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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Kanus xnopua, 40 Mr/mi1, KOHIEHTpAT Ul IPUTOTOBIICHUS pacTBOpa sl UHY3H.
Kanus xmopua, 75 Mr/mii, KOHUEHTpAT Ui IPUTOTOBIICHUS PAcTBOpA ISt UHY3HA.
2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB

JlelicTByOIIEE BEIIECTBO: KaIUs XJIOPUA.

Kanmsa xmopua, 40 MF/MJ'I, KOHICHTpAT JIsA IIPUI'OTOBJICHUSA PaCTBOpPA JJIA HH(bV?)PIﬁ

1 M mpenapata conepxut: 40 Mr Kanus XJopuaa.

Kanus xsopun, 75 Mr/mil, KOHIIEHTPAT JUIS OPUTOTOBJICHUS PACTBOPA Ul nHAY3Ui

1 M1 mpenapara COAEPKUT: 75 MT Kallus XJIOpua.

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
KoHneHTpar ans npuroToBiIeHUs pacTBopa sl UHQPY3HA.

[Tpo3paunblii OeCLBETHBIN UITH >KEATOBATHIM, NI KOPUYHEBATHII pacTBOP.

4. KIMHUYECKHUE JJAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO

I'unokanueMus pa3JIn4YHOro reue3a, B TOM 4ucCjiec apuTMHuu, O6YCJIOBJ'I6HHLIC TUIIOKaJTHEMHEH.

4.2. Pe:kuM 103UPOBaHNS M CIOCO0 MPUMeEHEHUsI

PexxuM 103upoBaHusd

Jlo3a i nedeHus neduiura Kanus IT0JDKHA OBITh MOJ00paHa B COOTBETCTBHH C (PaKTHUECKON
KOHLIEHTPALIMEH SIIEKTPOIUTOB B IJIa3Me KPOBH U MOKA3aTeNeil KUCIOTHO-OCHOBHOTO COCTOSIHUSI.
1 mmous kanust (K*) coorserctByer 75 mr kamus xiopuaa (KCI).

Bspocavle u noscunvie nayuenmol

Jlo3a Ons neyenus ymMepeuno20, 6eccumMnmomuo2o oeduyuma Kaaus U npu_noooeparcusarouieli

mepanuu

KonuuectBo Kkanmusi, HeoOXoIuMoe Ui KOPPEKLUHMH YMEPEHHOro aeuuura Kaius U IpU

MOJIEP>KUBAIOLIEH Tepaui MOXKET ObITh pacCUYUTAHO MO cieayoueit popmyse:

Tpebyemoe komuuectBo MMoab K'=(MT* [kr] X 0,2)** x 2 X (ueneBas xouuenrpaius K B

mia3Me KpoBu*** - (akriueckas koHnentpanus K* B miasme KpoBu [MMOJIb/71])

TIe:
*MT= macca Tena;
** 3HaueHHe TPeCTaBIsIeT CO00I BHEKIETOYHBINH 00HEM KUIKOCTH;

*** rreneBast Konrenrparus K* B miasme KpoBH J0/bKHA OBITH paBHa 4,5 MMOJTb KaTHst/JI.
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cunokKaiuemuu uiu 3HA4uUmelbHblx nomepb)

Jlo 2—-3 MMOJIb KaJIHsI/KT MacChl Teja.

Maxkcumanvras ckopocmo 68e0eHus.

o 20 Mmmomb kanus/gac y B3pocisix (cooTBeTcTBYeT 0,3 MMOJIb KaJIMSI/KT MacChl Tenma/dac). Eciu
KOHIIEHTPAIUsl KMl B TUTa3ME KPOBHU COCTABIIICT MEHEE 2 MMOJIb KaJusi/JI, CKOPOCTh HH(Y3UU
MOKET JocTUrath 40 MMOIb Kajws/gac.

Oco0nIe I'pYHOIIbI TAIMEHTOB

Tlayuenmwi ¢ caxaprvim ouabemom

V3MeHeHrne KHUCIOTHO-OCHOBHOTO COCTOSTHUSI OKa3bIBACT BIUSHUEC HA KOHICHTPALMIO KallUs B
miasMe KpoBH. IIoTpeOHOCTh B KaJIMM YBEIWYWBACTCS IPH KOMIICHCAIIUK Yy TAI[UCHTOB C
caxapHbIM JHa0ETOM, a TAK)KE IIPU BBEJICHUU JIEKCTPO3bI/MHCYIMHA KOPOTKOTO JICHCTBHSIL.

Cnoco0 IIPUMCHCHUA

[IpenapaT BBOJSAT BHYTPUBEHHO KalEJIbHO TOJIBKO MTOCIIE pa3BeAeHUs KOoHIeHTparta B 10 pa3.

10 mn xoHueHTpaTta Kamus xiopuga 40 Mr/mi pasBoAsT BOaOH s mHbeknmid B 10 pas (mo
100 mi1) Ui MOMy4eHUs] U30TOHHYECKOTO pacTBopa (KOHLEHTPALUS Kajusl XJIOPUAA COCTABUT
4 mr/mn unu 0,4 %) ¥ BBOAST BHYTPUBEHHO KamenbHO (co ckopocThio 20-30 kamenb B MUHYTY).
OpnHoBpeMeHHO 3a oJHYy HMH(py3u0 BBOAAT He Oosnee 100 mi mpuroroBieHHoro pactsopa. [Ipu
HE0OXOJUMOCTH BIMBAaHUE MOKHO MOBTOPUTH, HO 0011asi CyTOYHAsl 1032 HE JJOJKHA MPEBBIIIATh
300-500 mu1 mpUTOTOBIEHHOTO pAacTBOPA ¢ KOHLEHTparuen kanus xiaopuaa 4 mr/mi (0,4 %).
Jls1s1 BHyTPUBEHHOTO KarejabHOI'0 BBEIEHUS MOXKHO TOTOBUTH PAaCTBOP U3 pacyera A0 2,5 I Kalus
xjaopuga B 500 mu uzotonuueckoro 0,9 % pactBopa HaTpus xyopuaa uinu 5 % pactBopa
JIEKCTPO3bI (TITIOKO3BI).

Jlnis npopUIakTUKK U JIeYSHHSI SKTOITUYECKUX apUTMHM Ipu HH(pApKTe MUOKap/ia — IPUMEHeTCs
MOJISIPU3YIOMIAs CMECh: pacTBOP Kanus xjaopuaa 2—2,5 mr B 500 mit 5-10 % aexcTpo3sl (TIH0KO36),
K KOTOpOMY J0O0aBJISIOT MHCYJIMH KOpoTkKoro neiictBusi u3 pacdera 1 EJ] nHa 3—4 r cyxoi
JIEKCTPO3bI (TITIOKO3BI).

4.3. IlpoTuBONOKA3aHUS

['MnepyyBCTBUTENBHOCTh K Kalusd XJOPHAY MIM K JIOOOMY M3 BCIIOMOTATENIbHBIX BEIECTB,
MEPEYUCIICHHBIX B pa3zene 6.1., runepkaiueMus Wil THIepxjaopeMus Jito00il STHOIOTUH, MTOJIHAS
aTPUOBEHTPUKYJISIpPHAS WJIM BHYTPHXKENyJOuKoBas OJIOKaja; IodeyHash HEJO0CTaTOYHOCTh C
OJIUTypUel UK azoTeMuelt; GUOPHILIALNS KeTyJOUKOB; 00JIe3Hb AJIIMCOHA; THIIEPaIpEHAIN3M,
ACCOIIMMPOBAHHBIN C aJPEHOTeHUTAIBHBIM CUHIPOMOM; SKCTEHCUBHBIN pacmaj TKaHew (B T.4. Ipu
TSDKEJIBIX 0XKOIax); OcTpasl JAErMJparalys; TEIUIOBble CYJOpPOTH; COCTOSHHUS C IOBBILIEHHOM

YYBCTBUTCIIBHOCTBIO K BBCACHHIO KaJIWsA (B T.4. HACJICACTBCHHAA 3MU30AUMYCCKaA aJuHaMus HUIJIN
2
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JIMypeTuKaMu; Bo3pact 10 18 netT (3 PeKTHBHOCTD U OE30MaCHOCTh HE YCTAHOBJICHBI).
4.4. OcoOble yka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

ATpHOBEHTPUKYIISIPHAS Osiokama I-11 CTEIeHH, cepieyHas HEJI0CTaTOYHOCTb;
CEpIIOBHIHOKIICTOYHASI aHEMHUSL; 3a00JIEBaHHSI U COCTOSIHHS, COTPOBOXKIAIOIIUECS HAPYLICHUEM
OKCKpPELMU Kajus, B T.4. XPOHWYECKas II0YEYHAas HEIOCTATOYHOCTh; HAAIMOYECYHUKOBAS
HEJ0CTaTOYHOCTb.

VY nanueHToB, IPUHUMAIOLIUX CEPJICUHbIE TNIMKO3H/Ibl, aHTATOHUCTHI JIbJIOCTEPOHA, HHTUOUTOPBI
aHruoTeHsuHnpespamatomero pepmenta (AIID), Takpoaumyc, UIUKIOCIOPUH, TIeNapuH
JUTUTEIIEHOTO JCWCTBUS, CYKCAMETOHUN WIIM MOTEHIHAILHO HEPPOTOKCHYHBIC JIEKAPCTBEHHBIC
npenaparsl (HectepouIHbIE MIPOTUBOBOCTIATTUTENIbHBIE Ipernaparsl, aHAIIbIeTHKHU
nepudepuIecKoro ACHCTBUSA).

[IpenapaTt MpUMEHATH TOJIBKO Pa3BEIEHHBIM B COBMECTUMOM PACTBOPE ISt HHDY3UiA.

B nepuox neuenust HeOOXOAMMO MOHUTOPHUPOBATH KOHIIEHTPAIMIO KAJIUS B CBIBOPOTKE KPOBH BO
BpeMsl BBEJICHHS M CBOEBPEMEHHO KOpPpEeKTHpoBaTh 103y. Kpome Toro (ocobeHHO mpu
3a00J€BaHUM Ccep/lia, MOYEK WM HAJMYUHU aluja03a), PEKOMEHJIYETCs KOHTPOJIb KUCIOTHO-
IIEJIOYHOT0 OallaHca, AIEKTPOIUTOB CHIBOPOTKH, ekTpokapaunorpammbl (OKI') u KIMHIHYECKOTO
COCTOSIHUSI TIAIIMEHTA.

['mnepkanuemus pa3BUBaeTCsi OBICTPO M MPOTEKaeT OECCUMITOMHO M MOTEHIMAIbHO MOXKET
IpUBECTH K OJ0KaJie BHYTPUCEPICUHOTO POBEIEHUS U JeTalbHOMY HCX0oay. PaHHMe nmpu3HaKu
THIIEPKAIMEMHUH — TUTIOTOHYC U TIAPECTE3UN KOHEYHOCTEH.

JleyeHne TUMTOKAIMEMHH HE JOJDKHO MPOBOIUTHCS OJJHOBPEMEHHBIM BBEJICHUEM COJICH Kalus U
KajuiicOeperaronmx JMypeTUKOB BO N30eKaHUe TSKETOW THIepKaueMHH.

Jleuenue npenapaTaMy Kajius He JOJDKHO MPOBOIAUTHCS MPH 3a00JI€BaHUAX, COMTPOBOKAAIOIIUXCS
OyoKamaMu cep.iia, MOCKOIbKY 3TO MOXKET TOBHIIIATH CTETICHb OJIOKA/IbI.

Ha nHavampHOM »JTame Jie4eHUs cieqyeT u30eraTh BBEACHUS OJHOBPEMEHHO C TIFOKO30M,
MOCKOJIBKY 3TO MOXKET CIIOCOOCTBOBATh JallbHEHIIIEMY CHI)KEHHIO KOHIIEHTPAIUK KaJIHs.
HeoGxonuMo olecnieunTh HCKIIOYUTEIHHO BHYTPUBEHHOE BBEJCHME Ipernapara, MOCKOJIbKY
OKOJIOBEHO3HOE BBE/ICHUE MOKET BBI3BATh HEKPO3 TKAHEH.

BBenenne xamms XJjopuga B BEHBl HEOOJBIIOTO JHAMETPa MOXKET COMPOBOXKIATHCS
00JIE3HEHHOCTBIO B MECTE BBE/ICHUSI.

PacTBOp cnemyer uCHoib30BaTh TOJBKO €CIAM OH MPO3pAauyeH, M aMmyja Hid (IAKOH He

IMMOBPECKACHEI.
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pas3BeIeHUN Ipernapara TpedyeTcs CTporoe CoO0IeHIE MTPABUI ACEITHKH.

C ToukM 3peHHMS MUKPOOHOIOTMYecKOW OE30MacHOCTH pa3BEACHHBIA MpenapaT JO0JKEH OBbITh
WCIIOJIb30BaH HEMENJIECHHO. AMITyJIa TOJIBKO Ul OZHOPA30BOr0 MCIONb30BaHMs. OcTaBIIuecs
HEHCII0JIb30BaHHBIMHM 00BEMBI NpenapaTa noyiexar yHUUTOKEHHUIO.

4.5. B3amMmopeiicTBHMe ¢ JPYTMMH JICKAPCTBEHHBIMH MNpenapataMM H JApyrue BHIbI
B3aHMO/JeHCTBUSA

OpnHOBpeMEHHOE BBEJEHHE C KaluiicOeperarmoumyMyu JIuypeTMKaMu (B T.4. TpPUAMTEpPEH,
CIMPOHOJIAKTOH, aMUJIOPUI) MOKET MPUBECTH K TSDKEIOM THMIEpKAIMEMHUM 33 CUET CHU)KEHUS
MOYEYHON IKCKPELIUN HOHOB KaJMsl.

WNuaruburopsr AII® — pruck pa3BUTHS TUIEPKATUEMUH, TIOCKOJIBKY HHTHOUTOpHI AIID cHIKaroT
CEKPELMIO AJIbJOCTEPOHA, YTO IPUBOJIUT K 3aJI€P/KKE Kallus B OpraHU3MeE.
bera-anpeHo60kaTOpb! MOBBIMIATM KaK MaKCHUMaJbHYIO KOHLEHTPALMIO Kalus B ChIBOPOTKE
KpPOBH, TaK U BpeMs, HEOOXOAUMOE JUIsl €€ BO3BpAIllEHUsI K UCXOJAHOMY YPOBHIO y TAllMEHTOB,
KOTOPBIM SKCTPEHHO BBOAMJIM HArpy304HYIO /103y Kajlusi BHyTPUBEHHO.

HecteponnHble IPOTMBOBOCHAIUTENBHBIE MpeNapaTl — PHUCK pa3BUTUA TUIEPKATMEMHUU
BCJIEJICTBUE DPA3BUTHUS BTOPUYHOTO THIEPaAbIOCTEPOHU3MA IIOCIE€ HHTMOMPOBAHUS CHHTE3a
MPOCTAarjaHAMHOB B MTOYKAX.

['enapuH CHMKaeT CHHTE3 allbJJOCTEPOHA, YTO MOXET NMPUBOAUTH K Pa3BUTHIO THIEPKAINEMUH,
0COOEHHO NP UMEIOIIEHCS TOYEYHON HEAOCTATOUHOCTH MIIH IPYTHX COCTOSTHUSIX, YXY IIIAIOIINX
DKCKPELUIO KaJus U3 OpraHu3Ma.

BBenenue nmpenapaToB Kallus HE PEKOMEHIYETCS y MAllMEHTOB C TSHKEJIOW M MOJHOW OJioKajgon
ceplla, MNPUMEHSIONUX OJHOBPEMEHHO CepJeYHble TIUKO3UIbl. B ciayuae mnpumeHeHus
IpenapaToB Kajus I KOPPEKIMHM THIOKAIHEeMHH TpeOyeTcss TINATeNbHbIH MOHUTOPHHT
COCTOSIHUS NAIIEHTA.

OpnHoBpeMeHHOE MPUMEHEHUE C WHCYJIMHOM, HaTpusi TUAPOKApOOHATOM CHUXKAET COJepKaHhe
KaJIusl B CBIBOPOTKE KPOBH.

Crnenyromue J€KapCTBEHHBIE CPEACTBA, COJEpKallUe Kalud, WU MpeApacrojararpiume K
pPa3BUTHIO TUIEPKAINEMUU, MOTYT MPUBECTH K KyMYJSIIUM Kalus INpPU OJHOBPEMEHHOM
NPUMEHEHUU C TpernapaTaMH Kallus: aJlCKUPEH, aHTarOHUCTHI pelenTopoB aHruoreHsuHa ll,
LUKJIOCTIOPUH, TAKPOIUMYC.

@®apMaleBTUYECKH COBMECTHM CO CIEAYIOIIMMHU pacTBOpaMH Ul BHYTPUBEHHOI'O BBEIEHUS:
pactBop PuHrepa B KOMOWHAIIMU C TIIOKO30HM (IEKCTPO30H) IJis MHBEKIHH, pacTBop Punrepa
JaKTaTa B KOMOMHALIMU C TJIIOKO30M (IEKCTpO30M) sl MHBEKIUi, 5 % pacTBOp TIIIOKO3BI

(mexcTpo3sl) B pacTBOpe PuHrepa makrata Jyisi MHBEKIIUH, PacTBOP TIIIOKO3bI (AEKCTPO3bI) B
4
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xjuopuaa, 2,5 %, 5 %, 10 %, 20 % pacTBOpbI ITIOKO3bI (IEKCTPO3bl) B BOJIE ISl HHBEKIUH, PACTBOP
Punrepa ans unbekiuii, pactsop Punrepa nakrara qist uabexuuid, 0,45 %, 0,9 %, 3 % pactBopsl
HaATpUS XJIOPUJA.

4.6. ®epTHIBHOCTh, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

[Tpu Ha3HaUEHUM Mpernapara OepeMEHHBIM KEHIUHAM CIIEAYET COOF0IaTh OCTOPOKHOCTb.
[Ipenapar noKeH MPUMEHSATHCS TOJBKO IMPHU SBHBIX MOKAa3aHUAX K €ro IMPUMEHEHUIO, €CIU
OKpJaemasi mojb3a Uil MaTepH MpPEeBbIIIaeT MOTCHIUAIbHBIA PUCK AJIA 102 (110 BO3MOKHOCTH
HA3HAYaroT Mpenaparhl KaJIWs I IPUeMa BHYTPb).

JlakTanus

Kanuit BeiBoAUTCS ¢ TpyIHBIM MoJiokoM. [Ipu Ha3HaueHWH mpemnapara KOPMSIIMM >KSHIUHAM
cienyer coOIoaaTh OCTOPOKHOCTD (IO BOZMOKHOCTH HAa3HAUYAIOT MperapaThl Kajaus s mpuemMa
BHYTPb).

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMHU CPeICTBAMU W padoTaTh ¢
MeXaHU3MaMH

B mepuon nmpumeHeHHs mpernapata HEOOXOAUMO COOIOIATh OCTOPOKHOCTH MPH BBIMTOIHEHUU
MOTCHIMAIBHO OMACHBIX BHJIOB JCATCILHOCTH, TPEOYIOMUX TOBBIIICHHONH KOHIIEHTPAIUN
BHUMaHUS W OBICTPOTHI TICKXOMOTOPHBIX peakiuii (ynpaBlieHUE TPAHCIIOPTHBIMHU CPEJICTBAMH,
paboTa ¢ IBMKYIIUMHCS MEXaHU3MaMH, padoTa JUCIeTyepa, onepaTopa).

4.8. HexkenareJibHbIE peaKUMU

PesroMme HexxenaTeabHbBIX PEAKIINT

HeoGmaronpusiTHpie TOOOYHBIC PEAKIIMA MOTYT Pa3BUBATHCS B BUJE CUMIITOMOB THUIICPKATTHEMHAN
TONIBKO B Ciy4yae abCONIOTHOW MIM OTHOCHUTENIBHOM MEepelo3upPOBKH W/WIIHM CIHUIIKOM BBICOKOM
ckopocTti nH}y3un. YacToTa pa3BUTUs HEOIArONPUATHBIX TOOOYHBIX PEAKIIUI 3aBUCUT OT JI03bI.
Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl: aTTIEPTUIECKHE PeaKIInu.

Hapywenus memabonuzma u numanus:. auao3, TAIEPXIOPEMHUS, TUTIEPKATHEMUSL.

Hapywenus co cmoponul nepgHoll cucmempl: yTOMIIIEMOCTh, MbIIIIEUHast ¢1a00CTh, CITyTaHHOCTh
CO3HAHMS, TSHKECTh B KOHEUHOCTSX, MBIIIIEYHBIE CYIOPOTH, TAPECTE3UH, BOCXOASIINN Mapainy.
Hapywenus co cmopomnwt cepoya: Opamukapausi, AV 0Onokama, QUOPUIUISAINS >KETyI0YKOB,
OCTaHOBKa Cep/IIa.

CHuIKoM BBICOKasi CKOPOCTh HH(PY3UU MOKET BhI3BATh CEPJCUHYIO aPUTMUIO.

Hapywenua co cmoponvl cocy0og: CHUXKEHHE apTepUAIbHOTO JaBJICHUS, LEHTpaIN3aLUsl
KpOBOOOpAIICHHUS.

Kemyoouno-kuuieunvie napyuieHus  TOUTHOTA.
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Coo0111eHrEe 0 T0I03pEBAEMBIX HEKEIATEIbHbIX peaKL[I/Ihl;il o

BaxxHo coo0mare O MOAO03pEBACMBbIX HEXKENATeNbHBIX PEAKIHAX IOCIE PETUCTpAIH
JICKApCTBEHHOTO Iperapara C HeNbl0 00eCeYeHHs HEMPEPIBHOIO MOHUTOPUHTa COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIrO Mpenapara. MeAMLMHCKUM pPAaOOTHUKAM PEKOMEHIyeTCs
coo0uiaTe O JIOOBIX MOJO3PEBACMbIX HEKENATENbHBIX PEaKIHIX JIEKAPCTBEHHOIO Ipernapara
Yyepe3 HALMOHAJIBHBIE CHUCTEMBI COOOIICHUSI O HEKENATEIbHBIX PEaKIUsIX roCyJapCTB — YWICHOB
EBpa3uiickoro 3K0HOMUYECKOTr0 COI03a.

Poccuiickas @enepanus

109012, r. Mockga, CnaBsHCKas IJI0Iab, 1. 4, cTp. 1

OenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBaanazop)

Ten.: +7 499 578 06 70

®axc: +7 495 698 15 73

pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CumMnromsl

HapymieHne sKCKpeTOpHOro MeXaHU3Ma UM CIUIIKOM ObICTpO€ BHYTPUBEHHOE BBEJICHHE KallUs
MOJKET TMPHUBECTH K (aTalbHON THIepKaaueMuu (TOBBIIIEHUE COACpKaHUS HMOHOB Kalus B
CBIBOPOTKE KPOBH BBILIE 5,5 MIKB/JT), IPOSBICHUSIMHU KOTOPOU SIBJSIOTCS: MBIILIEYHBIN THIIOTOHYC,
[apecTe3ud KOHEYHOCTEH, 3aMeNJICHUE aTPUOBEHTPUKYJSIPHOM IPOBOAUMOCTH, ApPUTMMHH,
OCTaHOBKa CEpILA.

PanHue u3MeHeHUs 3IeKTPOKApANOrpaMMbl — BBICOKUN 3y0Oenl T ¢ 3a0CTpEeHHOM BEpIIMHON U
y3KAM OCHOBaHHMEM, HanOOJIee BEIPAKECHHBIN B TPYAHBIX OTBEICHHUIX V2—V4, IPOSBISIOTCS MIPH
MOBBIIIIEHUH KOHLEHTPAIIM HOHOB KaJIHsl B CBIBOPOTKE KPOBH 10 5,5-6,5 MakB/11. [Ipn ymepeHHoH
TUMEepKaIMeMU  (Cofep)kaHue MOHOB Kaiusg B CHIBOPOTKE KpoBH 6,5-8,0 MdKkB/N)
3JeKTpoKapAuOorpauyecKUMU TMpPU3HAKAMU SBJISIOTCSA: YMEHBIIEHHE aMIUIMTyAbl 3yona P,
yanuHenne mHTepBana QT, pacmmpenne xomruiekca QRS, cHwkeHne ammumTyabl 3yoma R,
HKEITyJ0UKOBAasi 3KCTPACUCTOIIHS.

Bonee Tsxkenble CUMNTOMBI TMIEPKATMEMUU — Mapajlud MYCKYJaTypbl M OCTaHOBKAa CepAala
(U3MEHEeHHE Ha JJIEKTPOKapIuOorpaMMe — MEAJICHHBIH M YCKOPEHHBIH WIAMOBEHTPUKYJIISPHBIN
PUTM, GUOPMILIALUS JKEITYJOUYKOB, aCUCTOJIMS) Pa3BUBAIOTCS MPHU COJIEP)KaHUU MOHOB Kajus B
CBIBOPOTKE KpoBH 9—14 MAKB/I.

Jleuenue

[Tpexpamenne nH@y3um npenapara. BHYTps WM BHYTPUBEHHO — PACTBOP HATpUs XJIOPUAA;

BHyTpuBeHHO 300-500 M1 5 % pactBopa nexctpossl (¢ 10-20 EJ] uncynrHa KOPOTKOTo 1eHCTBUS
6
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rupoKapOoHaTa, Ipyu HEOOXOJUMOCTH — FEMOIUAIN3 U IEPUTOHCATBHBIN THATH3.

ApPUTMHS WK CBIBOPOTOYHAS KOHIICHTPAIHSI KAIHS CBBIIIE 6,5 MMOJIB/JI TpeOyeT HEMETICHHOTO
JiedeHus ¢ moMolibio BHyTpuBeHHOro BBeAeHust 10—20 M 10 % pacTBopa Kaiblius INIIOKOHATA B
TeueHue 1—-5 MUHYT.

[Ipu nedyeHUM TrUNEPKATUEMUU Y TAIUEHTOB, HAXOMASIIUXCA Ha JICYCHUH CEpACUHBIMU
TJIMKO3HUIaMH, OBICTPOE CHUIKCHHE KOHIICHTPAIIMH KIS B CBIBOPOTKE KPOBU MOXKET MPUBOIUTH
K TUTUTAIMCHON MHTOKCHUKAIIUH.

[Ipu nedeHMM NEpenO3UPOBKH HEOOXOAMMO MPOBOAWTH HempepbiBHbIN ODKI'-MoHUTOpHHT,
MEPUOIUYECKH OMPEEIATh MOUCBUHY, DJIEKTPOIUTHl U KPEaTUHUH B IIa3Me€ KPOBH, KOHTPOJIb
KOHIIEHTpAllMU Kanus (TpU HEOOXOJAMMOCTH, Kaxkible 2—3 49), OECCHMIITOMHBIX MAIMCHTOB

HE00XO0AMMO HAOII0IATh B TEUEHHUE 6 U.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOCTBA
dapmakoTepaneBTHUECKas TpyIna; Kajaus npenapar.
Kon ATX: BO5SXAO01.

Mexauuswm nericrust, hapmakoanHamuueckue dhhEKTHI

Kanuit sBisiercst Ba)xHEHIIMM KaTHOHOM BHYTPHUKJIETOYHOTO IIPOCTPAHCTBA, 0KOJI0 98 % obiiero
CoOJIepKaHus KaJusl B OPraHU3Me HaXOIUTCS BO BHYTPUKJIETOUHOM JKUIKOCTH.

Kanuit yyacTByeT B 2JIEKTPOXUMHUYECKHUX MPOI[eccaxX KIETKHU, a TAK)KE B YTIEBOJHOM U OEIIKOBOM
obMeHax. Bo BpeMs cHMHTe3a TTIMKOTEeHA U OSJIKOB KA MOTPEOIsSeTCs KJISTKaMH, a B IIPOIiecce
pacuIeIICHHs 3TUX CyOCTpaToB Kauuii BICBOOOkmaeTcs (0koio 0,4—1 MMOJTb KalTusi/T TIIMKOTeHA
1 OKOJIO 2—3 MMOJIb KaJIHs/T BBIBOJIUMOTO a30Ta).

TepaneBTudeckuM 3¢ (HEKTOM pacTBOPOB Kallvs XJIOPUAA Il BHYTPUBEHHOT'O BBEACHHUS SIBIISIETCS
MIPEIOTBPAIICHIE HITH JICUeHUE JeDUInTa Kajiusi, KOT[a epopaabHbIA MpHeM (MJIH SHTepaIbHOE
BBEJICHUE) HEBO3MOXKCH HMJTM HEJIOCTATOYUCH.

CyTouHasi TOTpeOHOCTH B KAJIUK COCTaBISAET 0K0JI0 1-1,5 MMOIB/KT Macchl Tena.

JeduuT kanust MOKeT ObITh BBI3BAH MOBBIIIEHUEM MTOYSUHON SKCKPEIUH, YBETUICHHEM MTOTEPh
4yepe3 JKeMyJOYHO-KHMIICYHBIH TpPaKT, HampuMep, NPU PBOTE, JWApPee WU dYepe3 CBUIIIH,
MOBBIINICHUEM BHYTPUKIICTOYHOTO TIOTPEOJICHUS, HAIIpUMep, TIPH JICUCHHUH allk103a WA BBEICHUN
JEKCTPO3bl M HHCYJIMHA, & TAK)KE MIPU HEJJOCTATOUYHOM MOTPEOJICHUN Kausl.

['unokanuemMusi COMPOBOXKIACTCS MBIIIEYHON cIaO0CThIO, ATOHUEH TTIAAKUX MBIIII] KEITYyI0YHO-
KHIIIEYHOTO TpakTa (OT 3amopa /10 KHIIEYHON HEMPOXOJUMOCTH), IOTepel CIIOCOOHOCTH MOYEK

KOHIIEHTPUPOBaTh Mouy, u3meHeHussMu JDKI' u cepaeunoit aputMueil.
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5.2. ®apMaKOKHHETHYECKHE CBOHCTBA (NOCNEOOBATENEHOCTE 0003)

BcacriBaHue
[TockonbKy JIEKapCTBEHHBIH MTpenapaT BBOJAUTCS BHYTPUBEHHO, €r0 OMOJOCTYITHOCTh COCTABIISICT

100 %.

Pacopenenenue

WoHbl Kanusg U XJopa BKJIIOYAIOTCS B OOIIME IMyJl MOHOB opranu3Ma. KoHIeHTpauusi Kaaus u
KHCJIOTHO-OCHOBHOE COCTOSIHUE IUIa3Mbl KPOBH TECHO CBSI3aHBI MEXJy COOOH. AJKano3 4acTo
COINPOBOXKAACTCA TMIIOKAIMEMUEH, alln03 — TUnepKkanuemMuei. KoHnenTpanus kaaus B ILIa3Me
KPOBH B IpeziesiaX HOPMBI IIPH allU03€ YKa3bIBaeT Ha Ae(UILIUT KaJusl.

BryTpukierounas KoHueHTpanus Kaimus coctapiser okosno 140-150 mmons/n. Konuenrpamnms
KaJHs B TUIa3Me KPOBHU B MPEIeax HOPMBI COCTABISIET OT 3,5 10 5 MMOJIB/II.

BI/IOTDaHCd)ODMaHI/IH

He npumenumo.

BeiBenienue

Kanuii B OCHOBHOM BBIBOJUTCS TOYKaMu ¢ Mo4oi (0kojo 90 %), oxono 10 % BeIBOAUTCS M3
OpraHu3Ma 4epes >KelyJ0YHO-KUILIeYHbIN TPpakT. J{axe B ycnoBusx nedunura kaaus 10-50 mmons

KaJInd B CYTKH BbBIBOAUTCA ITOYKAMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOraTe/IbHbIX BellleCTB

1 M pacTBOp XJIOPHCTOBOJOPOAHOM KUCIOTHI

Bona mis uaseknui

6.2. HecoBMeCTUMOCTh

dapmMareBTHYeCKM HECOBMECTHM IIPU Pa3BEICHHU C PAaCTBOPAMHM, COJCPKALIMMHU: aMHKallHA
cynbdart, amporepuniud B, aMOKCHITIIIMH HATPHsI, OCH3WINICHUIIMIUINH, IMa3ernaM, J00yTaMruHa
THIPOXJIOPU, OJProTaMHHA TapTpar, dSTOMO3MJ C UUCIUIAHTHHOM W  MaHHHUTOJIOM,
METHIIITPEHU30JI0OHA HATPHS CYKIIMHAT, HEHUTOWH HATPHUs, IPOMETAa3UHA THAPOXIOPU, HATPHSI
HUTPONPYCCHJI, CTPENTOMHUIIMHA CYJIb(aT, MaHHUTOJN, CTEPHIBHYIO >XHPOBYIO OSMYJBCHIO,
COZIEPIKAIYI0 COEBOE MACIIO M JICHUTHH (JaHHBIH CIIHUCOK HE SIBIISICTCS] HCYEPIIBIBAIOIIINM).

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts npu remmneparype He Boie 30 °C.
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(MOCNEQCBATENEHOC T.:u 0003)

6.5. XapakTep u coaep:kaHue NePBUYHOI YNAKOBKH

JUtst mo3uposku 40 Mr/mur:

ITo 10 mu1 B ammynbl U3 MONMATUIIEHA HU3KOM MIOTHOCTH (IIoauTBUCT) cO ckpyumBaromummcs
KOJIITAaYKOM JUIsi OE3bIrONIbHOTO 3a00pa Ipernapara, U3roToBieHHbIe 1o TexHonoruu "blow-fill-
seal" «BBITyB-HamonHeHue-repMernzanus» (Bottelpack®™) n3 TpaHyn momuITHIEHA HHU3KOM
TUIOTHOCTH.

ITo 10, 20, 50 uau 100 amiys1 BMecTe ¢ UHCTPYKLMEN 110 IPUMEHEHHIO B IIAUKy U3 KapTOHA.

Jlsa no3upoBku 40 mr/mi u 75 Mr/miu:

ITo 100 mmu 200 mu Bo dakonbl nosmmnponwieHoBble (ITomudnak) (He comepxkar [1BX),
u3rotoByeHHbIe 1o TexHonoruu "blow-fill-seal" «BbIyB-HaOIHEHUE-TEPMETH3ALIN) U3 TPAHYIT
IIOJIMIIPONIMIIEHA, C 3alasHHOM TOPJIOBHHOM, C CaMOCIHAJAOIIMMCS KOPIIyCOM, CO IIKaJIOW M
netiei-aepxareneM, ¢ MpUBapeHHbIMU Koimnaukamu. Kosmauku MOryT OBITE € 2-Ms OT/AEIbHBIMU
CTEpWIBHBIMU IOPTAMHU, 3aKPBITBIMU 3aLIUTHBIMU IOJUIPONUICHOBBIMU 3arlylIKaMH, JIMOO
UMETh 2 CTEpWIBHBIX MOPTA, 3aKPBITHIX 3aIIUTHON aTIOMHHHMEBOH (oibroil. B ciyuae ¢ 2-ms
OTJENFHBIMU CTEPWJIBHBIMU TMOPTAMH TPH BCKPBITUM OJHOTO IOpPTa CTEPHIBHOCTH JAPYTOTrO
COXpaHseTcs.

OnuH ¢G1akoH BMECTE ¢ MHCTPYKIMEN M0 MPUMEHEHUIO B MAYKy U3 KapTOHA.

JIJ1st cTartmoHapoB

ITo 36 dnakonoB mo 100 M wim mo 20 ¢urakoHoB o 200 M1 BMECTE C paBHBIM KOJIMYECTBOM
WHCTPYKUUN MO MPHUMEHEHHI0 B TOPpoKopod M3 KapTOHA WM B JOTKH M3 TOPpPUPOBAHHOTO
KapTOHa, OOEPHYThIE TEPMOYCATOUYHON MICHKOM.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH YHUUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenmapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKApPCTBEHHOT0 MpenapaTra ujiM padoTbl ¢ HUM

[Hopsinok paGoThI ¢ MOIUMEPHOUN AMITYJIOMN:

1. B341b amMnyily U BCTPAXHYTbH €€, YAEPKHUBasi 32 TOPJIBIIIKO.

2. CIaBUTh aMITyJly PYKOW, NMPU STOM HE JODKHO IMPOHMCXOJUTH BBIJCIICHUE IMperapara, U
BpalIalOUMU JBHKEHUAMHU IOBEPHYTh U OTJEIUTH KJIAIlaH.

3. Uepe3 oOpa3oBagIiieecsi OTBEPCTUE HEMEIJICHHO COSIMHUTD LINPHIL C aMITYJIOMH.

4. IlepeBepHyTh aMITyJly U MEAJIEHHO HaOpaTh B IINPUI] €€ COAEP)KUMOE.

5. Hagetp uriy Ha mmpuir.

7. IEPKATEJIb PETUCTPAIHUOHHOI'O YIOCTOBEPEHUSI
Poccusa

000 «I'epra»
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195279, r. Cankr-IletepOypr, UHaycTpuanbHbI npocnekis it T Kopit Dbkt AC TE 0003]

7.1. Hpe)ICTaBI/ITeJ'[L ACPKATEIA PETrUCTPANUOHHOIO YI0CTOBEPECHUA

IIperen3un HOTDC6I/ITGJICI71 HaIpaBJIATh 110 aApECy:

Poccus

000 «I'poTekcy

195279, r. Caukr-IlerepOypr, UHIyCTpUAIBHEII NpoCTieKT, 1. 71, kopr. 2, mut. A
Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88

ccc@grotexmed.com

8. HOMEP PEI'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETMCTPAIIMA (IIOATBEPXKJIEHHSA PETMCTPAIIMN,
NEPEPET'UCTPALINN)

JlaTta nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
OOmast  XxapakTepUCTHKa JIEKapCTBEHHOro mpenapata Kanaus XJopua JOCTynmHa Ha
UHPOPMALIMOHHOM TmopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHO# cetn «uTepuer» https://eec.eaeunion.org.
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