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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “007)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA

Apudon, 2,5 Mr, TaOIETKH, MOKPBITHIC MJICHOYHOW 000JI0YKOMA.

2. KAUYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: MHAATTAMMU/I.

Kaxxnas tabnerka, NOKpbITas MIEHOYHOU 000JI0UKOM, COACPKUT 2,5 MI MHIallaMU/1a.
BcnomoratenbHbie BellecTBa, HaJUYME KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JJakTo3bl MoHOTHIpaT — 59,25 Mr (cM. pazaen 4.4).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEICH B pazjerie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIE MIIEHOYHOU 000TI0UYKOM.

prrJ'IBIe, ABOSKOBBIITYKJIBIC Ta6J'ICTKI/I, IIOKPBLITHIC IUICHOYHOM O6OJ'IO‘IKOI71, 0ejoro OBCTA.

4. KIMHUYECKUE JTAHHBIE

41. Tloka3aHusi K NPUMEHEHHUIO

[Tpenapat ApudoH nokaszaH s JIeYeHHsI apTepUatbHONU THIIEPTEH3UHU Y B3POCIIBIX.

4.2.  PeuM 103MPOBAHMSA H CIIOCOO MPUMEHEHHS

PexxuM 103upOBaHus

ITo 1 Tabnerke 1 pa3 B cyTKH, IpeANIOUTUTENBHO yTpoM. [Ipu JeueHnn naiueHToB ¢ apTepruaibHON
TUIepTEeH3Mel J03a IpernapaTa HE JOJDKHA MpeBbllaTh 2,5 Mr/cyTku (yBETUYEHHE pHCKa

HCXCIIAaTCIIbHBIX peaKHI/Iﬁ oe3 YCUJICHUS aHTUTUIICPTCH3UBHOI'O S(b(beKTa).

Oco0bIe I'pynnbl DaMCHTOB

THayuenmor nodcunozo 6o3pacma

VY NOXUJIBIX MAllMEHTOB CIIEYEeT KOHTPOJIMPOBAaTh COAEpkKaHUE KpeaTUHUHA B IUIa3Me KPOBU C
y4eToOM BO3pacTa, Macchl Tena M mnoja. JlekapcTBeHHbIM mpenapar Apu@oH MOXXKHO Ha3HA4aTh
HOXWIBIM TalMEeHTaM C HOPMAJbHOW (YHKIMEH MOYeK HIM TOJIBKO C MHHHUMAIBHBIMU €€

HapyIECHUSIMH.

layuenmul ¢ napywenuem ynKyuu novex
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kpearnHuHa MeHee 30 mu/mMuH). TuasuaHble ¥ THA3UAOMOAOOHbBIE IUYPETHKH B IOJHOM Mepe
3 GEKTUBHBI TOJBKO y MAIMEHTOB C HOPMAJIBbHOW (DYHKIMEW MOYEK WM MHUHUMAIBHBIMU €€

HapYLICHUSIMH.

Tayuenmsi ¢ Hapywenuem ynKyuu neveHu

HpI/IMeHeHI/Ie IMPOTHUBOIIOKA3aHO MAlUCHTaM C TSKEIION IIEYCHOYHOM HEAOCTAaTOYHOCTEBIO.

eTH
be3onacHocth ¥ 3 (GEKTUBHOCTh MPUMEHEHHUS HHAANaMula y JAeTed U TOAPOCTKOB HE

YCTAHOBJICHEIL. I[aHHBIe OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

BHyTpb.

4.3. IlporuBomoKa3zaHusi

e ['unmepuyBCTBUTENIBHOCTh K JIGHCTBYIOUIEMY BELIECTBY, JPYTUM I[POU3BOIHBIM
cyiab(poHaMHIa WM JIFOOOMY W3 BCIOMOTaTeNbHBIX BELIECTB Ipenapara, yYKa3aHHBIX B
pazaene 6.1.

e Tskenas moyedHas HEJOCTATOYHOCTh (KIMpEHC KpeaTnHuHa MeHee 30 MiI/MUH).

e [ledenounast sHIE(ATONATHS UM TSHKEI0E HApyIIeHHE (QYyHKIIMN TIEYCHH.

e [mnoxanuemus.

e JlanMeHTH ¢ HEMEPEHOCHMOCTBIO TaJaKTO3bl, TMOJTHOW JIAKTa3HOW HENOCTAaTOYHOCTBIO,
IJII0K030-TaJIakTO3HON MajibabcopOuuei.

e bBepemeHHOCTH (cM. paszen 4.6).

e Jlerckuii Bo3pact 1o 18 ner.

KomMOuHanmu ¢ npenapatamu JIUTUSI HE PEKOMEHIYIOTCS K TPUMEHEHUTO (CM. pazzen 4.5).

4.4. OcoOble yka3aHUsl U MepPbI NPEAOCTOPOKHOCTH NIPH MPUMEHEHN U

C 0CTOPOKHOCTEIO

Hapymenust pyHKIMM MeYeHU W TIOYEK JETKON WM yMEPEHHOUW CTENEeHH TSHXKECTH, HapyIIeHUS
BOJ/IHO-DJIEKTPOJIUTHOTO OallaHca, MPUMEHEHHE Y MAllMeHTOB C yBeInueHHbIM HHTepBasioM QT Ha
anekrpokapauorpamme (DKI'), mnpumeHeHHe Yy HCTOMIEHHBIX MAI[MEHTOB, y MAI[HEHTOB,
MOJTYYAOIIMX OJHOBPEMEHHYIO TEPAHUIO C MpernapaTraMu, KOTOPbIE MOTYT YBEIMYMBATH MHTEPBAJ
QT, coueranHas Tepamnus JICKapCTBEHHBIMHA ITpeIapaTaMu, CIIOCOOHBIMHU BBI3BAThH TOJTUMOPHHYO

JKCIYJOUYKOBYHO TaxUKapJAUKO THUIIA «IIUPYIT», MNOp€unaparaMd JIUTUA, JICKAPCTBCHHBIMU
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pasnen 4.5), nepudepuyeckue OTEKU WM aCIUT, WIIeMUYeckas OOJe3Hb cepila, cepicuHas

HEI0CTaTOYHOCTh, THIIEPIIAPATUPEO3, CaXapHbIid AUAa0ET, TUIIEPYPUKEMUS U MTOJIarpa.

Oco0ble yKa3zauus

Hapywenus ¢pynxyuu nevenu

[Tpy Ha3HAYEHUU THA3MIHBIX M THA3UJONOMOOHBIX JAUYPETHKOB Yy MAIMEHTOB C HAPYLICHUSMHU
(YHKLIMU M€YeHHU, OCOOEHHO B Cllyyae HapyIlIEHUs BOAHO-3JIEKTPOJIUTHOIO OajiaHCca, BO3MOXKHO
pa3BUTHE MIEYCHOYHOM SHIIE(AIONATHH, KOTOPAsk MOKET IPOTPECCUPOBATH J0 MEYEHOUYHONW KOMBI.

B sTOM ciyuae npuem I1MypeTHKOB CIEAYeT HEMEIJICHHO MPEKPATUTb.

Peaxyuu pomouyscmeumenvnocmu

Coo061manocs o ciydasx pa3BUTHs peakuuil OTOUYBCTBUTENLHOCTH Ha (pOHE ITpUeMa THA3UIHBIX
U THA3UJONMONOOHBIX JUYpeTHKOB (cM. pasgen 4.8). B cmyuae pa3BuTHs —peakiui
($OTOUYBCTBUTEIILHOCTH Ha (OHE TMpHeMa JIEKapCTBEHHOI'O TIpernapara pPeKOMEHIyeTCs
npeKkpaTuTh JedeHue. EciM MOBTOpHOE Ha3HAYCHHWE IUYPETHKA TNPU3HAHO HEOOXOJWMBIM,
pEKOMEH/yeTcs 3aIlMIIaTh OTKPBIThIE YYACTKH OT COJIHEYHBIX JIydyell WM HCKYCCTBEHHBIX

ybTpaduOIETOBBIX Tyuel Tuma A.

Cooeporcanue nampust
Apudon, 2,5 Mr, TabJIETKH, TOKPBITHIC TNICHOYHONH 00O0JIOYKOH, COACPKHUT MeHee, 4eM | MMOJIb

HaTpusd (23 mr) B 1 TabneTke, TO €CTh, 110 CYTH, HE COJIEPKUT HATPUH.

Mephbl IPEeAOCTOPOKHOCTHU IMPU IPUMEHECHUH

Boono-anexkmponumuwiii 6ananc

Codepofcanue UOHO6 Hampus 6 niasme Kpoeu

Jlo Hauana jgedeHus He0OXOAMMO OMPEIETUTh KOHIIEHTPAIIMIO HOHOB HATPHS B TU1a3Me KpoBu. Ha
doHe mpuema mpemnapara CleAyeT PeryIspHO KOHTPOJIHPOBATh ITOT MOKaszarens. HeobOxomaum
HOCTOSIHHBIN KOHTPOJIb KOHHOCHTpAalMKM HWOHOB HATpUA, TaK KaK MNEPBOHAYAJIBHO CHHKCHHC
KOHICHTPpAMX MOHOB HATpHA B IJIa3ME KPOBHU MOXKCT OBITE OECCHMMIITOMHBIM. bosiee 4acThIi
KOHTPOJIb KOHIEHTPAIlMd MOHOB HATpHs TMOKa3aH MAallMeHTaM C IUPPO30M TMEYEHH U JUIaM
MOKUJIOTO Bo3pacTa (cM. pasnensl 4.8 u 4.9).

Jro0oit muypeTndeckuii mpenapaTr MOKET BBI3bIBATh TMIIOHATPUEMUIO, TPUBOISIIYI0 WHOTIA K
KpaﬁHe TSIKCJIBIM ITOCJICACTBUAM.

['unoHaTpueMuss B COYETAHUU C TUIMOBOJIEMHUEH MOTYT OBITh MPUYMHON OOE3BOKMBAHUS U

OpTOCTaTHqCCKOﬁ TUIIOTCH3UH.
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BTOPUYHOMY KOMIICHCATOPHOMY MCTaGOHI/I‘-IeCKOMy AJIKAJI03y: YaCTOTa pa3BUTHUA H CTCICHb

BBIPKEHHOCTH 3TOT0 AP PeKTa He3HAYUTEIIbHBI.

Codepofcanue UOHO6 KAJUA 6 nidsme Kposu

[Tpu Tepanuu THA3UAHBIMU U THA3UIO0NOA0OHBIMU TNYPETUKAMUA OCHOBHOM PUCK 3aKJIIOYAETCS B
CHIDKEHUU KOHILICHTPALMM Kajlvs B IUIa3ME€ KPOBU M Pa3BUTUM I'MIIOKaNMeMHUH. | unokanuemus
MOYKET BBI3BIBaTh MbIIIEYHBIE HapymeHus. Coo0mmanocs o ciayyasx pabJoMHuoIu3a, B OCHOBHOM
Ha (oHe TsDKeNol runokaarneMud. HeoOxomumo npeaoTBpaiaTh pasputhe runokanuemun (<3,4
MMOJIb/JI) y MAalUEHTOB TIpPYyMNIbl IOBBILIEHHOIO PHUCKA: IAlMEHTOB MOXKWJIOTO BO3pacCTa,
UCTOIIEHHBIX W/WIM TOJYYaroIlUX COYETAaHHYI0 MEIUKAMEHTO3HYIO TEpamuio, IMalUeHTOB C
UPPO30M TI€YEHHU, NepUPEpUIeCKUMA OTEKaMH M aCIUTOM, IAallMEHTOB C HIIEMHYECKOH
00JIe3HBIO CepAlla M CEepACYHOM HEeIOCTaTOYHOCThIO. [ MIOKamMeMus y 3TUX [alUCHTOB
YCWJINBAET KapAUOTOKCUYHOCTb CEPACYHBIX ITIMKO3U0B U NOBBILIAECT PUCK PA3BUTHS ApUTMUHU.
[TaruenTsl ¢ yBenuueHHbIM MHTEepBaioM QT, Kak BpOXIEHHBIM, TaK M BBI3BAaHHBIM
JIEKApCTBEHHBIMH IIperapaTaMy OTHOCATCS K TPyIIIE PUCKA.

['nnokanuemust, Takxe, Kak 1 OpaJuKapans, sBIsSETCS COCTOSHUEM, CIIOCOOCTBYIOIIUM Pa3BUTHUIO
TSOKEJIOW apuUTMMU, B YAaCTHOCTH, MOJIMMOPGHON KEITyJA0UYKOBOM TaXWKApAWUU THUIA «IUPYIT»,
KOTOPAasi MOKET IPUBOAUTH K JIETAIBHOMY UCXOLY.

Bo Bcex omnucaHHBIX BbILIE CIy4asX HEOOXOAMMO KOHTPOJIMPOBATHh KOHIIEHTPALMIO Kalus B
Ia3Me KpoBH, OoJiee 4acTo, yeM oObI4HO. IlepBoe M3MepeHHe KOHIEHTpallud MOHOB Kajus B
KPOBH HEOOXOIMMO IIPOBECTH B TEUCHHE TIEPBOM HEAETHN OT Hayaja JeUSHHUs.

BrisiBnenHas runokanuemusi TpeOyeT KoppeKkuuu. I'nmnokanremusi, BbIIBIEHHAs B COYETaHUU C
HU3KOW KOHIIEHTpaIMel MarHusi B CBIBOPOTKE KPOBH, MOKET ObITh YCTOWYMBOM K JIEUEHHUIO, ITOKA

HC 6y,I[CT CKOPPEKTHUPOBAH YPOBCHb MAariusi B CbIBOPOTKEC KPOBH.

CO@@DD;‘CCZHM@ MACHUA 68 NIA3Me KPposU

brrio IIOKa3aHO, 4YTO THA3UJHBIC H TI/IaSI/I}IOHOJIO6HI)Ie JUYPETHUKHU, BKJIIOYasd WHAAIIAMUI,

YBCIIUYMUBAIOT SKCKPCUUIO MarHus € MO'—IOIZ, YTO MOXKCET MPUBECTU K THITOMAarHu€MH1U (CM. pasaciinl

4.5u4.8).

CodemfcaHue KdlbUUusd 6 nidsme Kkposu

TI/I&?;I/I)IHBI@ n TI/I&SI/I}IOHO}IO6HBIG JANYPETHKU MOTYT YMCHBIIATHL BBIBCACHUC KAJIBIIUA ITIOUYKAMU U
MMPUBOJUTH K HE3HAUYUTCIIBHOMY U BPEMCHHOMY ITOBBIINICHUIO KOHICHTPAIUU KaJIbIWA B I1JIa3M€
KpOBH. Hctunnas THINCPKAIBIUCMUA MOKCT OBITE CJICACTBUEM PAHECC HC NUATHOCTHUPOBAHHOI'O

rUIeprapaTupeosa.
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NnapanmyTOBUAHBIX KCIIC3.

Codep.?fcaHue 2/NIOKO3bl 6 njiasme Kposu
Baxno KOHTPOJHUPOBATh KOHIOCHTPALIKWIO I'NTFOKO3bI B KPOBH Y INAIUCHTOB C CaxXxapHbIM ,I[I/Ia6€TOM,

0COOEHHO IIpHU HAJIMYUH THITIOKAJIMCMUH.

Mouesas xucroma

VYV NanMeHToB ¢ TUIEPYPUKEMHUEN MOKET YBEIIMUUBATHCSA PUCK PA3BUTHS IIPUCTYIIOB IIOArPBHI.

Huypemuueckue npenapamsl u QpyHKyus novex

TuazuaHble 1 THA3UIONIOA00HBIE TUYPETUKH 3P (HEKTUBHBI B ITOJIHOM Mepe TOJIBKO y MAIUEHTOB C
HOPMAJTBHOW WJIM HE3HAYUTEIBHO HAPYIICHHOW (DYHKIMEH MoYeK (colepikaHue KpeaTWHHWHA B
I1a3Me KpOBU Y B3POCIBIX JIHI HUXe 25 Mr/i wim 220 MKMOIB/T). Y MAaIMEHTOB MOXHIIOTO
BO3pacTa HOpMaJIbHBIA YPOBEHb KpEaTHHHHA B IJI1a3Me KPOBU PACCUUTHIBAIOT C YYETOM BO3pACTa,
Macchbl TeJa U MoJja.

Crnenyer y4yuThIBaTh, YTO B Hadaje JICYCHHS] Yy TAIMCHTOB MOXKET HAOIOJAThCS CHIDKCHUE
CKOpOCTH KITyOOUKOBOM (QHIIBTPAINH, 00YCIOBICHHOE TUTIOBOJIEMHUEH, KOTOpasi, B CBOIO O4epeib,
BbI3BaHA TNOTEpEil BOJBI U MOHOB HaTpus Ha (OHE MpHeMa TUypeTHUecKHX mpemapaToB. Kak
CIIEJICTBUE, B IJIJa3M€ KPOBH MOKET YBEIUYMBATHCS KOHIIEHTPALMS MOUYEBUHBI U KPEATHMHUHA.
Takas TpaH3uTopHas (pyHKIMOHAIBbHAS IMOYEYHAS HEJOCTATOYHOCTh HE MMEET KIMHHYECKOTO
3HAQYECHHUS Y TMAIMEHTOB C HOPMaJIbHOM (YHKIIMEH TOYEK, OJHAKO MOXXET YCYTryOJsiTh YxkKe

HMEBIIYIOCA MO Ha4YaJla JICYCHHUS MMOYCUHYIO HCJOCTATOYHOCTD.

Cnopmcmenni
CnoprcMenaMm cienyer oOpaTUTh BHUMaHHE Ha TO, YTO JIEHCTBYIOIIEE BEIECTBO, BXOJSIIEE B
COCTaB JIEKapCTBEHHOIo mpenapata ApudoH, MOXKET JaBaTh IOJOKUTEIbHBIA pe3yJbTaT MpU

MMPOBCACHNUU NOITUHI-KOHTPOJIA.

XopuouoanvbHulii 8b1nom, 0OCMpas MUONUS U BMOPUYHAS 3AKPbIMOY20NbHAS 2IAYKOMA
CynbpoHaMupl WIM HMX TMPOU3BOJHBIE MOTYT BBI3bIBaTh HAMOCUHKPA3UYECKYIO PEAKIUIO,
MPUBOJALIYIO K PAa3BUTHIO XOPHOUJAIBHOTO BBHINOTA C ACPEKTOM IO 3pEHHs], Mpexoisien
MHUONHMHU M OCTPOM 3aKpBITOYTOJILHOM IIayKOMbl. CHMIOTOMBI BKJIIOYAIOT CHHIKEHUE OCTPOTHI
3peHHst MK 00JIb B T1a3aX ¢ OCTPHIM HaYaJlOM U OOBIYHO BO3HUKAIOT B TEUEHUE HECKOIBKHIX YacOB
WJIM HEJIeIb 1TOCIIe Hadasa pruemMa rpernapara.

[Tpu OTCYTCTBUU JICUEHHUS OCTpasi 3aKPHITOYTrOJIbHAs TJIayKOMa MOXKET IMPUBECTH K HeoOpaTUMOM

MOTCPEC 3pCHUH. HauanpHas TCpaIud 3aKJIr04acTCd B MaKCUMAJIBHO 6BICTpOI7I OTMCHC IIperiapara.

5
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HEOTJIOXKHOE MEIMKAaMEHTO3HOE JICUCHHME WM XUPYPrUYecKoe BMemaresnbeTBo. Pakropamu
pHICKa pa3BUTHs OCTPOW 3aKPBITOYTOJILHOM TJIAYKOMBI MOTYT OBITh aJNIEPTHYECKUE PEaKu Ha

Cynb(l)OHaMI/II[I)I WK IICHUIWJIJIMH B aHaAMHE3C.

BcrnioMmorarensHble BEIECTBA

[Ipemapat ApudoH comepX HUT J1akTo3bl MOHoruzapar. IlamumeHTam c penko BcTpedaromencs
HACJIEJICTBEHHOW HEMEePEeHOCUMOCTBIO TaJaKTO3bl, MOJIHOM JIaKTa3HOW HEAOCTATOYHOCTHIO HIIN

TJII0K030-TAIaKTO3HOW MalibabcopOuueit He cieayeT MPUHIUMATh 3TOT Mpernapar.

45. B3aumojeiicTBHe C JPYIrMMH JIeKAPCTBEHHBbIMH IIpenapaTaMd W Jpyrue BHUAbI

B3aHNMOJAEeHCTBUSA

KOM6I/IHaHI/II/I HE PEKOMCHAYCEMBIC K IPUMCHCHHNIO

IIpenapamul tumus

IIpy OIHOBpPEMEHHOM IPUMEHEHMM HHAANIAMUAA W IIPENaparoB JUTHs, TaKXKe, KaKk WU IpU
coOuto/iIeHMH OeccoeBON JTMEeThl, MOKET HaOJI0AAThCS IMOBBIIICHWE KOHIEHTpAalUU JUTHUS B
IJIa3M€ KpPOBU BCIIEJICTBHE CHUIKEHHUS €ro JKCKpPELHH, COINPOBOXKIAIOIIECECS IOSBICHUEM
IPU3HAKOB TNepeno3upoBku. Ilpu HeoOXxoaumocTu AMypeTHYECKHE Mpenaparbl MOTYT ObITh
UCIIOJB30BaHbl B COYETAaHMM C IpenaparaMyd JUTHsS, I[PU OTOM CJIENYeT TIIATEIBHO
KOHTPOJMPOBATh KOHIIEHTPALMIO JIMTUS B IUIa3M€ KPOBM M COOTBETCTBYIOLIMM 00Opa3oM

moI0UpPAaTh 03y Iperapara.

KOM6I/IHaIII/II/I, T‘[)G6VIOHII/IG OpEaAOoCTOPOKHOCTHU

Jlexapcmeennvie npenapamul, cnocobmbie 8b136aMb NOTUMOPPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO
MUNa «NUPYyImy, BKI0UAs, HO He 02PAHUYUBASACY .
e aHTHApPUTMMUYECKHE JIeKapCTBEHHBIE mpemapaThl |A kiacca (Hampumep, XUHUAMH,
THAPOXUHUANH, Au3onupamu, npokanHnamun) u 1C knacca (pnexannun);
e aHTHAapUTMMUECKHE JieKapcTBeHHble mpemaparsl |l kmacca (Hampumep, amMuoaapos,
coTtanoi, ToQpeTUnua, nOyTUIua, OpeTHINs TO3UIAT, IPOHETAPOH );
®  HEHPOJICNTUKHU:
- (eHOTHA3UHBI (HampuUMep, XJIOPIPOMasuH, IMaMEMa3uH, JIEBOMENPOMA3HH,
TUOpUJAa3uH, Tpudayonepazu, ¢piaydeHasun);
- OeH3aMuJbl (HampuMep, aMUCYJIBIIPHUL, CYJIbTONPHUA, CYJIbIUPHUI, THATIPU);
- OyTupoQeHOHBI (HampuMep, IpONepuI0i, TaJonepuIon);

- Jpyrue HEHpOJENTHKH (HaIlpUMep, MUMO3HI, CEpTUHION);
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) (NACIENORA TENBHOCTE 0B/
®  AHTHUJCHPECCAHTHI: TPHUIMKINYCCKUE |QHTHACIPECCAHTBIL, —CCACKINBHBIC  MAINOUTOPBL

00paTHOTO 3axBaTa CEPOTOHMHA (ITUTAJTIONPaM, ICITUTATIONPaM);

e aHTHOaKTepHaNbHBIC cpencTBa: (PTOPXUHOIOHBI (JIEBO(MIOKCAIIMH, MOKCU(IOKCAIHH,
criapQIIoKcalyH, TUIPO(IOKCANH); MAKPOIUAbI (SPUTPOMUIIMH NPH BHYTPUBEHHOM
BBCJICHUU, Aa3UTPOMHUIMH, KJIAPUTPOMUIIUH, POKCUTPOMHUIIMH, CIHHPAMHIIMH), KO-
TPUMOKCA307;

®  TPOTHBOIPUOKOBEIC CPEJCTBA Psijia a30J0B (BOPHUKOHA30JI, HTPAKOHA30JI, KETOKOHA30,
(baykoHa3om);

® POTHBOMASIPHIMHBIC CpEACTBA (XWHUH, XJIOPOXWH, MEQUIOXUH, TalopaHTPHUH,
nymedaHTpHUH);

®  aHTHAHTHHAJIBHBIC CPEICTBA (paHOJIA3UH, OCTIPUINI);

®  [POTHBOOITYXOJICBBIC TIpenapaTbl M WMMYHOMOIYJIATOPBI (BaHICTAHUO, MBIIIbSIKA
TPUOKCH/I, OKCAITUTUIATHH, TAKPOJIIMMYC, aHATPEITUI);

®  TPOTHBOPBOTHBIC CPE/ICTBA (OHIAHCETPOH );

® CpeICTBa, BIMSAIOIIME HA MOTOPUKY IKEIYIOYHO-KUIICYHOTO TpakTa (LU3arpu/,
JIOMIIEPUJIOH );

®  AHTHTUCTaMHUHHBIE CPEIICTBA (ACTEeMHU30JI, TepPEHATNH, MU3OJIACTHH);

e [poYMe aKTHBHBIC BEIIECTBA: HANPHUMEP, MEHTAMUIAWH, AU(EMaHWI, BHHKAMHUH TPU
BHYTPUBCHHOM BBCJICHWUHW, BA30MPECCHH, TEPIHUIPECCHH, KETAHCEPUH, MPOOYKOII,
nportodod, ceBodrypaH, TEPOIUIHH, IMIOCTa30J1, METAIOH, aCTEMH30J1, TepEHAIHH.

[ToBbIIIIEHNE PUCKA PA3BUTHS KEITYTOUYKOBBIX apUTMUI, 0COOEHHO MOJIMMOPPHOM JKEITY T0UKOBOM
TaXUKAPJIUU THIIA KTUPYIT» ((HAKTOP PUCKA — THITOKATUEMUS).

[Tepen Ha3HaueHHWEM KOMOWHUPOBAHHON Tepanmuyu WHAAMAMHUJAOM M YKa3aHHBIMH BBIIIE
mpernapaTaMy CJIeIyeT MPOBECTH HCCIICIOBAHUE C IEIbI0 BBISIBJICHUS THUIOKATUEMUU W TIPU
HEOOXOJUMOCTH TPOBECTH KOppekinuw. HeoOXoauM KOHTPONb KIMHUYECKOTO COCTOSHUS
HaIMeHTa, KOHTPOJIb YPOBHS JICKTPOJIUTOB TUIa3Mbl KpOBH, TIokaszarenend DKI.

Y manueHTOB ¢ TUMOKAIMEMHEH HEOoOXOTUMO TPUMEHSTh MpernapaThl, HE BBI3BIBAIOIINC

MOJUMOP(HYIO KEyT0UKOBYIO TaXUKAPIUIO TUIIA «ITUPYIT.

Hecmepouonvie npomusosocnanumenvhbie npenapamul (npu CUCMEMHOM HA3HAYEHUU), 6KI0UAsL
cenekmugHvie uHeubumopwvl yukiooxkcueenaszvl-2 (L{OI-2), gvicokue 003bl ayemurcaruyuiosoll
Kucaiomsl (= 3 o/cymku)

Bo3moxxHO cHIKEHHE AHTUTUIICPTCH3UBHOT'O lIeI\/'ICTBI/ISI nHAaaraMmaa.
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VYV 00e3BOXKEHHBIX MALMEHTOB CYIIECTBYET PUCK pa%nfﬂ%ﬁwrﬁ%ﬁgﬂaﬁIi'{‘éﬁ'()Ebe'Ot'{EéCTn

BCJICJICTBHE CHIKEHHUS KIyOOuKOBOM ¢uuibTpanuu. [lannenTaMm HEOOXO0IUMO KOMIIEHCHPOBATH

MOTCPIO JKUAKOCTHU U B HAYAJIC JICHCHHUA TIIATCIIbHO KOHTPOJIUPOBATH (I)YHKI_II/IIO IIOYCK.

Hneubumopul aneuomensun-npespawarouieco pepmenma (AID)

Ha3nauenne narnoutopo AII® nanueHTaMm ¢ M3HAYAJIbHO CHUKEHHOW KOHIICHTPAIIMEH MOHOB
HATPHUs B KPOBH COIMPOBOKIAETCS PUCKOM BHE3AIMHOM apTepUalIbHOW TUIOTEH3UH H/HIN OCTPOI
MOYE€YHON HEAOCTATOYHOCTH (B YACTHOCTHU, MAIIMEHTAM CO CTEHO30M IIOYEYHOI apTepun).
[laruentam ¢ apmepuanvHol  eunepmernsueli W BO3MOXKHO CHIDKEHHOW, BCJEICTBUE
MPEIIIECTBYIOIIEr0 IpUeMa IUYPETHKOB, KOHIIGHTpAlMei HWOHOB HATpHsl B IUIa3Me€ KpPOBU
HE00X0UMO:

e 3a 3 gHg A0 Havana JedeHus: mHruouTopom AIID mpekpatuTh mnpueMm amyperhka. B
JTanbHENIIeM, pU HEOOXOAMMOCTH, NMPUEM HEKaIMcOeperaronero JuypeTuka MoKHO
BO300HOBUTE;

e WUIM HayuHATh Tepanuio HHruoutopoMm AllD ¢ HHU3KHUX 703, C MOCIEAYIOLIUM
MIOCTETIEHHBIM YBEJIMUYEHUEM JI03bI B ClIy4ae HEOOXOJUMOCTH.

[Ipu xponuueckoui cepdeunoti Hedocmamouyrnocmu nedeHue unruoburopamu AllD cremyer
HAYMHATh C CaMbIX HHU3KUX J03 C BO3MOXXHBIM IIPEABAPUTEIBHBIM CHIDKEHHEM 103
HEeKaJuiicOeperaromero JTnypeTruka.

Bo 6cex cnyuasx B mepBble Heaenu npueMa MHruOuTopoB AIID y manueHTOB HEOOXOIUMO

KOHTPOJHUPOBATH (I)YHKI_[I/IIO ITOYCK (KOHLICHTpaI_[I/IIO Kp€aTHHHHA B IJIa3ME KpOBI/I).

Hpyeue npenapamul, cnocobuvie 6bl13616aMb  cUNOKaIUemMuro. ampomepuyun B (0na
BHYMPUBEHHO20 68€0€HUs), 2NIOKO- U MUHEPATIOKOPMUKOUObL (RpU CUCHEMHOM NPUMEHEHUl),
mempaxo3axmuo, ciabumenvHvle CpeoCcmad, CIMUMyIUpyrouue MOMOPUKY KUUEeUHUKA
YBenuyeHue pucka pa3BUTUS TUIIOKATUEMUH (aJAUTUBHBINA 2P PEKT).

Heo0xoauM noCTOSIHHBINA KOHTPOJIh KOHIIEHTPAIMN KK B TUIa3Me KPOBH, IIPH HEOOXOIMMOCTH
— ee koppekuus. Ocoboe BHUMaHHE CIEAYeT yAeNATh MallieHTaM, OJHOBPEMEHHO MOJTYYatOIHM
Cep/ieuHble TIUKO3HMIBl. PEeKOMEHIyeTcs WCIONb30BaTh CAOWTENBHBIE CPEACTBA, HE

CTUMYJIUPYIOIINUEC MOTOPUKY KHUIICYHUKA.

baxnogen
Otmeuaercst ycuaeHNe aHTUTHIIEPTEH3UBHOTO AP deKTa.
[TaruenTamM HEOOXOIMMO KOMIIEHCHPOBATH MOTEPIO KUJIKOCTH M B Hayalle JIeUEHUs TIIATEIbHO

KOHTPOJMPOBATh (DYHKIIMIO MTOYEK.

Cepoeunbie enuKo3udbl
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3¢ (HEKTOB CepCUHBIX TNINKO3HIOB.
[lpy OJHOBPEMEHHOM MPUMEHEHHHM HWHAANAMHIA M CEPJACYHBIX TJIMKO3HMIOB CJICIYeT
KOHTPOJIMPOBATh KOHIICHTPAIIMIO Kallsl U MarHus B Iia3Me KpoBw, mokaszarenu DKI', u, mpu

HEOOXO0IUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

KomOuHaumu, Tpedvyromme 0codoro BHUMaHUs

Annonypunon
CoBMecTHOE TPUMEHEHHE C WHAANAMHJIOM MOXET TIOBBIIATh PHCK pPa3BUTHS pPEaKIui

TUIIEPUYYBCTBUTCIBHOCTHU IIPHU JICUCHUHN aJIJIOITYPHUHOJIOM.

KOM6I/IHaI_[I/II/I, TD€6VIOH_[I/IG BHUMAaHHUA

Kanuiicoepezarowue ouypemuxu (amunopuo, CNUpoOHOIAKMOH, MPUAMmMepPeH)
KomOuHMpoBaHHass  Tepamusi  WHAANAMUIAOM M KaJlWicOeperarnMMyA  JTUYPETUKAMHU
nenecoodpa3Ha y HEKOTOPBIX MAIIMEHTOB, OJJHAKO TPU 3TOM HE HMCKIIIOYAeTCS BO3MOXKHOCTh
Pa3BUTHS TUMOKAIMEMHUW WM TUINEPKATHEMUH (OCOOCHHO Yy TAIMEHTOB C MOYCYHOU
HEJ0CTATOYHOCTHIO WJIH Y TIAIIMEHTOB C CAXapHBIM THA0CTOM).

HeoOxoqumMo KOHTpONMpOBaTh ypOBEHb Kalusg B Iia3Me KpoBu, mokazatenu OKI' u, mpu

HGO6XOI[I/IMOCTI/I, KOPPCKTHUPOBATh TCPAIIUIO.

Mempopmun

@yHKIMOHAJIbHAS MOYEYHAsi HEAOCTATOYHOCTh, KOTOpas MOKET BO3HMKAaTh Ha (OHE mpuema
JIMYPETUKOB, 0OCOOEHHO METJIEBBIX, MOBBIIIAET PUCK PA3BUTHUS UHIYLUPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHCJIOTO alua03a.

He cnenyer wucnonb3oBaTh METQOPMHUH, €CIM YPOBEHb KpeaTHMHHMHA MpeBblaeT 15 Mmr/n

(135 mMxmoutb/n) y MyskauH U 12 Mr/it (110 MKMOJIB/IT) y JKEHIIHH.

Hoocodepaicawue konmpacmuvie éeuyecmea

B cnydae o0e3BoxuBaHMs oOpraHu3Ma Ha (oHE TMpueMa IUYpPEeTHYECKHUX IpernapaTroB
YBEJIMYMBAETCS PHUCK pPa3BUTHA OCTPOM IOYEYHOM HEJOCTaTOYHOCTH, OCOOEHHO MpHu
MCIIOJIb30BaHUU BBICOKHX /103 HOJICOAEPKAIUX KOHTPACTHBIX BEIIECTB.

[lepen mnpumeHeHueMm HoAcOAEpHKAIIMX KOHTPACTHBIX BEIIECTB NallMeHTaM HEoOXO0IUMO

KOMIICHCHUPOBATH NOTCPIO KUAKOCTHU.

Tpuyuxnuueckue anmuoenpeccanmol, HeUpoIenmuKu
AHTUTUNIEPTEH3UBHBI  3(QQEeKT U TOBBILIEHHBIH PHUCK OPTOCTATUYECKOW TUIOTEH3UU

(anauTUBHBIN YPhEKT).
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Kanvyuii (conu)

HpI/I OOIHOBPCMCHHOM TIPUMCHCHUHW BO3MOXHO PAa3BUTHC THICPKAIBIUCMHUU BCICACTBUC

CHMXKXCHUS BBIBCACHHNA MOHOB KaJIbIUs ITIOYKaAMU.

Luxnocnopun, maxponumyc
Bo3MmoxHO yBenuuyeHHe KOHIEHTpAllMM KpeaTMHUWHA B IJ1a3Me€ KpOBH 0€3 HU3MEHEHUs
KOHIICHTPALlMU [UPKYJIUPYIOMIETO UKIOCIIOPUHA, 1aKe MPU OTCYTCTBUU MOTEPU BOJBI U HOHOB

HaTpHusl.

Kopmuxocmepouousie npenapamul, mempaxo3akmuo (npu cCUucmemHOM NpUMEHeHUl,)
CHmKeHHe aHTUTUIIEPTEH3UBHOIO JEWUCTBUS (3aJep>KKa BOJbI M MOHOB HATpUsl B pe3yJsibTaTe

JIEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTD U JAKTALUSA

bepemeHHOCTD

B HaCTOﬂHII/If/'I MOMCHT HET JOCTATOYHOT'O KOJMYCCTBA AAHHBIX O IMPHUMCHCHUW HHAAIIaMHUJa BO
BpeMs OepemeHHOCTH (onrcano menee 300 cirydaes).

JlnuTenpHOE TPUMEHEHUE THa3HIHBIX nuypetukoB B Il Tpumectpe OepeMEHHOCTH MOXKET
BBI3bIBATh THUIIOBOJIEMHIO y MaTepH W CHU)KCHUE MATOYHO-IUIAIICHTAPHOTO KPOBOTOKA, YTO
MPUBOAMT K (PETOIUIAIICHTAPHON HIIEMUU U 3aJIEPHKKE PA3BUTHS IUIOA.

HCCJIGI[OBB,HI/ISI Ha JXUBOTHBIX HC BBISABUIIN MPAMOTO WJIW HCIIPAMOT'O TOKCHYCCKOT'O BO3IIGI7[CTBPI$I
Ha PErPOAYKTUBHYIO (PYHKIIHIO.

B kauecTtBe Mepbl MPEIOCTOPOKHOCTA PEeKOMEHAyeTCsl n3berarb MPUMEHEHUs HHIANaMuaa BO

BpeMsi OEpEMEHHOCTH.

JlakTamnms

JIaHHBIX O MPOHMKHOBEHUM WHIAMAMMJIA WM €r0 METa0OIUTOB B TPYJHOE MOJIOKO y YelOBEKa
HEJ0CTAaTOYHO.

Y HOBOPOXIEHHOTO MOXET Pa3BUTHCS TMOBBINICHHAS YYBCTBUTEIBHOCTh K TPOU3BOJIHBIM
cylbpoHaMHIa U TUMOKaTMEeMus. B CBS3U ¢ ATUM, PHUCK I HOBOPOXKJICHHOTO/MIIaJICHIIA HE
MOXKeT OBbITh HCKIIOYeH. MHpamamuj ONM30K K THA3MIHBIM JAHYPETHKAM, MPHUEM KOTOPBIX
BBI3BIBAET YMEHBIIIEHNE KOJUYECTBA TPYAHOT0 MOJIOKA WIIH J1a)K€ TTO/IABJICHHUE JIAKTAIUH.

HpI/IMeHeHI/Ie HHOAnaMua B i€pruoa rpyaHoro BCKapMIIMBaHUA HE pEKOMEHIYCTCA.

DdepTIbHOCTH

HccnenoBanus pCHpOHyKTHBHOﬁ TOKCHUYHOCTH ITOKa3aJIk OTCYTCTBUC BJIUSIHUS HA (I)epTI/IJ'ILHOCTL

CaMOK " CaMIIOB KpBbIC.
1V
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I[TpenonoKUTENBHO, BAUSHIE HA (PEPTUIBLHOCTD Y uenobdkauTeyietByer- | EHOCTE 0007)

4.7. BuausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeJCTBAaMHU W padoTath ¢

MEXaHU3IMaMH

NupanamMul He BIMSIET HAa HApYIIEHUE BHUMAHUSA, HO B HEKOTOPBIX CIIy4asiX MOTYT BO3HHMKATh
PEaKIuy, CBSI3aHHBIC CO CHUKEHUEM apTepUaIbHOTO JABJICHUS, OCOOCHHO B HaUaJIe TePAIMH WK
npu JA00aBJICHUU K MPOBOJUMON Tepamuu JpYyruX THIOTEH3MBHBIX IpenapartoB. B pesynbrarte
CIOCOOHOCTH YNPaBJIATh TPAHCHOPTHBIMU CPEJICTBAMU WIIH IPYTUMH MEXaHU3MaMU MOXKET OBITh

HapylleHa.
4.8. HexenarejbHble peakKnuu

Pesrome mpoduisg 6e3onacHoOCTH

Haubonee dYacTeIMH HeEXKeIaTEILHBIMU p€akuusiMHu, O KOTOPLBIX C006H_[3.J'IOCB, OBLIHU:
THUIIOKAJIMEMHUA, PCAKIIUN MMOBBIIICHHOM YYBCTBUTCIIBHOCTU, B OCHOBHOM ACPMATOJIOTMYCCKHUE, Y
ManucHTOB C MPEAPACIIOIOKCHHOCTBIO K AJNICPTUICCKUM U daCTMATUUYCCKHUM PCAKIUAM, a TAKKC

MaKyJIOnamnyJje3Has Chlllb.

TabanuHoe pe3IoMe HeXKeIaTeIbHBIX PeaKIIMi

YacToTa MOOOYHBIX peakiuil, KOTOpPbIE ObLIM OTMEUCHBI BO BpPEMs TEpalmuHl HHIANAMHUJIOM,
MPHUBEJICHA B BHJIC CIICIYIONICH rpafanuu: odeHb 4acto (>1/10); wacto (>1/100, <1/10); HewacTo
(=1/1000, <1/100); peaxo (=1/10000, <1/1000); ouens peako (<1/10000); yacroTa HEU3BeCTHA

(‘IaCTOTa HE MOET OBITh noacunTaHa 1mo JOCTYITHbIM ,Z[aHHBIM).

MedDRA
HexenatenbHble peakuun Yacrora
Kuacces! U cucremMbl OpraHos
ArpaHyonuTO3 OueHb penko
Annactuyeckas aHeMHs OueHb penko
Hapyenust co cTopoHbI KpoBU
I'emonutnueckas anemus OueHb penko
1 TUM(paTHYECKON CHCTEMBI
Jlelikonenust Ouensb penko
TpomMOoruTonIEHUS Ouens penko
IM'unepkanbuueMus OueHb penko
I'unokanuemust (cM. pasznaen 4.4) Yacrto
Hapymenus merabonusma u
I'unonarpuemust (cM. paszaen 4.4) Heuacto
MTATAHUS
I'mnoxnopemus Penxo
I'unomarunemus Penxo

11
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MedDRA O ITEQER El IBAJ T D Uo7
HexesaTenbHbIe peakunu Yacrora
Kuaaccsl 4 cucremMbl OpraHos
Bepturo Penxo
[ToBbillIeHHAsE YTOMIISIEMOCTD Penxo
Hapymenust co ctopoHnsl
TI'onosuas 6016 Penxo
HEPBHOM CHUCTEMBI
[Tapecre3ust Penxo
O6MopoK YacToTa HEM3BECTHA
Muomus YacToTa HEenM3BeCTHA

Hapyenust co cTopoHsl

OpraHa 3peHus

Heuertkoe 3penne

YacToTa HEH3BEeCTHA

Hapyuienue 3penust

YacToTa HEen3BeCTHA

OcTpas 3aKpbITOyTOJIbHAS IT1ayKOMa

YactroTa HEU3BECTHA

XOpHOHIATIbHBIN BBITIOT

YacToTa HEeM3BECTHA

Hapymenust co ctopoHnsl

cepaua

Aputrmus

OueHb penko

[Honumopduast xenyaouxoBas
TaxXUKaApIUs TUIIA KITUPYITH
(MOTEeHLMANIBHO C JIETAIbHBIM

ucxoaom) (cMm. pasaenst 4.4 u 4.5)

YacToTa HEeM3BECTHA

Hapymenust co ctoponsl

COCy0B

AprepualibHasi TUIIOTEH3HS

Ouensb penko

KenyiouHO-KUIIEYHbIE

HapyIeHHs

PBota Heuwacrto
TomHoTa Penxo
3anop Penxo
CyxocTb BO pTYy Penxo

[Tankpeartut

Ouens penko

Hapymenuns co ctopoHbl
TIEYEHU U KEITUEBBIBOISAIINX

yTen

Hapymenue pynkunu neyenu

OueHb penko

Bo3MO)HO pa3BuTHE IEYUEHOUYHOU
sHIe(aANONaTHH B CIIy4yae
MEYEHOYHON HEJOCTATOYHOCTH (CM.

paznenst 4.3 u 4.4)

YactoTa HEU3BECTHA

T'enatur

YacToTa HEM3BECTHA

Hapymienust co cTopoHbI KOXHU

U TIOJIKOXKHBIX TKaHe!

Peaxkuuu noBeIIeHHON

Yacro
YyBCTBUTEIBHOCTH
MakynonamnyJie3Has CblIlb Yacro
[Iypmypa Heuacto

12
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MedDRA

Kuaaccsl 4 cucremMbl OpraHos
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HeskenarenbHble peakuuu

Yacrtora

AHTMOHEBPOTUYECKUI OTEK

Ouenb penko

Kpanusnuna

Ouenb penko

Tokcuyeckuii dnuIepMaIbHbIA

HCKPOJIU3

Ouensb penko

Cungpom CruBeHca-/[>xoHcoHA

Ouenb penko

Bo3MmorxHOoe obocTpenue yxe
HMMEIOLLENCS OCTPO CUCTEMHOU

KpaCHOﬁ BOJIYaHKHN

YacroTa HEU3BECTHA

Peakiuu GpoTOUYBCTBUTETLHOCTH

(cMm. pasnen 4.4)

YacroTa HEU3BECTHA

HapymeHI/I;I CO CTOPOHBLI ITIOYCK

1 MOYCBBIBOAAIINX HYTCﬁ

IToueuynas HenOCTATOYHOCTh

OueHb penko

Hapymenust co ctopoHnsl
MBIIICYHOM, CKEJISTHON B

CO@HHHHTGHBHOﬁ TKaHHU

Cra3MBbl MBIIIII]

YacroTa HEU3BECTHA

Meleusas ¢iiabocThb

YacroTa HEU3BECTHA

Muanrus

YacToTa HEeM3BECTHA

PaGnomuonus

YacroTa HEU3BECTHA

Hapymenust co ctopoHnbl
pEnpOyKTUBHOW CUCTEMBI U

MOJIOYHBIX KCJIC3

OpekTuibHas TUChHyHKIUS

Heuacto

JlaGopaTtopHble 1

HHCTPYMCHTAJIBHBIC TAHHBIC

Y mmuenue uatepBana QT va DKI

(cm. paspensl 4.4 u 4.5)

YactoTa HEU3BECTHA

IloBbImIcHNE KOHIOCHTpanuu

TJIIOKO3bI B KpoBH (cM. pasaen 4.4)

YacToTa HEM3BECTHA

IloBbrmeHune KOHIOCHTpAuu
MOYEBOM KHCIOTHI B KpOBH (CM.

paznen 4.4)

YacToTa HEM3BECTHA

IToBEIIEHNIE AKTUBHOCTH

MEYEHOYHbIX (PEpMEHTOB

YacroTa HEU3BECTHA

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUM

B pamkax uccnenosanwii 11 u III da3el, cpaBHuBaronux nHIamamMua B 1o3uposke 1,5 mru 2,5 mr,

pe3yNbTaThl aHalu3a Kaius B IUIa3M€ KPOBU MPOJAEMOHCTPUPOBAIU J0303aBUCUMBIA 3(PPeKT

uHaamamMuyaa:

13
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e Humanamup 1,5 Mr: KOHUEHTpauus Kauus B nnaw KIEOBTEHEIl;'eIE ;4 "'onL/JI

HaOmonanack y 10% nanueHToB, W KOHIIGHTpAIUsl Kajus B IUIa3Me KpOBU MeHee 3,2
MMOJTb/T HaOMroAanacek y 4% nanueHToB yepes 4-6 Henenb mociie Havasna tepanun. [Tocne
12 Henmenb Tepanuu cpeAHEe 3HAYECHUE CHUIKEHUS KOHLECHTPALMM Kaius B IUIa3Me
cocrasisuio 0,23 MMOJIB/JI.

e Uupganamup 2,5 Mr: KOHIEHTpalus Kalusg B IUIa3Me KpOBH MeHee 3,4 MMOJIb/JI
HaOmoganack y 25 % ManueHToB, U KOHIICHTPAIM Kalus B IJIa3Me KpOBU MeHee 3,2
MMOJIB/1 Habmonanack y 10 % mamueHToB vepe3 4-6 Hemelb IMOC/IEe Hadajga TeparuH.
[Tocne 12 Henens Tepanuu cpeaHee 3HAUCHHE CHUKEHUSI KOHIICHTPALIUK KaJlus B TUIa3Me

cocrasisuio 0,41 MMOIIB/TI.

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKEIATSIBHBIX PEAKIUAX IOCIIe PETUCTPAIlluU
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecredeHrs HeMPEephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«oJb3a — PHUCK» JIEKAPCTBEHHOTO Mpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
CO00IIaTh O JIFOOBIX TOJI03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
4yepe3 HAMOHAIBHBIC CHCTEMBI COOOIICHHS O HEXENATeIIbHBIX PEaKIUsIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickasa ®@eoepayus

109012, r. MockBa, CraBsiHCKas IIoIIaab, 1. 4, ctp. 1.

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBHanzop)

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

OnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI

Nupanamu gaske B 04€Hb BRICOKUX 103ax (110 40 mr, TO ecTh B 16 pa3 Oosibllie TepaneBTUYECKON
JI03bI) HE OKA3bIBAET TOKCUYECKOTO JICHUCTBUSI.

[Ipu3Haku OCTPOro OTpaBIICHMS JIEKAPCTBEHHBIM MPENAPATOM B MEPBYIO OUYEpE/b CBSI3aHBI C
HapyIIeHHWEeM BOJHO-IJICKTPOJMTHOTO OanaHca (TUMOHATpueMus, TruNokamuemusi). U3
KIIMHUYECKUX CHMIITOMOB TE€PEI03UPOBKH MOTYT OTMEUYaThCsl TOITHOTA, PBOTA, apTepuaibHas
TUTIOTEH3USI, CYJIOPOTH, BEPTUTO, COHIIMBOCTD, CITYyTAHHOCTh CO3HAHMUS, TIOJINYPHS WU OJIUTYPUS

C BOBMOJXHBIM IIEPEXOA0OM B aHYPUTIO (BCJ'ICIICTBI/IC I‘I/IHOBOJICMI/II/I).
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JleueHune

Mepbl HEOTIOXKHOM IMOMOIIM CBOIATCS K OBICTPOMY BBIBEACHHIO MpenapaTa W3 OpraHu3Ma:
NPOMBIBAaHUE JKEIyAKa W/WIM Ha3HAUYEHUS aKTUBUPOBAHHOTO YINIA C  TOCIEAYIOUINM

BOCCTAHOBJICHUEM BOAHO-3JICKTPOJIUTHOI'O OajaHca B CIICHUAIM3UPOBAHHOM OTACIICHUH.

S. ®APMAKOJIOTHTYECKHE CBOMCTBA

5.1. ®apmakoauHAMH4YeCKHEe CBOICTBA

®dapMakoTepaneBTUYECKas TpymIa: TnypeTUKU; THA3U0M0A00HbIE JUYPETUKH; CYIb(POHAMU/IBL.

Koxg ATX: CO3BAI11

Mexanusm neiicTBus

WMHupanamMul OTHOCHTCS K MPOU3BOJHBIM CyJib()OHAMHIA C HHAOJBHBIM KOJBIIOM H TIO
(apMaKOJIOTUIECKUM CBOWCTBAM OJIM30K K THA3HUIHBIM JIUYPETHKAM, KOTOPbIE HWHTHOUPYIOT
peabcopOIrio NOHOB HATPHS B KOPTUKATHHOM CETMEHTE TICTIN HePpoHa.

HpI/I 9TOM YBCIIMYUBACTCA BBIACICHHUC ITOYKAMU MOHOB HATpuUA, XJIopa U, B MeEHbIIEH CTCIICHU,
HOHOB KaJIMd W Mar"Hus, 4YTO COHNPOBOXKIAACTCA YBCIMYCHUCM OUYypE3a UM TUIIOTCH3HWBHBIM

s dexrom.

dapmakognaamuyeckue 3P HeKTol

['unoreH3uBHOE ACCTBUE UHAATIAMUA, KAK U IPYTUX TUYPETHYECKUX CPEICTB, 00YCIOBIICHO:
® CHUXCHHEM COKPATUTEIHLHON CIIOCOOHOCTH COCYAMCTBIX TJIAJIKOMBIIICYHBIX KIIETOK 32
CYET U3MEHEHUs TpPaHCMEMOPaHHBIX HOHHBIX TOKOB, TPEUMYIIIECTBEHHO TOKA KaJIbIIHS;

e cTuMyiAnMed cuHTe3a npocrarnananHa PGE2 u npocranuxiuza PGI2, obnagaromero

COCYJOPACIIUPAIOIIM H AaHTUArPETAHTHBIM JEHCTBUEM.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

B xmunnueckux uccnepoBanuax Il u Il ¢a3 mpu ucnonp3zoBaHuM HHIAIAMHUAA B PEKUME
MOHOTEpAlUi B J103aX, HE OKAa3bIBAIONIMX BBIPAXKEHHOTO JUypeTHUeckoro 3d¢dexra, ObuI
MPOJEMOHCTPUPOBaH 24-4acoBOM TMIIOTEH3UBHBIN 3D PEKT.

AHTHUTUINIEPTEH3UBHAsl aKTUBHOCTh MHJANIaMHU/Ia CBSI3aHA C YJIYUYIIEHHUEM 3JIACTHUECKUX CBOMCTB
KPYMHBIX apTepUid, YMEHbBIIIEHHEM apTePUOIISIPHOTO U OOIIEro nepudepuyeckoro cocyaucToro
COTIPOTHUBIICHUS.

NHpanaMui yMeHbIIAET TUTIEPTPOPHIO JIEBOTO KEITyA0UKa.

B xopoTkux, cpeHel JUIMTENTbHOCTH U JOJTOCPOYHBIX UCCIIEIOBAHUSX C YYACTHEM MAIMEHTOB C

apTCpHaHBHOﬁ FHHCpTCHSHeﬁ ObLIO IIOKa3aHO, YTO MHAaIlaMHu:
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(NQCHEAQBATENRHOCTE 0007)
L4 HC BJIMACT HA IIOKA3aTCIIN JIMIIMAHOI'O OOMECHA, B TOM III/I iy EQHB TDI/IFJ'WIHebI/II[OB

XOJIECTEpUHA, JIMIIONPOTEHHOB HHU3KOW ITUIOTHOCTH ¥ JIMIIONPOTEHHOB BBICOKOU
IUIOTHOCTH;

e HE BIUSCT Ha TMOKa3aTeld OOMEHa yTJeBOJIOB, B TOM YHCIIE y MAIIMEHTOB C CaXapHBIM
nuadbeToM.

TuasugHple W TUA3UIONOAOOHBIC IUYPETUKH TPHU ONPEACICHHOW J03€ JOCTHUTAIOT IUIATO

TepaneBTUYecKoro 3¢¢dexkra, B TO BpeMs KaK dYacToTa MNOOOYHBIX 3((PEKTOB MpoaoIKaeT

YBEIIMYMBATHCS TPH  JAIbHEHIIEM TMOBBINICHUU J103bI Tpenaparta. [lodTomMmy He ciemyer

YBEJIMUUBATH JI03y Tperapara, eclid Mpyu MPUMEHEHUH PEKOMEHIOBAHHOW N103bI HE JOCTUTHYT

TepaneBTHYECKUI 3 DeKT.

52. ®apMakoKHHeTHYEeCKHE CBOMCTBA

Abcopbdoyus

buonocrynaocts naaanamuna — 93%.
MakcumanbHO# KOHIIEHTpaluu B mia3me KpoBH (Tmax) mpenapart gocturaet uepe3 1-2 yaca nocie

NepOPaTLHOTO MpUeMa OJHOKPATHOM 03B 2,5 MT.

Pacnpeoenenue

Oxkono 75% mnpenapara cBsi3bIBacTcsl ¢ OenkaMu Iula3mbl KpoBH. llepunosn mosyBbIBeneHUs
npenapara coctasisierT 14-24 yaca (B cpennem 18 dacos).

[Tpu perynsipHOM npueme mnpenapaTa paBHOBECHas! KOHIIGHTPALUS WHAANIaMKJIa B I1a3Me KPOBU
yBeIU4MBaeTCs (IO CpPaBHEHHIO C OJHOKpPATHBIM IpueMoM). Bmecte ¢ Tem, IOCTHrHYyTOE
pPaBHOBECHOE COCTOSIHME€ COXpaHAETCS B TEYEHHE JUTUTEIBHOTO TEepuoJia BpPEMEHH,
CBHUIACTCIIBCTBYS O TOM, 4YTO HOBTOpHLIfI IIpuEM Ipcrapara HEC COINPOBOKIAACTCA HAKOIIJICHUECM

HHJAallaMHuJia B OpraHnu3Me.

InumunHayus

Wupanamu BRIBOJUTCS B BHJIE€ HEAKTHBHBIX METa00IHMTOB B OCHOBHOM moukamu (60-80 % ot
BBEJICHHOMU JI03bI).

He Gonee 5 % wnganamua BEIBOAUTCS U3 OpraHW3Ma ¢ MOYOW B HEM3MEHEHHOM BHJIE.

Tayuenmui ¢ HapyweHnuem (,bVHKuMM nouyexK

V manueHToB C IIOYeYHOM HEAOCTaTOYHOCTHIO (I)apMaKOKI/IHCTI/I‘{CCKI/IC CBOMCTBa HHJAaNaMHUIa HE

U3MEHAIOTCA.

5.3. /laHHBbIE N0 JOKJIMHUYECKOIi 6e30MacHOCTH
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(noc OB HOC TR Q007
HUccnenoBanuss nmHpamaMuaa HE IOKa3ald MYTaFeHHBI')I(_I nnp;I MDJQMF CJOﬁCTBZ [Tpu

IEPOPAJIbHOM  BBEACHMM  HHAANaMHMIa B  MaKCUMalbHBIX  [03aX  (IPEBBILIAIOIIMX
tepaneBTHueckyto B 40—8000 pa3) pa3sHbIM BUAAM SKUBOTHBIX BBISBICHO YCHIIEHHE
JMYpEeTUYecKoro eiicTBus npenapara. B uccinenoBanusx ocTpoil TOKCHYHOCTH MHAAIAMKJIA TIPU
€ro BHYTPUBEHHOM MWJIM MHTPAlEPUTOHEATbHOM BBEJAECHUU OCHOBHBIE CHMIITOMBI ObUIN
00ycIOBIIeHBI ero (papMaKoJIOTHUYECKON aKTHMBHOCTBIO, HApUMEp, OpaJMITHOd U PACIIMPEHHE
nepupepuIecKux cocyzoB.

B wuccnenoBaHusiX penponyKTUBHOM TOKCHMYHOCTH HE BBISBIEHO 3MOPHOTOKCHYECKOIO U
TEpaTOreHHOT'O JIeHCTBHUSL.

He BBIsIBIICHO BO3ACHCTBHSI HA PEMPOAYKTUBHYIO (QYHKITUIO y KPBIC 000€ro moJa.

6. ®APMAIEBTUYECKHUE CBOHMCTBA
6.1. IlepeueHb BCIIOMOraTeJbHBIX BElIECTB

e JlakT03bI MOHOTHAPAT

e  KyKypy3HbIil Kpaxmai

e  Marnus creapat

e [TloBunmon

e Taibpk

I1nenouHas 000JI0UKA:

e [muuepon

e  Makporoun 6000

e  Marnus creapat

e [unpomemiosa

e Harpus naypuncyibdar
e Turana nuokcup (E171)

e  bBenplil MUeInHBIA BOCK

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHoctH (CpoK XpaHeHHs1)

5 mer.

6.4. Oco0bie Mepbl MPEeI0CTOPOKHOCTH NMPH XPAaHEHHH

XpaHuTb 1pu TeMiieparype He Boime 25 °C.
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. L
6.5. Xapakrep u coaepraHHe NEPBUYHOIA 11211(01;1&;|

[To 30 Tabnerok B ymakoBke sueiikoBoil KoHTypHOM/Ommcrepe (IIBX/Am). Ilo 1 ymakoBke
SYEHKOBOM KOHTYPHOI/OIMMCTEpY BMECTE€ C WHCTPYKIMEW IO MEIUIIMHCKOMY HPUMEHEHHIO

MOMEIIAIOT B KAPTOHHYIO MauKy ¢ KOHTPOJIEM MEPBOr0 BCKPHITUSA (TIPU HEOOXOJUMOCTH).

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTHM NPH YHUYTOKEHHMH HCIOJIbH30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenaparta WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIyJISAUMHU C PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

«Jlaboparopuu Cepsbey / Les Laboratoires Servier

92284 dpannus, Cropen Cenekc, yi. Kapuo 50 /50, rue Carnot, 92284 Suresnes Cedex, France

7.1. IlpeacraBuTeb AepsKaTesisi pETHCTPAMOHHOIO YI0CTOBEPEeHUs!

[Iperen3uu norpeduTeNe HAIPABIATE 110 aAPECY:

Poccniickas @enepanys

AQO «CepBbe»

Anpec: 125196, r. Mocksa, yn. JlecHas, nom 7, atax 7/8/9
Temn.: +7 (495) 937-0700

dakc: +7 (495) 937-0701

DJ1. moura; Servier.russia@servier.com

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

9. JIATA IEPBUYHOM PETUCTPAIIAM (IIOJATBEPKJIEHUS PETUCTPAIINN,
INEPEPETUCTPAIIN)

10. JATA NEPECMOTPA TEKCTA
OO0mrast XapakTepHCTUKa JEKapCTBEHHOTO Mpenapata Apu¢oH JOCTyIHA HAa MHPOPMALMOHHOM

nopraje EBpa3HﬁCKOTO 9KOHOMHUYECCKOIo COor3a B I/IH(I)OpMaI_II/IOHHO-KOMMyHHKaHHOHHOﬁ CETHU

«Hurtepuer» https://www.eec.eaeunion.org.
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