW U MEMOPaHOCTAOUIN3UPYIOIIEH aKTUBHOCTH.
[Topo6HO npyrum 6era-apeHo0I0KkaTopam, COTaI0J MOAABIAET CEKPELUIO PEHUHA, IPUYEM 3TOT
3¢ (deKT HOCUT BBIPAXKEHHBINA XapaKTep KaK B COCTOSHUM ITOKOS, TAK U IIPU HArpy3Ke.
bera-agpenoOnokupyroniee AeCTBUE COTaNoJa BBI3BIBAET CHM)KEHHWE YaCTOTHI CEpAECUHBIX
cokpamiernit (HCC) (oTpumiaTeibHOE XPOHOTPOITHOE IEUCTBUE) U OTPAHUUECHHOE CHIKEHUE CUITBI
CepACUYHBIX COKpALleHUH (OTpHULATE]IbHOE MHOTPOIIHOE JeicTBHE). DTU HM3MEHEHUs (YHKLUU
cep/lia CHIDKAIOT MOTPEeOHOCTh MUOKAp/a B KUCJIOPOJIe U 00BEM Harpy3Ku Ha ceple.
AHTHApUTMHUYECKHE CBOWCTBA COTAJOJa CBS3aHBI KaK CO CIIOCOOHOCTBIO K Oiokane Oeta-
aJpEHEPruYeCKUX PELEnTOpOB, TaK U CO CIIOCOOHOCTHbIO K IPOJOHIMPOBAHUIO IMOTEHLIMAJA
NeMcTBUSL MHOKap/a 3a cueT yaiauHeHus ¢aspl penosspusanuud. OcHOBHOM 3¢ddekT coranona
3aKJII0YAeTCsl B YBEIMUYCHMM JJIMTEIbHOCTH 3((EKTUBHBIX pedpakTepHbIX MEpUOJIOB B
IPEJICEPIHBIX, )KETYJOUKOBBIX U JOMOJHUTENbHBIX MyTIX IPOBEACHUS UMITYJIbCA.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Abcopbrus

buonoctynHocTs mpu mnpueMe BHYTpPh SBISETCS TNpakTU4YecKu NoiHoi (6onee 90 %).
MakcrumMasnbHasi KOHIIEHTpAIUs B IJIa3Me KpOBU JJOCTUTaeTcs yepes 2,5—4 4 mocie npueMa BHyTpb,
a paBHOBECHas KOHIIEHTpauusi B mpenenax 2-3 nHeill. BcackiBanue cortanona cHMXKaercs
npubimsuTensHo Ha 20 % npu npueMe ¢ nuiiei Mo cpaBHEHUIO C MPUEMOM HaTollak. B 1o3oBoM
untepBasie oT 40 10 640 Mr/cyT KOHLEHTpAIMs cOTajlojia B Mja3Me KPOBU MPOIMOPIHOHAIbHA
MIPUHUMAEMOM J103€.

Pacnpenenenne

Pacnpenenenne mpoucxoauT B IUIa3Me KPOBHU, a TaKkKe B MepuepuyecKrX OpraHax M TKaHsX,
Cotanon He cBA3bIBaeTCs ¢ OenkaMu miaa3mbl KpoBu. PapmakoknHeTuka D- u L-sHanTHOMEpOB
coTaJsoja SIBISIETCSA MPAKTUYECKH OJMHAKOBOM.

[In0x0 mpoHUKAaeT dYepe3 remMarod’HIepannyeckuil Oappep, MpPHUEM €ro KOHIEHTpanus B
CIIMHHOMO3T'OBOM HJIKOCTH COCTaBIISIET TOJIBKO 10 % OT KOHLIEHTpaluu B IU1a3Me KPOBHU.

Buorpancdopmarnus

Cotainon He o/iBepraercsi MeTadoIu3My.

DIMMHHAINS
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OCHOBHBIM IIYTEM BBIBCACHUSA U3 OpPraHu3sMa HﬂeTCﬂ(Egl_'ﬁéT-Il&ag %gb]ég%'d&: B_'i'%'d:l% 10

90 % BBCACHHOUN J03bI BLIBOJWUTCS B HEU3MCHCHHOM BHJIC IOYKAMH, a OCTajJbHas 4YacThb —
kuieyHukoM. Ilepuon nonyBeiBeneHus coranona cocrasiser 10-20 yacos.

Oco0nlie I'PYHOIIbI TAMEHTOB

[TaruenTam ¢ HapyuieHueM (YHKIUHU MMOYEK CIeAyeT MPUMEHSATh MEHbIINE 103kl npenapara. C
BO3PACTOM HanueHTa (papMaKOKMHETHKA MEHSETCS He3HAYMTEIbHO, XOTS HapylleHne (yHKIUU
[IOYEK Y TOXKUJIBIX MALIMEHTOB CHUYKAET CKOPOCTH BBIBEJECHMS, YTO MPUBOJIUT K MOBBILIEHHOMY

HAaKOIINICHUIO COTaJIoJIa B OPraHru3Me.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BellleCTB
JIaKTO3bI MOHOTHJIPAT

Kpaxman kyKkypy3Hblii

I'unponosa

Maruus creapar

Kpemuust nMokcu KOJIOUAHBIN

Kapmemnosza Harpus

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

2 roja.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

IIepBuuHas ynakoBKa JIEKapCTBEHHOIO IIpenapara

ITo 10 TabneTok B KOHTYPHYIO STMEHKOBYIO YIIAKOBKY U3 IJIEHKU MOJIMBUHWIXJIOPUIHON U (ponbru
QITIOMUHHMEBOW I1€YaTHOM JIJAKUPOBAHHOM.

ITo 10, 20, 30, 40, 50 nau 100 TabmeTok B OaHKY MOJMMEPHYIO C KPBIIIKONH HATATUBAEMOH C
KOHTPOJIEM MEepBOro BCKPHITHS. CBOOOJHOE MPOCTPAHCTBO MOKET OBITH 3alOJIHEHHO BaTOM
MeauinHckor. Ha GaHKM HaKJIEWBAIOT ATUKETKH W3 OyMarv 3THKETOYHOW WJIM MUCYEH, WIH W3
MTOJIMMEPHBIX MaTEPHUATIOB, CAMOKJIESIIINECS.

BropuuHas ynakoBKa JIEKapCTBEHHOrO Mpemapara

ITo 1, 2, 3, 5 nnu 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK BMECTE C MHCTPYKIUEHN 11O IPUMEHEHUIO

MOMEIIAIOT B TTAYKy M3 KapTOHA JIJIsl MOTPEOUTENhCKOM Tapbl. Ha mauky Mo)keT ObITh HakjIeeHa
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. (NOCAENOBATE HOC TR 0003)
CaMOKJIeSIIAsACs ATUKETKA C MapKUPOBKOU H 6VMaFI/P 3m1€1%qm')n n‘nﬁ Tmcdeh,” Wik u3

MOJMMEPHBIX MaTepuaioB. [[auku MOMEIarT B IPYNIOBYIO YIIAKOBKY.

[To 1 Ganke BMecTe€ C MHCTPYKLUMEHW MO NPUMEHEHHUIO MOMEIIAIOT B MayKy M3 KapTOHA AJIs
noTpeOuTeNnbCKol Tapbl. Ha mauky MokeT OBITh HaKJIeeHa CaMOKJIESINAscs JTUKETKa C
MapKHPOBKOW M3 OyMaru 3TUKETOYHOW WJIM MHUCYEH, WIH U3 MOJUMEPHBIX MaTepuanoB. [lauku
[IOMEIIAIOT B IPYIIIOBYIO YIIAKOBKY.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  TpenapaTra WJIH OTXOJA0B, MOJYYEeHHBIX TOCJie TNPUMEHEHHUs
JIEKApCTBEHHOT0 Npenapara, u Ipyrue MaHUMYJISIUH ¢ PernapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

000 «®apmacunTe3-TOMEHBY

625059, Tromenckas o0in., T. TroMeHs, TpakT Bemmkanckuit 7 kM, 1. 2
Ten.: 8 (345) 239-38-56

Anpec snekTponHoi moutsl: info-pst@pharmasyntez.com

7.1. IlpeacraBure/ib AepKaTe/ss perUCTPAllMOHHOIO YA0CTOBEPEHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickas ®enepanus

000 «®PapmacunTe3-TIOMEHBY

625059, Tromenckast 00:1., T. Tromens, TpakT Benmxanckuit 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec snekTpoHHOM mouThl: info-pst@pharmasyntez.com

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUA
9. TATA NMEPBHYHOW PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA
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OO0mas xapakTepuCTHKa JIEKapCTBEHHOIO Mpelapara (EB@R%%C@%E@EH%CE&WH&A Ha

UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org/
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