COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 18.09.2025 N= 23535

OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Wunanamun, 2,5 Mr, KancyJisl.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JlelicTByro1Iee BEMIECTBO: UHAANIAMHU/I.
Kaxpnas kancyna conepur 2,5 Mr uHanaMmujaa.

BcnomorarenbHbIe BelecTBa, HATUYHE KOTOPBIX HAJO0 YYHTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapara: Jiaktosa (cm. pasuen 4.4.).

[TonHbIi epevYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynbl.
TBepable kenaTuHOBbIE Karcybl Ne 3; Kpbllieuka roiay0oro 1Bera, Kopiyc 6e1oro 1Bera.

ConepxuMoe Karcys — MOpoIIoK OeI0ro Uitk 0eJI0ro ¢ KpeMOBaThIM OTTEHKOM I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

[Ipenapat Munanamuy nokasas Ui JIEYEHUs apTepUAIbHON THIIEPTEH3UH Y B3POCIIBIX.
4.2. PesxuMm 103MpOBaHus U cNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

ITo 1 kancyne 1 pa3 B CyTKH, NPEANOYTUTENBHO YTpoM. [IpH JedueHnu naiueHToB ¢ apTepuanbHON
TMIepTEeH3MeN J03a Ipemnapara He JO0JDKHA NpeBblIaTh 2,5 MI/CyTKH (yBEJIHMYEHHE pHUCKa
HEeXeJIaTeNIbHBIX PeaKIuii 0€3 yCHICHHs] aHTUTUTIEPTEH3UBHOTO P (deKTa).

Oco0nIe T'PYIIIBI HATWMCHTOB

Hauueﬁmbz nooaicus10co so3pacma

VY NOXWIIBIX MALUMEHTOB CIEAYET KOHTPOJIMPOBATh COJEP)KaHUE KpeaTMHUHA B IJIa3M€ KPOBHU C
y4eTOM BO3pacTa, Macchl Tena W noia. JlekapcTBeHHbIN npenapar MuaanaMug MOKHO Ha3HA4aThb
MOXKUJIBIM TalMeHTaM C HOPMalbHOM (yHKUIMEH MOYeK WM TOJbKO € MHHMMAJIbHBIMHU €€
HapyIIEHUSIMH.

Iayuenmul ¢ Hapywenuem Qyukyuy novex

[IpuMeHeHre NPOTUBOIOKA3aHO MAlMEHTaM C TSDKEJION MOYEYHOW HEIOCTATOYHOCTBIO (KIMPEHC
kpeatnanHa MeHee 30 mur/muH). TwasumHbie W THA3UAONOJAOOHBIE JAUYPETHUKH B TIOJHON Mepe
3¢ (}HEeKTHBHBI TOJBKO Y MAlMEHTOB C HOPMAaJIbHOW (YHKIHEH MOYeK WM MHUHUMAIBHBIMU €€
HapyUICHUSIMU.
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Ilayuenmul ¢ Hapywenuem Qyukyuu nevenu

[IpumeHeHne MPOTUBOIOKA3aHO MALMEHTAM C TSKEJION IeYEHOYHOW HEJJ0CTaTOUYHOCTBIO.
eTu

besomacHocth ¥ A (GEKTUBHOCTh NPUMEHEHUS WHAANAMUAA y JETed © TMOAPOCTKOB HE
YCTaHOBJEHBL. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BuyTpsb.

4.3 IIpoTBONOKA3aHUA

- I'unep4yBCTBUTEIBHOCTh K JIEHCTBYIOIIEMY BEILECTBY, APYTUM IPOU3BOAHBIM CyJlIb(hOHAMHIIA
WM TI0OOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB MIperapara, yKa3aHHbIX B pazzaene 6.1.

- Tsxenas modeyHasi HEIOCTATOYHOCTH (KJIMPEHC KpeaTuHUHA MeHee 30 MJI/MUH).

- [TeueHounas 3HIIEDATONMATHS WK TSHKEIOE HApyIICHUE (QYHKITUH ITCUCHH.

- ['unokanuemus.

- TlarieHTHI ¢ HEMEPEHOCHMOCTRIO TaJTaKTO3bI, MOJIHOM JIAKTa3HOW HEJO0CTATOYHOCTHIO, TIIFOKO30-
raJIaKTO3HOHN MabaObCcopOIuei.

- bepemennocts (cMm. pasnen 4.6.).
- Jlerckuii Bo3pact 110 18 mer.

KoMOuHammu ¢ mpernapaTaMu JUTHS HE PEKOMEHIYIOTCS K IpUMEHEHUIo (cM. pazzaen 4.5.).
4.4. OcoOble yka3aHUs U MePbI PEI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

Hapymenust ¢yHKIIMM TEUEHU W TOYEK JIETKOM HIIM YMEPEHHOH CTENeHU TKECTH, HApyIICHUs
BOJHO-3JIEKTPOJIUTHOTO OajnaHca, MPUMEHEHHE Yy MAllMEeHTOB ¢ yBelIUYeHHbIM MHTepBaioM QT Ha
anekTpokapauorpamme (OKI'), mnpuMeHeHue y UCTOMIEHHBIX MAIMEHTOB, Yy MaIlMEHTOB,
MOJTYYaIOIUX OJTHOBPEMEHHYIO TEPAIUIO C MpernapaTamu, KOTOPbIE MOTYT YBEJIMUMBATH MHTEPBAI
QT, coueranHas Tepamus JE€KapCTBEHHBIMHU MpenapaTraMu, CIIOCOOHBIMH BBI3BaTh MOTUMOP(HHYIO
KCIIYJOYKOBYIO TaxXUKapaAnto THUIIa «IIUPYIT», npemnapartamMu JINTHA, JICKApCTBCHHBIMU
npernapaTamu, ClIOCOOHBIMU BBI3BIBATh TUIIOKATHEMHIO HIIM CEPJICYHBIMU TTTUKO3UIAMH (CM. pa3aen
4.5.), mnepudepuyeckue OTEKHM WM aClUT, WIIeMHUYecKas OOJIe3Hb Ccepila, CcepiaeyuHas
HEJ0CTaTOYHOCTh, TUIIEPIapaTUPE03, CaXapHbIi AUA0ET, THIIEPYPUKEMHS U TTO/Iarpa.

Oco0ble VKa3aHusg

Hapywenus ¢pynxyuu nevenu

[Ipy Ha3HaueHUM THUA3UIHBIX M THUA3HUJONOJOOHBIX JUYPETUKOB Yy MAIMEHTOB C HApYyIIEHUSMU
(GyHKIMU TIeYeHH, OCOOEHHO B Ciydae HapyIIEHUS BOJHO-3JEKTPOJIUTHOrO OanaHca, BO3MOXKHO
pa3BUTHE MEYEHOYHOM HHIleaonaThuy, KOTopas MOKET MPOrpecCUpoBaTh A0 MEYEHOYHONH KOMBI.
B 5T0OM cityuae npremM IHypETUKOB CIEAYET HEMEIJICHHO IPEKPATUTb.

Peaxyuu pomouyscmeumenvrocmu

Coo01manoch 0 cay4asx pa3BUTHs peakiuid (pOTOUyBCTBUTENLHOCTH HA (DOHE TIpHeMa THA3UIHBIX U
THA3UJOMONOOHBIX  auypeTukoB (cM. pazgen 4.8.). B cmywae pa3BuTusi  peaxiui
(OTOYYBCTBUTENIHHOCTH HA ()OHE TIPHEMa JIEKAPCTBEHHOTO TpermapaTa PeKOMEHIyeTCs PEeKPaTUTh
nedeHue. Ecnyu MOBTOpHOE HA3HAYCHHWE IUYPETHKA MPHU3HAHO HEOOXOIUMBIM, PEKOMEHIYETCS
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Mephl IPeaOCTOPOKHOCTU IPH MPUMEHEHUH

Boouno-snekmponrumnuiii 6aranc

COOGD.?!CGHM@ UOHOB Hampus 6 niasme Kposu

Jlo Hayana nedeHus: He0OOXOAUMO OMPEIETUTh KOHIIEHTPAIIMI0 HOHOB HATpUs B I1a3Me KpoBu. Ha
doHe mpuema mpernapara CleQyeT PeryjasipHO KOHTPOJIUPOBATH 3TOT IMOKazareiab. HeoOxomum
MOCTOSIHHBIM KOHTPOJIb KOHIEHTpPAllMd HMOHOB HATpHs, TaK KaK IIE€PBOHAYAJIBHO CHIKCHHE
KOHIIEHTPAllMd HOHOB HATpUs B IJIa3M€ KPOBH MOXKET ObITh OeccMMNTOMHBIM. bonee wactblit
KOHTPOJIb KOHIICHTPAllMM HOHOB HATPHUsl IOKa3aH NalMEeHTaM C LHUPPO30OM MEUYEHH U JIMLaM
MOKIIIOTO Bo3pacta (cM. pazzaensl 4.8. u 4.9.).

JIro60#1 nuypeTuyecKkuii mpernapaTr MOXET BbI3BIBaTh TMIOHATPUEMHIO, MPUBOISIIYI0O WHOTAA K
KpalHe TSHKEJIbIM IIOCIEACTBUSIM.

['unonaTpueMuss B COYETAaHUM C TUIOBOJEMHUEM MOIYT OBbITh NPUYUHOW O0OE3BOKMBAHUSA U
OpPTOCTAaTUYECKOW IMIIOTEH3UU.

ConyTcTByIOlee CHUKEHUE KOHIIEHTPALMM MOHOB XJIOpa B IUIa3Me€ KPOBH MOXET MPUBOAUTH K
BTOPUYHOMY KOMIIEHCATOPHOMY METa0O0JIMUYECKOMY aJKalo3y: 4acToTa pa3BUTHS U CTENEHb
BBIPAKEHHOCTHU 3TOT0 3P (eKTa He3HAYUTEIbHBI.

Canﬁ.?fCGHue UOHO6B KAJlusd 6 niasme Kposu

[Tpu Tepanuu THA3UIHBIMH W THA3HJIOTOJOOHBIMH JHYPETHKAMH OCHOBHOHM PHCK 3aKJIIOYAaeTCS B
CHIDKCHUU KOHIICHTpAIMM KaJusg B IUTa3ME€ KPOBU M PA3BUTUM THIOKaTueMHuH. [ Wmokamuemus
MOXET BBI3bIBATh MbIIIEYHbIC HapyIieHus 1. Coo0IIanoch 0 ciry4asx pabJoMUon3a, B OCHOBHOM Ha
done TsKenod rumokamuemMuu. HeoOxoauMo TpenoTBpamiaTh  pa3BUTHE THUIMNOKATUEMUU
(<3,4 MMOIB/N) y MAaMEHTOB TPYMIBlI IMOBBIMICHHOTO PHCKA: TAIMEHTOB IOXKUJIIOTO BO3pPACTa,
WCTOIIEHHBIX W/WJM TONYYaIoUIMX COYETAaHHYI0 MEIWKAMEHTO3HYI0 TEepanui, MalHeHTOB C
UPPO30OM TIECUCHH, TIepUPEPUIESCKIMHU OTEKaMH M aCIUTOM, MAIUEHTOB C UIIEMUYECKON 0O0JIE3HBIO
Cep/illa W CEepAEeYHON HEeIOCTaTOYHOCThIO. [Mmokanmemuss y OSTHUX MaIlMEHTOB YCHUIIMBAET
KapJIMOTOKCUYHOCTh CEPJCYHBIX TTTUKO3UIOB U MOBBIIIAET PUCK PA3BUTHUS aPUTMUH.

[TanmenTsl ¢ yBenuueHHbIM uHTepBaioM QT, Kak BpOXAEHHBIM, TaK W BBI3BAaHHBIM
JIEKAPCTBEHHBIMH IIpErapaTaMy OTHOCATCS K TPyIIIE PUCKA.

I'unokanuemus, Takxke, Kak ¥ OpaJuKapaus, sIBJISETCS COCTOSHHUEM, CIIOCOOCTBYIOIIUM Pa3BUTHIO
TSOKEJIONW apUTMHM, B YACTHOCTH, MOJMMOP(HON KEeNyAOYKOBOM TaXWUKApAMM THIA «IIHPYIT»,
KOTOPAasi MOKET IIPUBOAUTH K JIETAIIBHOMY UCXOLY.

Bo Bcex onmucaHHBIX BbIIIE CIIy4asiX HEOOXOIUMO KOHTPOJIUPOBATh KOHIIEHTPAIUIO Kalus B IJIa3Me
KpoBH, Oosee yacTo, yeM oObIYHO. [lepBoe M3MepeHue KOHLEHTpAalMM HMOHOB Kajlus B KPOBU
He0o0X0IMMO MPOBECTH B TEUEHUE TIEPBOM HEIETN OT Hayaia JeUeHus.

BrisiBienHas runokanueMusi TpeOyeT KOppeKIMH. [ MIokaaueMus, BBISIBICHHAs B COUYETAHHUU C
HU3KOW KOHIEHTpalrel MarHus B CHIBOPOTKE KPOBH, MOXKET OBITh YCTOMYHMBOW K JIEYEHUIO, ITOKA
He OyJleT CKOPPEKTUPOBaH YPOBEHb MarHusi B CHIBOPOTKE KPOBH.

Codepofcaﬂue MAcHUA 8 niaasme Kpoeu

briio IIOKa3aHO, 4YTO THAa3HUAHBIC U TI/IaSI/II[OHOI[O6HBIC AUYPCTHUKH, BKIIIOYasds HWHAAIIaAMUMN,
YBCIIUYUBAIOT OKCKPCIIUIO Mardusd € MO‘-IOI7[, 4YTO MOXKET NPUBECTU K THIIOMAarHu€MHnuu (CM. pasacinbl

4.5.14.8.).
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CO()GDD/CGHMQ Kajibyusa 6 niasme Kposu

(CMEPTHOMY OTUETY

TuasuaHple U THA3UAONOIOOHBIE TUYPETHKH MOTYT YMEHBIIATH BHIBEICHUE KAIBIHMS MOYKAMH U
MPUBOJIUTh K HE3HAYUTEIbHOMY W BPEMEHHOMY IOBBIIICHHUIO KOHILIEHTPALUU KaJblUs B IJIa3Me
KpoBU. VcTHHHAS TUIMEPKATBIIMEMHS MOXKET OBITh CIEACTBHEM paHee HE JMAarHOCTUPOBAHHOTO
rurneprapaTupeosa.

Cnemyer mNpeKpaTuTh TpPHEM JAHYPETHUYECKUX IMIPErmapaToB TMeEpell HCCIeA0OBaHUEeM (YHKITUU
[1apallUTOBUIHBIX JKEJIE3.

Codepofcayue 2/IIOKO3bl 6 njiasme Kposu

Baxno KOHTPOJUPOBATh KOHLOCHTPALIUIO T'JIFOKO3bI B KPOBU Yy IMAIIMCHTOB C CaXapHbIM ,I[I/Ia6CTOM,
0COOEHHO IIpU HAJIMYHUU TUIIOKAJIUCMUH.

Mouesas kuciroma
VY nanueHToB ¢ TUNEPYPUKEMUEH MOXKET YBEJIIMUMBATHCS PUCK PA3BUTHUSI PUCTYIIOB MOJIArPHI.
Juypemuueckue npenapamel u QyHKkyus novex

TuasuaHble ¥ THA3UIOTIOJOOHBIC TUYPETHKH YPPEKTUBHEI B IMOJTHONH Mepe TOJIBKO Y MAIlCHTOB C
HOPMaJIbHOW WM HE3HAYUTENHHO HApyIIEHHOW (YHKIMEH mnouyek (colaep)kaHue KpeaTMHUHA B
I1a3Me KPOBHU y B3POCHBIX JHI HuKe 25 Mr/n wim 220 MKMOJB/T). Y MAaIHEHTOB IOXHIOTO
BO3pacTa HOPMAaJbHBIM YPOBEHb KpEeaTHHHHA B TJIa3ME KPOBU PACCUUTHIBAIOT C YYETOM BO3pacTa,
Macchl TeNa U moJa.

Crnenyer yuuThIBaTh, YTO B Hadyaje JIEYEHUS Yy IALMEHTOB MOXKET HaOJIOJaTbCs CHUIKEHUE
CKOPOCTH KIIyOOYKOBOH (HIIBTpaLluH, 0OYCIIOBIEHHOE THIIOBOJIEMHEH, KOTOpasi, B CBOIO OYepelb,
BbI3BaHa IOTEpPEe BOABI M MOHOB HaTpus Ha (oHe mpuema IAUypeTHdecKux mnpenaparoB. Kak
CIIEJICTBUE, B IUIa3ME KPOBH MOXET YBEJIUYMBATHCS KOHILIEHTpAIMsi MOYEBUHBI U KPEaTHHUHA.
Takass TpaH3uTopHas (GYHKIHMOHAJIbHAs IOYEYHAs HEJAOCTAaTOYHOCTh HE HMEET KIMHUYECKOTO
3HAYCHUs Yy TMAIUCHTOB C HOPMAJIbHOW (YHKIMEH I0YeK, OJHAKO MOXKET YCYTyOIsTh yiKe
MMEBLIYIOCS 10 HavyaJla JICUEHUS TIOYEUHYIO HEOCTaTOYHOCTb.

Cnopmcmenul

CnoptcMeHaMm cieyeT oOpaTUTh BHMMaHHE Ha TO, YTO JIEHCTBYIOLIEE BEIIECTBO, BXOJSIEE B
COCTaB JIEKapCTBEHHOrO mpemnapara MHaanmaMu, MOKET JaBaTh ITOJIOKUTEIBHBIM pe3ybTaT IpPH
IIPOBEACHUU JONUHI-KOHTPOJIA.

Xopuoudaﬂbublﬁ 6blnom, ocmpdaslt MUONUAL U 6MOPUUHAA 3AKPbLMOY2O0JTbHAS clAYKOMA

Cy.]'IB(l)OHaMI/I,Z[BI WM HUX TMPOU3BOAHBIC MOI'YT BbBI3bBIBATH HUIAUMOCHUHKPAZUYCCKYIO PCAKIULO,
MNPUBOJAIIYIO K Pa3sBUTHUIO XOPUOWAAJIBHOI'O BBIIIOTa C He(l)eKTOM IoJIs1 3pCHUA, HpCXO}ISIHICfI
MHUOIIUN H OCTpOﬁ BaKpLITOYFOHBHOﬁ IIayKOMBI. CuMOTOMBI BKIIOYAIOT CHIKEHHE OCTPOTHBI
3pCHUA UIIN 00JIb B Ija3zax ¢ OCTPBIM Ha4daJIOM U OOBIYHO BO3HUKAIOT B T€UEHUE HECKOJIBKHUX YacOB
HJIX HEACIIb ITOCJIC Havalla IIpueMa Iperapara.

[Ipu OTCYTCTBUM JI€UEHHUS OCTpasi 3aKPbITOYTOJIbHAS TJIAyKOMa MOYKET NMPUBECTH K HeoOpaTHUMOM
notepe 3peHus. HauanbHas Tepanus 3akiIt04aeTcsi B MaKCUMaJIbHO OBICTPOM OTMEHE Mpenapara.

Ecnu BHyTpHIUIa3HOE aBJIEHUE OCTAETCS HEKOHTPOJIUPYEMBIM, MOKET IOTPEOOBATHCS HEOTIIOKHOE
MEIUKAMEHTO3HOE JICUEHHUE WIIM XUPYPIMUECKOe BMeEIIATeNbCcTBO. DakTopaMu pUCKa pPa3BUTHUSA
OCTPOM 3aKPBITOYTOJIbHON I1ayKOMBI MOTYT OBITh aJllIeprUuecKue peakluy Ha CylIb(OHaMUbI TN
IIEHULIWIJIMH B aHAMHE3eE.

BcrnoMmorarensHble BElIeCTBA

[Ipenapar Mupanamuy cOOEpKUT JIAaKTO3bl MOHorujpar. Ilanuentam ¢ peako BcTpedaromencs
HACJIE/ICTBEHHON HEMEePEeHOCUMOCTBIO TalaKTO3bl, IMOJHOW JAKTa3HOM HEIOCTaTOYHOCTBIO HIIU
IJII0K030-TaJIaKTO3HON MaiibabcopOluelt He ciieyeT MIPUHUMATh 3TOT Ipenapar.
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4.5. B3aumopgeiicTBHe ¢ [PYrHMH JIeKApCTBEHHBIMH '%&JEQ&%TWE&M}J&' 'lmzlrI I

B3aNMOIeHCTBUA

KOM6I/IHaHI/II/I, HE PCKOMCHAYEMBIC K ITPUMEHCHUTIO

IIpenapamul iumus

[lpu onHOBPEMEHHOM NPUMEHEHHH HWHAANAMUAA M TPENaparoB JWTHSA, TakXke, Kak W MpU
COOJTIOICHUH OECCOJICBOU JMEThI, MOXKET HAOJIFO1aThCSI MOBBIIIICHUE KOHIICHTPAIMH JIUTHS B TIa3Me
KPOBH BCJICJICTBHEC CHIDKCHHS €r0 OSKCKPELUH, COMPOBOXKIAONICECS MOSBICHUEM IMPU3HAKOB
nepeno3upoBku. [Ipu HEOOXOMMMOCTH TUYpPETHYECKHE MperapaThl MOTYT OBITh MCIOJIH30BaHBI B
COYETAHUU C MpenapaTaMu JIMTHS, IPU 3TOM CIIEAYET TIIATSIbHO KOHTPOJIUPOBATh KOHIICHTPAIIUIO
JUTHS B IJIa3ME KPOBU M COOTBETCTBYIOIIMM 00pa3oM MOI0MPATh J03y Mpernapara.

KOM6I/IHaHI/II/I, TDC6VIOH_II/IC OpEeaOCTOPOKHOCTHU

Jlexapcmeennvie npenapamuvl, cnocoOHbvle 6b136amMb NOIUMOPPHYIO HCETYOOUKOBYIO MAXUKAPOUIO
Muna «NUPy3my, 8K0YAs, HO He 02PAHULUBASACD:

- AaHTHAPUTMHUYCCKHE JICKAPCTBCHHBIE TIpermapaTsl [A kiacca (Harpumep, XUHUIWH, THAPOXUHUINH,
nu3onupamu, npokanHamun) u IC knacca (pnexaunun);

- aHTUApUTMUYECKUE JieKapcTBeHHble mnpenapaTsl III knacca (Hanpumep, aMHOAApPOH, COTAJIOJ,
noderunua, nOyTuIKI, OpeTUIns TO3WIAT, IPOHETAPOH);

- HEUPOJIENITUKU:

- (heHOTHA3MHBI (HapUMeEp, XJIOPIPOMA3KH, UAMEMA3UH, JICBOMEIPOMAa3UH, THOPHIA3HH,
Tpudyonepasut, piaydenasun);

- OeH3zamu bl (HapUMep, aMUCYJIIBIIPHI, CYJIbTOIPHI, CYIbIIUPU, THAIPU);
- OyTupodeHOHBI (HarpuMep, APOTIEPHUIOI, TATIOTIEPHION);
- Ipyrue HeWposenTUKY (HanpuMep, MMMO3U, CEpTHHIIOMN);

- AHTUACTPCCCAHTBI: TPHUUHUKIMYCCKUC AHTUACTIPCCCAHTHI, CCIICKTUBHBLIC I/IHFI/I6I/ITOpI)I O6paTHOFO
3axBaTa CECPOTOHUHA (I_[I/ITaJ'IOHpaM, BCI_II/ITaJ'IOHpaM);

- aHTHOAKTEpHAIbHBIE CPEICTBA:  (PTOPXUHOJIOHBI  (JI€BO(DIOKCAIMH, MOKCU(]IIOKCAIIVH,
cnapdmokcald, MUIPOQIOKCAIINH); MAKPOIUAbl (IPUTPOMHUIIMH NPU BHYTPUBEHHOM BBEJICHUH,
A3UTPOMUITNH, KIIAPUTPOMHUITIH, POKCUTPOMHMIIMH, CITUPAMUIINH ), KO-TPAMOKCA30J;

- TPOTHUBOTPHOKOBBIE CpPEACTBA psAAa a30J0B (BOPUKOHA30J, HMTPAKOHA30Jl, KETOKOHA30ll,
(baykoHa30m);

- MPOTUBOMAISIPUNHBIE CPENICTBA (XUHUH, XJIOPOXUH, Me(pIIoXuH, ranodanTpuH, TymMeanTpuH);
- aHTHAHTUHAJIbHBIE CPEJICTBA (PaHOJIa3HH, OCTIPUIII);

- TMPOTHUBOOIYXOJEBBIE TMpenaparbl U UMMYHOMOIYIATOPHI (BaHAETAHUO, MBIIIbSIKA TPUOKCHII,
OKCAJIUIUJIATHH, TAKPOJIUMYC, AaHATPETU);

- IPOTUBOPBOTHBIE CPEACTBA (OHIAHCETPOH);
- CPE/ICTBA, BIMSIONINE HA MOTOPUKY KEJTyAOYHO-KUIIEYHOT O TpaKTa (IU3anpu/l, TOMIEPUIOH);
- aHTUTUCTAMUHHBIE CPEICTBA (ACTEeMU30, Tep(heHaIuH, MU30JIACTHH);

- Tpoure AaKTUBHBIC BEIIECTBA: HANpuUMep, TMEHTAaMHIWH, aAu(eMaHuld, BUHKAMUH TpHU
BHYTPUBEHHOM BBEJIEHWHU, Ba3OINPECCHH, TEPIUIPECCHH, KETaHCEPUH, MpoOyKomd, mpornodor,
ceBouIypaH, TEPOAUIINH, LIUJIOCTA30J1, METa/10H, ACTEMU30JI, Tep(PeHaTuH.

[ToBbIlIeHNE pUCKa Pa3BUTHS HKEITYJOUYKOBBIX apUTMHUN, 0COOEHHO MOJUMOPGHON KeyT0UYKOBOU
TaxUKapIuu THMNA «IUPYIT» (PaKTop pUcKa — TUIIOKATHEMHUS).
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IpernapaTamMu CJIE€QyeT NPOBECTH MCCIEAOBAHUE C LEJIbI0 BBIABICHUS TUINOKAIMEMUU W TpU
HEOOXOJMMOCTH TPOBECTH Koppekiuioo. HeoOXoaum KOHTPOJIb KIMHUYECKOTO COCTOSHUSA
NalUeHTa, KOHTPOJIb YPOBHS IEKTPOJIUTOB IJIa3Mbl KpoBH, Nokazareneid DKI .

VY nanueHToB ¢ TUIOKaduMeMuedl HeoOXOAMMO NPHUMEHSTh IpenapaThl, HE BbI3bIBAIOILUE
MOJUMOP(HYIO JKEITYA0UKOBYIO TAXUKAPIHIO TUIIA «ITHPYITH.

Hecmepouonvie npomusosocnanumenvhvle npenapamol (npu CUCMEMHOM HA3HAYEHUU), BKIIOYASL
cenekmuseHvle UHeUOUMOpwvl yukiookcueenaswvl-2 (LJOI-2), evicokue 003bl ayemuicaruyuioson
Kucaomsl (= 3 T/CYyTKH)

B03MOXHO CHIM>KEHHE aHTUT HUIICPTCH3UBHOI'O I[CﬁCTBPISI uHaamamMuaa.

Y 00e3B0OKEHHBIX MNAI[MEHTOB CYLIECTBYET PUCK Pa3BUTHUSL OCTPOM MOYEYHOM HEAOCTATOYHOCTHU
BCJIC/ICTBUE CHIDKCHUS KIyOoukoBoW ¢uibrparnuu. [larmmenTam HE0OXOIUMO KOMIIEHCHPOBATH
MOTEPIO KUAKOCTU U B HaYaJIe JICUEHUS TIIATEIbHO KOHTPOJIUPOBATh (PYHKIIUIO TOYEK.

Uneubumopul aneuomensun-npespawaroujeco gpepmenma (AIPD)

Haznauenue unru6buropo AIID mnamueHtaM ¢ HW3HAYaJbHO CHM)KEHHOW KOHIEHTpalKMed HOHOB
HATpUSI B KPOBU CONPOBOXKIACTCS PHCKOM BHE3AITHOM apTepUaTbHOW TUIIOTEH3WW W/MIM OCTPOU
MIOYEUHOW HEJI0CTaTOYHOCTH (B YACTHOCTH, ALIUEHTaM CO CTEHO30M [TOYEUHOM apTepun).

[TarentaM ¢ apmepuanvholi  eunepmensueli W BO3MOXKHO  CHIDKCHHOM,  BCJICJCTBHE
NPEAIECTBYIONIET0 MpUeMa TUYPETHKOB, KOHIICHTpAIMCH HMOHOB HATPUsS B IUIa3Me€ KpPOBHU
HE00X0aUMO:

- 32 3 mHA A0 Hadana JjedeHuss uHruourtopom AIID mpekparuth npuem amypeTvka. B
JNaJIbHEUIIeM, TIpU HEOOXOIMMOCTH, IPHUEM HEKAIHKCOSperarmero InypeTHKa MOXKHO
BO300HOBUTE;

- WJIKM HAYMHATh TCPAIIUIO I/IHFI/I6I/ITOpOM AII® ¢ HU3KHX A03, C MOoCICAYOINUM IMOCTCIICHHBIM
YBCIMYCHUEM O3Bl B CIIy4ac HCO6XOI[I/IMOCTI/I.

[Ipu xponuuecxoii cepoeunou Hedocmamounocmu nedeHue unruOutopamu AllD crnemyer
HayuHaTh C CaMbIX HHU3KHX J03 C BO3MOXHBIM [PEIBAPUTEIBHBIM CHM)KEHHEM 103
HeKanuiicoeperaroiero AnypeTrka.

Bo ecex cnyuasx B mepBble Henenu mnpuema HHruoutopoB AIID y nanueHTOB HE0O0X0IUMO
KOHTPOJIMPOBATh PYHKIIMIO MOYEK (KOHIIEHTPALMIO KPEaTHHUHA B TJIa3M€E KPOBH).

pyaue npenapamul, cnocodmvie 6bi3b16amb 2UnOKaIueMuio: amgpomepuyur B (01s enympusennozo
88€0€HUsl), 2IOKO- U MUHEPATOKOPMUKOUObL (NPpU CUCMEMHOM NPUMEHEHUU), MempaKo3aKmuo,
crabumenvhvie CpedCmsea, CMUMYIUPYIOUUEe MOMOPUKY KUULEUHUKA

VYBenuueHue prucka pa3BUTHS TMIIOKATUEMHUH (aIIUTUBHBIN 3P PeKT).

Heo6x01uM MOCTOSIHHBIN KOHTPOJIb KOHLEHTPAIIMK KaJlus B TJIa3Me KPOBH, ITPU HEOOXOIUMOCTH —
ee koppeknus. Ocoboe BHUMaHUE CIEAyeT YIeNsTh IMaldeHTaM, OJHOBPEMEHHO MOJIy4YaroUuuM
CepAeyHble  TJIMKO3UIbl. PekoMeHayeTcss HUCHoJb30BaTh  CHaOWUTENbHBIE  CpPEICTBA,  HE
CTUMYJIMPYIOLINE MOTOPUKY KUIIEUYHUKA.

baxnogen
OTMeuaeTcsl yCHIIGHHE aHTUTUTIEPTEH3UBHOTO d(PdeKTa.

[TanenTaM HEOOXOIUMO KOMIIEHCHPOBATh MOTEPIO KUJAKOCTH M B Hayalle JEYEHHs TLIATEIbHO
KOHTPOJIMPOBATh (PYHKIIHIO TOYEK.

Cepoeunbie enuko3udvl

I'nnokanneMust W/WIH TUIIOMArHUEMHUS MOKET CIIPOBOLUMPOBATH YCUJICHUEC TOKCUUCCKHUX S(i)(l)eKTOB
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CCPACYHBIX TTIMKO3UI0B.

CMEPTHOMY OTYETY

IIpy oOgHOBpEeMEHHOM MPUMEHEHMM HHJANaMMIa MW CEpACYHBIX IJIMKO3MJIOB  CIEIYET
KOHTPOJIMPOBAaTh KOHLEHTPALMIO KaJlusg M MarHusg B Iula3Me KpoBH, nokazatenu OKI, u, npu
HEO00XOIMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

KomOunammu, Tpedvyrone 0ocodoro BHUMaHUs

Annonypunon

CoBMecTHOE IIPUMEHCHUE C HWHAAIIAMUAOM MOXET IIOBbBIIIATh PUCK Pa3BUTUA peaKHI/Iﬁ
TUNCPUYYBCTBUTCIBHOCTHU IIPHU JICUCHUHN AJIJIOITYPHUHOJIOM.

KoMmOuHammu, Tpe0vione BHUMaHus

Kanuiicoepezarowue ouypemuxu (amunopuo, CRUPOHOIAKMOH, MpUaAMmepeH)

KomOuHupoBaHHast Tepanusi HHAAAMHIIOM U KaluiicOeperarmuMi JUypeTHKaMu 1iejiecoo0pazHa
Yy HEKOTOPBIX TAIIMEHTOB, OJHAKO TIPU OTOM HE HCKIIOYACTCS BO3MOXKHOCTH Pa3BUTHS
THITOKAJIMEMHUH WM TUIIEPKAIMEMUH (OCOOCHHO y MAIIMEHTOB C MOYEYHOW HEJJOCTATOYHOCTHIO HIIU
y TAIMEHTOB C CaXapHbIM JAHa0EeTOM).

HeoOxoauMo KOHTpOJIMpOBaTh YPOBEHb Kalvsg B IUla3Me KpoBu, nokazatenu OKI u, npu
HEO0XOIMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memdehopmun

q)}IHKIlI/IOHaJII)Haﬂ noyeyHass HEAOCTATOYHOCTb, KOTOpad MOXKCT BO3HHKATb Ha (bOHe npucma
ANYPCTUKOB, 0COOEHHO NCTJICBBIX, MOBBIMIACT PUCK PA3BUTHA HHAYLHHUPOBAHHOI'O MeT(I)OpMI/IHOM
MOJIOYHOKHCJIOTO ayujg03a.

He crnexyer wucnonp3oBaTh MeT(HOPMHH, €CIIM YpPOBEHb KpEaTMHHMHA MpeBbIIIaeT 15 Mr/n
(135 mxmonb/m) y myxuut u 12 mr/a (110 MKMOITB/T) y JKEHIIHH.

Hoocooepacawue konmpacmmuoie sewyecmea

B caywae o0e3BokuMBaHMS ~oOpraHusMa Ha (oOHE TIpuemMa JUypeTHYECKHX IpernaparoB
YBEIMUMBACTCSI PUCK Pa3BUTUS OCTPOM IMOYEYHOM  HEJOCTAaTOYHOCTH, OCOOEHHO MpHU
MCIOJIb30BaHNHU BBICOKHX /103 HO/ICO/AEPKAIMX KOHTPACTHBIX BELIECTB.

Hepezl MMPUMCHCHUCM fIO,I[COI[Gp)KElH.[PIX KOHTpPACTHBIX BCHICCTB IMALUCHTAM HCO6XOI[I/IMO
KOMITICHCHUPOBATH MOTEPIO KUAKOCTHU.

Tpuuumuqecmte aHmudenpeccaHmbl, HeﬁPOﬂeanKu

AHTUTUIIEPTEH3UBHBIN A3PPEKT 1 NOBBIIIEHHBIH PUCK OPTOCTATHUECKON TMIOTEH3UU (aJAUTUBHBIN
addekr).
Kanvyuii (conu)

HpI/I OIHOBPECMCHHOM IIPUMCEHCHUN BO3MOKHO PA3BUTHUC TUIICPKAJIBIIUCMHUHN BCJIICACTBUC CHUKCHUSA
BBIBCACHUSA NOHOB KaJIbIIUA ITOYKaMH.

UMKJZOCI’ZOpUH, maxkpoaumyc

Bo3MOXHO yBenMueHHE KOHILIEHTpAallUd KpeaTMHHWHA B IUIa3Me KpoBH 0€3 HW3MEHEHUus
KOHLICHTPAllUH LUPKYJIUPYIOLIEro HUKIOCIOPUHA, JaXe IPU OTCYTCTBUM IOTEPU BOABI U MOHOB
HaTpHsl.

Kopmukocmepouonuie npenapamoi, mempaxo3akmuo (npu cucmemHoM npuMeHeHun)

CHuKeHHe aHTUTUIIEPTEeH3UBHOTO NEHCTBUS (3alep’kKa BOABl M HMOHOB HATpHsl B pe3ylibTaTe
JeUCTBUSL KOPTUKOCTEPOHJIOB).
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4.6. PepTHIBLHOCTH, 0EPEMEHHOCTb U JIAKTALMS

CMEPTHOMY OTYETY

bepemeHHOCTD

B Hacrosimmii MOMEHT HET OCTaTOYHOIrO KOJHMYECTBA JAHHBIX O NMPUMEHEHUHM HHIANAMHIAa BO
Bpems OepemeHHocTH (onucaHo MeHee 300 cirydaes).

JlnutenbHOE TNpPUMEHEHHE THAa3UAHBIX auypeTukoB B III Tpumectpe OepeMEHHOCTH MOKET
BBI3bIBATH THUIIOBOJIEMHUIO y MaTe€pd U CHUXKEHUE MAaTOYHO-IUIAIEHTAPHOTO KpPOBOTOKA, YTO
MPUBOJUT K (ETOIIAICHTAPHOW NIIEMHH U 33JIep>KKE Pa3BUTHUS TUIOAA.

WccnepoBanust Ha )KUBOTHBIX HE BBISIBUJIM MIPSIMOTO WJIM HEMPSIMOTO TOKCUYECKOTO BO3/ICUCTBUS Ha
PENPOAYKTUBHYIO (DYHKIIHIO.

B kauecTtBe Mephl MPENOCTOPOKHOCTH PEKOMEHAYETCS M30eraTtb NPUMEHEHHsS HHJAlamMHuaa BO
BpeMsl OEpEMEHHOCTH.

JlakTarms

HaHHbIX O IMPOHHUKHOBCHUHW HHAAIIaMHWJa WK €ro MeTa0OIUTOB B rpyaHo€ MOJIOKO Yy UYCJIOBCKa
HEAOCTATOYHO.

Yy HOBOPOXKXACHHOIO MOXCT Pa3BUTBCA IIOBBIIICHHAA YYBCTBUTCIIBHOCTH K IIPOU3BOIHBIM
CyJII)(i)OHaMI/IIIa U TUIIOKanueMusi. B ¢Bs3u ¢ OTUM, PUCK IJIA HOBOpO)I(IIGHHOFO/MJIaIICHIIa HEC MOXCT
OBITH HCKJIIOYEH. Mupanamung OIM30K K THA3UJHBIM JIUYPETHKAM, IPHUEM KOTOPLIX BbI3bIBACT
YMCHBIICHHUEC KOJINMYCCTBA I'PYAHOTI'O MOJIOKA WJIX JAXKE MMOJABJICHUC JIAKTAllUU.

HpI/IMeHeHI/Ie HHJalaMnuJa B riepuoa rpyAHoro BCKapMJIMBAHUS HC PCKOMCHAYCTCA.

DepTHiIbHOCTD

HccnenoBanust penpoJyKTUBHOM TOKCHUYHOCTHM NOKa3ajlu OTCYTCTBHME BIIMSHUS Ha (EepTHIIBHOCTh
CaMOK U CaMIIOB KpBIC.

Hpe,[[HOJ'IO)KI/ITeJ'IBHO, BJIMAHHC HaA (I)epTI/IJ'IBHOCTB Y 4CIIOBCKA OTCYTCTBYCT.

4.7. Biausinue Ha CHOCOOHOCThH YHpaBJIATh TPAHCHOPTHBIMU CpPEACTBAMU M paﬁoTaTL C
MEXaHU3MaMHu

WNHpanamMu He BIWsET HA HapylIEHWE BHUMAaHHs, HO B HEKOTOPBIX CIy4asX MOTYT BO3HHUKATh
peaKIMy, CBS3aHHBIE CO CHIDKEHHEM apTepHaJIbHOIO JaBICHMS, OCOOEHHO B Hayaje Teparnuu WId
npu 100aBIE€HUM K MPOBOJMMOI Tepamuu JpYruxX THIIOTEH3WBHBIX IpernapaToB. B pesynbrare
CIOCOOHOCTh YNPAaBIATh TPAHCIIOPTHBIMU CPEACTBAMU WM JPYTUMH MEXaHU3MaMH MOXKET ObITh
HapylICHA.

4.8. HexxennaTebHbIE peakuu

Pe3roMe HexenareabHbIX DEAKIINI

Haubonee yacTpiMU HeXeNNaTeTbHBIMU PEAKITUSIME, O KOTOPBIX COOOINAN0Ch, ObUIH: TUITOKATHEMHUS,
pEeaKIy TMOBBIIEHHON YyBCTBUTEIBHOCTH, B OCHOBHOM JI€PMATOJOTUYECKHE, y TAI[UEHTOB C
MPEAPACIIONOKEHHOCTRIO K QJJIEPTMYECKMM M aCTMaTHYECKUM  pPEaKIUsM, a  TaKkKe
MaKyJIOMamnyJe3Has ChIlb.

Tabnuunoe pe3loMe HeXKellaTelIbHbIX peaKIIni

Yacrota TOOOYHBIX peakluid, KOTOpble OBUTH OTMEYCHBI BO BpEMs Teparuyl WHIAMAMHUIOM,
MIpPUBEJICHA B BUJE CIENyIONIel rpaganuu: oueHb 9acto (> 1/10); wacto (= 1/100, < 1/10); HeuacTo
(= 1/1000, < 1/100); penxo (= 1/10000, < 1/1000); ouens penko (< 1/10000); yacroTa Hen3BecTHA
(dacToTa HE MOXKET OBITH MMOJACYUTAHA 110 TOCTYITHBIM JaHHBIM).
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HesxenateanHnbpie peakunm - - | = “Yacrora - -

Hapymenust co CTOpOHBI KPOBH U
TuMGpaTHIeCKON CUCTEMBI

ArpaHyJsionuTos

Ouensp penko

ArmacTrndeckast aHeMus

OueHb pesIKo

T'emonutnueckas anemMus

Ouensp penko

Jlelikonenusa OueHb pesIKo

TpomOGouuToneHUs Ouenb penko

['unepkanpuueMus Ouenb penko

I'mnokanuemus (cm. paznaen 4.4.) Yacto
Hapymenus merabonusma u

['unonatpuemus (cm. pazaen 4.4.) Heuacro
[MUTAHUS

['unoxnopemust Penxo

T'unomaruuemust Penxo

Bepturo Penxo

. [ToBbIllIeHHAs YTOMJISIEMOCTh Penxo

Hapymienus co cTopoHbl HEpBHOM

TI'onosuast 6016 Penko
CHUCTEMBL

Ilapecresust Penxo

O6MOpoK UYacToTa Hen3BeCcTHA

Muonus YacToTa HEeU3BECTHA

Hapymienust co cTopoHsl opraHa
3pEeHUS

Heuertkoe 3penne

YacToTa HEU3BECTHA

Hapymenue 3penust

YacToTa Heu3BeCTHA

OCTpaH 3aKPbITOYTOJIbHAA

YacToTa HEeu3BeCTHA

Hapymenus co ctopoHsl cepaua

rilaykoma
XOopHOUJAIbHBIN BHIIOT YacToTa HEeU3BeCTHA
AputMmus OueHb penko

[MomumopdHas xemy1ouKoBast
TaxXUKapAus TUIIA KIIUPYIT»
(TTOTEHIIMAIBHO C JIETAIbHBIM
nucxonoM) (cm. paznensi 4.4. u 4.5.)

YacroTa HEU3BECTHA

HapynieHust co cTOpOHBI COCY10B

ApTepI/IaJ'ILHaH TUIIOTCH3UA

Ouensb penko

PBota Heuacto

TomHoTa Penxo
Hapyuienust co cTopoHsl

3anop Penxo
YKETYIOYHO-KHUIIIEYHOTO TPAKTa

CyxocTb BO PTY Penko

[Tankpeatut Ouensb penko

Hapymenunst co cTOpoHbI IEYEHU U
JKEITYEBBIBOISIIMNX ITyTEN

Hapymenne @yHkuuu neyeHu

Ouensp penko

B0o3MOXHO pa3BUTHE TNEYEHOYHOMN
sHIeanonaTHH B ciydae
MEYEHOYHON HEJIOCTAaTOYHOCTH (CM.
paznensi 4.3. 1 4.4.)

YacTroTa HEU3BECTHO

Hapymienust co CTOpOHBI KOXKHU U
MOJAKOXKHBIX TKaHEH

T'enatur YacToTa HEeU3BECTHA
Peaknuu noBuIIEHHOM

Yacto
YyBCTBUTEIBLHOCTH
MakyonanyJie3Hasi CblIlb Yacto
[Iypmypa Heuacto

AHPI/IOHCBpOTI/I‘{eCKHﬁ OTCK

Ouensb penko

Kpanusnuna

OueHb pesIKo

Tokcuyeckuii druepMaIbHbINA
HEKpOJIN3

Ouensb penko

Cungpom CruseHnca-J[>KoHcoHa

OuyeHsb penKo
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Kiaacchl B cHCTEMBI OpraHos

Bo3moxHoe  obocTpeHue  yxe
HMEIOLIEHCS OCTpOM cuCTeMHOM | YacToTra HEM3BECTHA

Hapymenuss co CTOpOHBI KOXH M N
KpacHOW BOJTYAHKH

MOJIKOXKHBIX TKaHEH
Peakuuu  OTOUYBCTBUTEIBHOCTH

YacToTa HEU3BECTHA
(cm. pasznen 4.4.)

Hapymennss co CTOpOHBI HOYEK M

MOUCBHIBOIAIIHX MYTEH IToyeuHass HEIOCTATOUYHOCTH Ouenb penko
Cria3Mbl MBIIIII] YacToTa HEeM3BECTHA

HapyieHust co cTopoHbI MbliiieuHoM, | MblieyHast ¢1abocTh YacToTa HEM3BECTHA

KOCTHOM M COCAUHHUTEIbHON TKaHU Muanrus YacToTa HEM3BECTHA
Pabnomuonus YacToTa HEM3BECTHA

Hapynienust co cTOpOHBI
PENpOLYKTUBHOM CUCTEMBI U OpeKTuiabHast JUCHYHKIUSL Heuacto
MOJIOYHBIX XK€EJIE3

VY nnunenue unrepBana QT na OKI

YacroTa HEn3BeCTHA
(cm. paznensl 4.4. n 4.5.)

IToBeIICHME KOHIOCHTpAaUH

YacroTa HEns3BeCTHA
TJIFOKO3BI B KPOBH (cM. pazzen 4.4.)

JlaGopaTopHbie 1

IToBeIICHME KOHIOCHTpAlUH
HHCTPYMCHTAJIbHBIC JaHHBIC

MOYEBOW KUCJIOTHI B KPOBH (CM. YacTtoTa HEeU3BeCTHA
paznen 4.4.)

IToBBIIEHNIE AKTUBHOCTH

YacToTa HEeu3BeCTHA
IICYCHOYHBIX (I)epMeHTOB

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/Iﬁ

B pamkax uccnegoBanuii II u III ¢a3el, cpaBHUBarOIMMX WHIATIAMUA B 103UpOBKe 1,5 Mr u 2,5 mr,
pe3yabpTaThl aHaM3a Kaldsg B IUJIa3ME€ KPOBH IPOJIEMOHCTPUPOBAIU J10303aBUCUMBIN 3P hEKT
HHAAIlaMuaa;

- Wamamamua 1,5 Mr: KOHIEHTpalus Kaius B IUIa3Me€ KpoBU MeHee 3,4 MMOJIB/I
HaOmonanach y 10 % manMeHTOB, W KOHIIGHTpAlMs Kaius B IUIa3Me€ KPOBU MeHee
3,2 mmonw/n HaOmonanach y 4 % manueHToB yepe3 4—6 Hedenb Mocie Hadajga Teparuu.
[Tocrne 12 Henmenb Tepamuu cpelHee 3HAUECHUE CHIDKCHUS KOHIIGHTpAIMHM Kalus B IIa3Me
cocTaBisiio 0,23 MMOJIB/II.

- Wupanamup 2,5 Mr: KOHIEHTpauus Kajius B IUla3Me KpoBH MeHee 3,4 MMOJbB/JI
HaOmonanacb y 25 % mMauuMeHToB, M KOHILIEHTpalMs Kalus B IUIa3ME€ KpOBU MeEHee
3,2 Mmonb/n Habmonanack y 10 % manueHToB yepe3 4—6 Henmenb Mocje Hadalaa TepamuH.
[Tocne 12 Henmenb Tepamuu cpelHEe 3HAUEHUE CHIDKEHUS KOHIIEHTpAalMM Kalus B IUIa3Me
coctaBisuio 0,41 MMoIIB/m.

COO6HI€HI/IG O ITOA03PEBACMBIX HCKCIATCIBbHBIX PECAKITUAX

BaxHo coo0marh O TOJ03pEBacMbIX HEXKENATeNbHBIX PEAaKUUAX IMOCIe PEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara C Ledbl0 O0ecreueHus: HEeNpPEepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOro Mpemnapara. MeAUUIUMHCKUM pPaOOTHUKAM pPEKOMEHIYyeTCs
co00MIATh O JHOOBIX MOI03PEBAEMBIX HEKENIATEIIBHBIX PEAKIMUAX JEKApCTBEHHOrO IpenapaTa 4epes
HaIlMOHAJIbHBIE CHUCTEMbI COOOIIEHUS O HEKENaTeNbHBIX pPEaKUUAX TOCYHapCTB - UJICHOB
EBpa3niickoro 5KOHOMHU4ECKOr0 COK3a.

Poccutickas @enepanus

®denepanpHas cayx0a o Haa3opy B cdepe 3apaBooxpaneHus (PocznpaBaanzop)
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4.9. [lepeno3upoBka

CHUMIITOMBI

WNunanamMun gake B 09€Hb BBICOKHMX J03aX (10 40 mr, To ecTh B 16 pa3 Oojbliie TeparneBTHIECKOM
J103bl) HE OKa3bIBACT TOKCHUECKOTO JICUCTBUSI.

[Ipu3Haku OCTPOro OTpaBIEHUS JIEKAPCTBEHHBIM MpernapaToM B MEPBYIO OYEpeab CBSI3aHbI C
HapYIICHHEM BOJTHO-3JICKTPOJIUTHOTO OanaHca (THIOHATPHEMHSI, TUTIOKATEMUs ). V3 KITMHUYIEeCKIX
CUMITOMOB TE€PEI03UPOBKM MOTYT OTMEUYaThCs TOIIHOTA, PBOTA, apTepuaibHas THIOTEH3HUS,
CyJIOpOTH, BEPTHUTO, COHJIUBOCTh, CITyTAHHOCTh CO3HAHMUSI, MOJTNYPHUS UM OJUTYPHUS C BO3MOKHBIM
MEPEX0JIOM B aHYPHIO (BCIEACTBHE TUIIOBOJIEMHUH).

Jleuenue

MCpH HEOTJI0KHOM IIOMOIIIK CBOJATCA K 6BICTpOMy BBIBCACHHIO IIpCIlapaTa M3 OpraHU3Ma:
IMPOMLBIBAHUEC  KCIIyAKa W/WIM  Ha3HAYECHMS AKTUBUPOBAHHOTO  YIUIA C MMocCJICAYyrOuM
BOCCTAHOBJICHHUEM BOJHO-3JICKTPOJIUTHOI'O OajnaHca B CIICHUAIIN3UPOBAHHOM OTACIICHUU.

5. PAPMAKOJIOTUMYECKHUE CBOVMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTeparieBTU4ecKas TpyMnna: InypeTHKU; THa3UuI0M0100HbIE TUYPETUKY; CYJIb(POHAMUIBI.
Kong ATX: CO3BAI11

MexaHu3M AeicTBUs

WHpanamMu OTHOCHUTCS K TPOM3BOJHBIM Cylb(OHaMHIa C HMHAOJBHBIM KOJIBLIOM U IO
(apMaKoJOTUYECKUM CBOMCTBaM OJNM30K K THA3UIHBIM JUYPETHKAM, KOTOpPbIE HHTUOMPYIOT
peabcopOLMI0 HOHOB HATPUsl B KOPTUKAJIILHOM CETMEHTE METIN He(poHa.

HpI/I OTOM YBCIIMYUBACTCA BBIJACJICHUC IMOYKAMW HMOHOB HATpHA, XJiOpa U, B MEHBIIICH CTCIICHHU,
HOHOB KaJIuAd U Maruus, 4YTo COMPOBOKAACTCA YBCIIMUCHUCM INYpPE3a U TUIIOTCH3UBHBIM B(b(beKTOM.

dapmakonmaamMmuecke YO OEKTH

I'unoTeH3uBHOE ACHCTBUE HHJAlaMnJa, Kak 1 Jpyrux 1nypeTu4eCKkux CpeacrB, O6YCJ'IOBJ'IGHOZ

- CHU)KECHUEM COKpﬁTHTGJ’IBHOﬁ CIIOCOOHOCTH COCYIHMCTBIX T'TaAKOMBINICYHBIX KJICTOK 3a CHET
N3MCHCHUA TpaHCMCM6paHHLIX HOHHBIX TOKOB, IIPCUMYIICCTBCHHO TOKAa KaJIbIIUA,

- cruMmyssinue cunre3a npocrarnanauHa PGE2 u nmpocranuknuna PGI2, obnagaromiero
COCYIOPACIIUPSIIOIINM U aHTHArPETaHTHBIM JEHCTBUEM.

Knuanueckas 3¢ dheKTHBHOCTS M 0€30IIaCHOCTD

B xnuanueckux wuccnenoBanusx Il w Il ¢a3 mpu ucnons3oBaHWM HWHIANaMHIA B PEKUME
MOHOTEpAlMM B JI03aX, HE OKAa3bIBAIOIINX BBIPAKEHHOTO aUypeTHdeckoro sddexra, ObuI
MIPOJIEMOHCTPHUPOBAH 24-4acOBOM THIIOTEH3UBHEIN d(PPeKT.

AHTUTHUIIEPTEH3UBHAs aKTHUBHOCTh MHJANaMH/Aa CBSi3aHA C YJIYYIIEHHEM 3JaCTHUECKHUX CBOMICTB
KPYITHBIX apTepHii, yMEHBIIEHUEM apTEPHOIISIPHOTO U 001IEro nepudepruueckoro cocyIucToro
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COIMPOTHUBJICHHA.

CMEPTHOMY OTYETY

Nupganamui yMEeHbIIAET TUTIEPTPOQHIO JICBOTO KEIyT0UKa.

B xopoTKux, cpegHel AIUTENBHOCTH U JOJTOCPOYHBIX MCCIENOBAHMUAX C YYACTHEM ITALIUEHTOB C
apTepUaNbHON rHIepTeH3uei OblIo MOKa3aHo, YTO MHIATIaAMHU/T;

- HC BJIMSCT Ha IIOKa3aTcJId JIMIIMAHOI'O O6MCHa, B TOM 4YHCJIC Ha YPOBCHb TPUITTULCPHUOAOB,
XOJIECTCPpUHA, JIMITIOIIPOTCUHOB HHU3KOM INIOTHOCTH U JIMIIOIIPOTCUHOB BBICOKOH IIJIOTHOCTH,

- HEe BIMSCT Ha IOKa3aTeld OOMEHA YIJIEBOAOB, B TOM YHCJC y MAIUCHTOB C CaXapHBIM
nrabeToM.

TuasuaHele W THA3UAONONOOHBIC JUYPETHKH MPU ONPEACTICHHOW /03¢ JOCTHTaloT IUIATO
TepaneBTHUeCKoro 3(dQexra, B TO BpeMs KaK dYacTora MOOOYHBIX 3(P(HEKTOB MPOAOIIKAET
YBEIMYUBATECS TIPH JAJbHEHIIEM MOBBINICHWH 03kl mpenapara. lloatomy He criemyer
YBEIIMYMBATH /103y Iperapara, €Cid MpH MPUMEHEHHHM PEKOMEHIOBAHHOM 03Bl HE IOCTHTHYT
TepaneBTHYCCKUH AP DEKT.

5.2. @apmakoknHeTHYECKHE CBOIICTBA

Abcopoyus

buonocrynnocts nnnanamuaa — 93 %.

MaxkcuManbHOU KOHIIEHTpanuu B mia3Me KpoBU (Tmax) mpenapat mocturaet yepes 1-2 vaca mocie
MepOpaIbLHOTO IIpHeMa OJJHOKPATHOM 10361 2,5 MT.

Pacnpedenenue

Oxono 75 % mnpenapara cBsi3bIBaeTCsl ¢ Oenkamu Iula3mbl KpoBu. Ilepuon mnosyBbiBeneHUS
npenapara coctasisier 14—24 yaca (B cpenHem 18 dacos).

[Ipu perynsipHOM mpueme Ipernapara paBHOBECHAs KOHIIEHTpalus WHAANaMula B IUIA3ME€ KPOBU
yBeNIUYUBaeTcsl (IO CpaBHEHHIO C OJHOKPAaTHBIM TNpueMoM). Bmecte ¢ TeMm, JOCTHUTHYTOE
PABHOBECHOE COCTOSTHUE COXPAHSETCS B TEUEHHUE JUIMTEIBHOTO IEPUOAa BPEMEHH, CBUAETEIbCTBYS
O TOM, 4YTO IIOBTOPHBIM NIPUEM IIpenapara HE COMPOBOXKAACTCA HAKOIUICHMEM HWHJIANaMHUIa B
OpraHu3Me.

Anumunayus

WNunanamMu BRIBOJWUTCA B BHJIE HEAKTUBHBIX META0OJUTOB B OCHOBHOM moukamu (60-80 % ot
BBEJICHHOM JI03BI).

He 6onee 5 % wnaanamua BEIBOAUTCS U3 OpraHU3Ma ¢ MOYOM B HEM3MEHEHHOM BHJIE.

Hauueﬂmbl C Hapyuiernuem d)VHKLlLlLl no4ex

v IMaIfMEHTOB C MMOYCIHOMN HEAOCTAaTOYHOCTBIO q)apMaKOKI/IHeTI/I‘IGCKI/IC CBOMCTBA nHaamnaMpaa HE
U3MCHAIOTCA.

5.3. JlaHHbIE N0 JOKJIMHUYECKOIH 0e30MacHOCTH

HccnenoBanus uWHAanamyga HE IIOKa3ajdyd MYTareHHbIX WM KaHIEPOTeHHBIX CBOMCTB. [lpum
NepopaibHOM BBEACHUU MHAANAMUJA B MAKCUMAJIbHBIX J03aX (MPEBBIMIAIONINX TEPANEeBTUYECKYIO
B 40-8000 pa3) pa3HbIM BUAAM >KMBOTHBIX BBISBICHO YCWIEHHE JIUYpPETHYECKOIO JEHCTBUSA
npenapata. B ucciaenoBaHusSX OCTpOHl TOKCHYHOCTH HMHJANaMyAa MPH €ro BHYTPUBEHHOM WIIU
MHTPANlepUTOHEAIbHOM  BBEJICHMH  OCHOBHBIE  CHMIITOMBI ~ ObUIM  OOYCJIOBJIEHBI  €r0
(bapMaKoJOTMYeCKOW aKTHUBHOCTBIO, HampuMep, OpaJMIIHO? M paclIMpeHue mnepudepruueckux
COCY/JIOB.
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TEPAaTOre€HHOIO JIEUCTBHSL.

He BbIsSIBIIEHO BO3/A€HCTBUS HAa PENIPOTYKTUBHYIO QYHKIUIO Y KpbIC 000€ro mnoJja.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

JlakT036I MOHOTHAPAT (Caxap MOJOYHBIN)
['unpomeniosa (THaPOKCUIIPOITAIMETHIIIICILTION03a)
Maruus creapat

Kancynvl meepovie socenamunosvie

Kopnyc xancynwi:

Twurana nuokcun

Kenatun

Kpviweuxa kancynoi:

Nupurokapmux

Twurana nuokcun

Kemarun

6.2. HecoBmMecTUMOCTDH

He nmpumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

2 rona.

6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH NP XPAHECHHH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.
6.5. Xapakrep u coaepkaHue yIaKOBKH

ITo 5, 6, 7 unm 10 karcys B KOHTYPHYO SIMEHKOBYIO YIaKOBKY U3 IJICHKU MOJUBUHUIXJIOPUIHON U
(boabry ATIOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

[TIo 4 KOHTypHBIE SYEHKOBBIE YIAKOBKHU IO 5 KamnCyJl WM 5 KOHTYPHBIX SYEMKOBBIX YINAKOBOK IO
6 KarcyJ, WiM 2 KOHTYpHBIE SUEHKOBbIE YIIAKOBKU IO 7 KamCyJs, Ui 2, 3 KOHTYpHbIE STYEHKOBbBIE
ynakoBky nmo 10 Kamcynm BMECTE ¢ MHCTPYKIMEH IO NMPUMEHEHHIO B MA4Ky M3 KapTOHa Uit
NOTPeOUTENBCKON Taphl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NMPH YTUIM3ANMU MUCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXO0H0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHUsl JIEKAPCTBEHHOI0 mpenapara, u
Apyrue MaHUIYJIAIUH C IPenapaTomM

Oco06ble TpeOoBaHUS OTCYTCTBYIOT.
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7. IEPKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0001)

Poccuiickas @enepanus

OOmecTBO € OrpaHMYEHHOH  OTBETCTBEHHOCTHIO  «lIpom3BomcTBo  MeaMKaMeHTOB»
(OO0 «ITpoMen»)

346720, Poccusi, PoctoBckast 0011., Akcalickuii paiioH, T. Akcal, mpocriekt Jlenuna, 1. 43.

Ten./dakc: 8 (800) 7004343
7.1. [IpencraBuTe b JAep:KaTe/is PeruCTPANMOHHOIO YA0CTOBEPEHUS

IIperen3un HOTD€6I/ITGH6ﬁ HamnpasJIATh 110 agpPECy:

Poccuiickas @enepanus

OOmectBO ¢ OrpaHMYEHHOM  OTBETCTBEHHOCThIO  «lIpom3BoacTBO  MeaukamMeHTOB»
(OO0 «ITpoMen»)

346720, Poccusi, PoctoBckast 0011., Akcalickuit paiioH, T. Akcal, mpocriekt Jlenuna, 1. 43.

[ToutoBeiii angpec: 346720, Poccus, PocroBckas 007., AkcaliCKuii paiioH, T. AKcai, IpPOCIIEKT
Jlenuna, 1. 30, a/s 3.

Ten./dakc: 8 (800) 7004343

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUA OTITYCKA JIEKAPCTBEHHOI' O ITPEITAPATA

JlexapcTBEeHHBIN MTpenapaT OTHOCUTCS K KATETOPHUM OTITYCKa 10 PELENTY.

OOmrast XxapakTepUCTHKA JICKAPCTBEHHOTO Mpemnapara MHmamaMuj MOCTyNHA B €IHHOM PEecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3suiickoro 3KOHOMHUYECKOIo cOr3a M Ha
opUIHMATEHOM caure YIIOJIJHOMOYEHHOTO oprasa (axcrepTHOM OpraHu3aIim)
http://eec.eacunion.org/ (https://lk.regmed.ru/Register/EAEU_SmPC).
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