COOTBETCTBYET ZKCNEPTHOMY OTUETY
oT 26.11.2025 N2 29442

OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPERAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

KAJIMA XJIOPUJI BEJI®APM, 40 mr/mi, KOHIEHTpAT JIsi IPHUTOTOBJICHHS pacTBOpa IS
UHY3H.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BEMIECTBO: Kalus XJIOPHI.

Kaxknprii M1 KOHIIEHTpATa IS MPUTOTOBJIICHHS pacTBOpa s MHPY3uUid comepkut 40 Mr kamus
XJIOpUJA.

Kaxxnas ammyna oobemom 5 mit copepxkut 200 Mr Kayust XJI0pu/a.
Kaxnas ammymna oosemom 10 mit cogeprkut 400 Mr kanust XJiopusa.

Beriecta, HalM4re KOTOPHIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOT'O Mperapara: rirKko3a (CM.
paznen 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

KonnenTpar asns npuroToBiIeHUs pacTBopa sl HHPY3HIA.

[Ipo3paunas OecuiBeTHas! WM CJIETKA OKpaIICHHAs YKUIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Mpemapar KAJIMA XJIOPU] BEJIOAPM mnoka3aH kK MPUMEHEHHIO Y B3POCIBIX B Bo3pacTte oT 18
JeT.

— I'mmoxanmemMms pa3jindHOro reie3a, B TOM 4uCJIiC apuTMHUH, O6YCJ'IOBJ'I€HHI>IC THTIOKaJIHEMUEH.
4.2. Pe:kxuMm 103MPOBAaHNS M CIOCO0 NPUMEHEeHU s

PexxuMm n03upoBaHus

Z[o3a I JICUCHUA I[e(I)I/II_[I/ITa Kajlusa OOJIKHa OBITh noz[06paHa B COOTBCTCTBUHU C (I)aKTquCKOﬁ
KOHHGHTpaHHeﬁ OJICKTPOJIMTOB B IJIa3ME KPOBU U IMoKa3aTelieil KUCIOTHO-OCHOBHOT'O COCTOSHUSL.

1 mmons kamus (K*) coorserctByer 75 mr kamus xiopuzaa (KCI).
B3spocavie u nosicunvie nayuenmot

Jloza 0ns aeuenuss YMepeHHo20, 0ecCUMNMOMHO20 odeduuuma Kaius U _npu_noooepaicusdaiouiel
mepanuu.:

KonuuecTtBo kamusi, HeoOXoIMMOE M KOPPEKIMHW yMEpeHHOro neduuuTa Kaausd U TMpu
MO/JIEP>KUBAIOIIEH TepaTuu MOXKET ObITh PaCCUMTAHO IO cleayrouleil popmyie:

Tpebyemoe kommdecTBo MMoitb K = (MT [kr] x 0,2)" x 2 x (ueneBas konuentpamus K B mnasme
KpOBH ~ — (pakTHUecKas KoHIeHTpanus K* B miasme kpoBu [MMoJIb/11])
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rac:

*—MT = macca Tena;
™ — 3HaueHHMe IIpeCTaBIAET COOO0I BHEKIETOUHBIH 0OHEM KUIKOCTH;

" —uenepas kounenTpauus K* B miasme KpoBH J0JDKHA OBITh paBHa 4,5 MMOJIb Kasus/J.

Maxcumanvnas cymoynas 003a (Hanpwwep, 8 Cy4ae msiceiol CUMNMOMAMUYECKOU 2UNOKAAUCMUL
UJiu 3HA4umeibHolx I’lOl’l’l@Db).'

J1o 2—3 MMOJIb KaJust/KT Macchl Tea.
Maxcumanvras ckopocms 66e0eHusL:

Jlo 20 mmonb Kanusi/9ac y B3pocibix (cooTBeTcTBYeT 0,3 MMOJIb KaHs/Kr Macchl Tena/dac). Ecim
KOHIIEHTpAIMs Kaliusl B TUIa3ME€ KPOBH COCTABIIIET MEHEE 2 MMOJIb KaJIUs/JI, CKOPOCTh HH(Y3UH
MoXeT nocturarb 40 MMOJIb Kaiysi/gac.

Oco0ble rpynIsl MaluesToB

Ilayuenmul ¢ caxapnvim ouabemom

M3MeHEeHHE KHCIOTHO-OCHOBHOTO COCTOSHHS OKa3hbIBaeT BIMSHHE Ha KOHILCHTPAIUIO KaJiusd B
IJ1a3M€ KpOBH. HOTpC6HOCTL B KaJIMX YBCIIMYUBACTCA IPHU KOMIICHCAIUHN KE€TOALN1034a Y [TAIITUCHTOB
C CaxapHbIM I[I/Ia6€TOM, a TaKyKC IMPU BBCACHHUU I[GKCTpO?;I)I/I/IHCy.HI/IHa KOpPOTKOI'o HCﬁCTBHﬂ.

CTH

[Ipumenenue npenapara KAJINSA XJIOPU BEJI®APM y nereii u moapocTKoB B Bo3pacte oT 0 10
18 et mpoTUBOMOKa3aHO, TOCKOIBKY 3(pPEeKTUBHOCTD U OE30MACHOCTH HE YCTAHOBJICHBI.

Cooco0 nmpuMeHeHns

TosbKO BHYTPUBEHHO KanelbHO!
3anperiaercs BBOJUTh BHYTPUMBIIIEUHO!

JlekapcTtBeHHass (opma KOHLEHTpAT JuIsi TPHUTOTOBJICHUS pacTBOpa Juii HHQY3ul Tpedyer
00s13aTeIbHOTO pa3BeieHus !

HpenapaT BBOJAT BHYTPHUBCHHO KaIl€JIbHO TOJIBKO ITOCJIC pa3BCACHUA KOHILICHTPATA B 10 pas.

WNHcTpyKIMu 10 pa3BeieHHIo JEKapCTBEHHOTO Iperapara rnepej IpuMeHeHHEeM CM. B paszene 6.6.
4.3. IIpoTnBonOKa3aHus
— FI/II'IepLIYBCTBI/ITeJ'II)HOCTI) K KaJIMAa XJIOpHUAYy UJIN K J'IIO6OMy U3 BCIIOMOT'aTCJIBHBIX BCIICCTB,

MEPEYMCIICHHBIX B pazzene 6.1.

— ['unepkanuemMust WM TUIEPXJIOpEMHUs JIF000M 3THOJIOTUH, TTOJIHASL ATPUOBEHTPUKYIISIPHAS MIIN
BHYTPHIKEITyI04YKOBas OJ0Kaja.

- ITodyeuHass HETOCTATOYHOCTH C OJUTYPUEH WU a30TEMHUEH.

— OUOPHILTALIUS JKETYT0UKOB.

— Bbonesns AxnucoHna.

— ['unepanpenannsm, acCOMUPOBAHHBIN C aJPEHOr€HUTAIbHBIM CUHAPOMOM.
— OKCTEHCHBHBIN pacraj] TKaHeH (B T.4. MPH TAKEIBIX 0XKOIax).

- Ocrtpast neruapararusi.

- Tennossle Cyn0pOry.

— CocCTOSsIHUS ¢ HOBBIIIEHHOMH YYBCTBUTCIIbHOCTBIO K BBEACHUIO KAJIHUA (B T.4. HACJICICTBCHHAasA
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SIIN30JUYCCKasd afuHaMUA WX BPOXKJACHHAA ImapaMnuo OHI/ISI).

— ComnyTcTBYIOIIasl TEpANHsl COJIIMU KaJIUs M KaliicOeperalonumMu JHypeTUKaMu.

— Bospact 10 18 et (3¢ dhekTHBHOCTS 1 6€30MaCHOCTh HE YCTAaHOBJICHB ).
4.4. OcoOble yka3aHusl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— ATpuoBeHTpHKYIsipHas O10kana |-l crenenn.
- CepnieuHast HEIOCTaTOYHOCTb.
— CeprioBUIHOKJIETOUYHAS] aHEMHUSL.

- 3aboneBaHus U COCTOSIHUA, COIIPOBOXAAOMUECA HAPYIICHHUEM OJKCKPEHOUHN Kaliusd, B T.Y.
XPpOHHUYCCKAd Mmo4YcuyHass HEJOCTATOUYHOCTD.

- Ha,I[HOLIeLIHI/IKOBaH HEOOCTAaTOYHOCTD.

— Y nanuMeHTOB, NPUHUMAIONIMX CEPIACYHBIC TIUKO3UAbI, AaHTATOHUCTHI AJIbJOCTEPOHA,
MHTHOUTOPHI  aHTHOTEeH3WHINpeBpamaromero ¢epmenta (AIld), Takpomumyc, NIHKIOCIOPHUH,
rerapuH  JUITENBHOTO  JICHCTBHS, CYKCAMETOHMHW WM TOTCHIUAIBHO HE(PPOTOKCHUHBIC
JIEKapCTBEHHbIE Tpernaparsl (HECTEPOHIHBIC MPOTHBOBOCIAIUTEIbHBIE NpPENaparhl, aHAIBI€THKH
nepudepuyecKoro AeHCTBHS).

— Y nanmeHToB ¢ caxapHbIM AUa0eToM (Tpenapar COAEPKUT TIIIOKO3Y).

Oco0ble yKa3zaHus

[IpemapaT npuMeHSTH TOJIBKO pa3BeIEHHBIM B COBMECTHMOM PACTBOPE JIsI HH(PY3HIA.

B nepuon seueHuss He0OXOMMO MOHUTOPUPOBATH KOHLEHTPALMIO Kajlusl B CHIBOPOTKE KPOBU BO
BpeMs BBEJICHUSI U CBOEBPEMEHHO KOPPEKTUPOBATh 103y. Kpome Toro (oco6eHHO mpu 3a001eBaHUH
cepAua, Mo4YeK WM HAJIMYUM aluj03a), PEKOMEHYeTCsl KOHTPOJIb KHCIOTHO-IIEJIOYHOro OanaHca,
ANEKTPOJINTOB CHIBOPOTKH, DKI' ¥ KIMHUYECKOTO COCTOSHUSA MALMEHTA.

'unepkanuemust pa3BuUBaeTcs OBICTPO M MHPOTEKAaeT OECCUMITOMHO U TOTEHIMAIBbHO MOKET
NpUBECTH K OJIOKaJe BHYTPUCEPAECYHOIO MPOBEJIEHHS U JIETAIBHOMY MCXOoJy. PaHHue mpusHaku
TUIIEPKAJTUEMUN — THUIIOTOHYC M NIAPECTE3UN KOHEUYHOCTEM.

JleyeHne TUNIOKAIMEMUN HE JOJDKHO IPOBOAUTHCA OJHOBPEMEHHBIM BBEACHUEM COJIEW KaJHs U
KaJIniicOeperarnmx IMypeTUKoB BO H30eKaHUE TSHKEJION THIIEPKATHEMUH.

Jledenue mpenapaTtaMu Kajaus HE JOJKHO MPOBOIAUTHCS MpPU 3a00IEBAHMSIX, COMPOBOXKIAIOIIUXCS
0JI0KaZaMu cep/ilia, HOCKOJIbKY 3TO MOKET MOBBIIIATH CTENIEHb OJIOKAIbI.

Ha nHayaneHOM 3Tarne jeyeHus cienyeT u30eraTb BBeIEHUs OJHOBPEMEHHO C TIIFOKO030M, MOCKOJIbKY
3TO MOKET CIIOCOOCTBOBATH AaJIbHEHIIIEMY CHH)KEHUIO KOHLEHTPALlUU Kajusl.

HeO6XOI[I/IMO 00eCIIeYNTh HCKIIOUHUTEIBHO BHYTPUBCHHOC BBCIACHUC IIpCIlapaTa, ITOCKOJIbKY
OKOJIOBCHO3HOC BBCJACHUC MOKET BbI3BAaTh HCKPO3 TKaHE.

Beenenue kanus XJIopuJa B BEHbI HE0O0JIBIIOTO ANaMCTpa MOKET COITPOBOXKIATHCA 00JIE3HEHHOCTBIO
B MECTC BBCICHHUA.

PacTtBop cienyer ncnosib30BaTh TOJBKO €CIM OH MPO3PAvueH, U aMIlysia HE TOBPEXKICHA.
BcnoMorarensHble BEIIECTBA

IIpemapar KAJIMUA XJIOPUJ BEJI®APM coxmepxxur B cBoeM cocTaBe 334 MI TIJIIOKO3BI
MOHOTHpaTa (B IepecyeTe Ha TJIOKO3y) Ha 1 Ml mpemapaTa, 4TO HEOOXOAMMO YYUTHIBATH
MaIMEeHTaM ¢ CaXapHbIM JHa0eTOM.
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4.5. B3aumojeiictBie ¢ JPYruMu JieKapcTBeHHBLIMHU %enz&m“-rlanm n npvme"mrm,l

B3aNMOIeHCTBUA

OpHOBpEeMEHHOE BBEACHHME C KaluhcOeperalomuMu JuypeTukaMd (B T.4. TpUaMTepeH,
CIUPOHOJIAKTOH, aMUJIOPUJI) MOKET MPHUBECTH K TSKEIOW TUIEPKAIMEMUM 33 CUET CHUKEHUS
MOYEYHON IKCKPEIIUU HOHOB KaJIHsl.

WNuruburopsr AII® — puck pa3BUTHS THHEPKATMEMUH, MOCKOIbKY MHruOuTOpsl AIID cHmkaioT
CEKpPELUIO allbJJOCTEPOHA, YTO IPUBOUT K 3a/I€pKKE KalKs B OpraHU3Me.

Bera-anpeno0m0KkaTOpsI MOBBIIIATN KaK MAKCUMAIbHYIO KOHIIEHTPAIMIO KaJIHsl B CHIBOPOTKE KPOBH,
TaKk U BpeMs, HEOOXOIUMOe Ul €€ BO3BPAIEHUS K MCXOJHOMY YPOBHIO Yy HAIlMEHTOB, KOTOPHIM
SKCTPEHHO BBOAMJIM HArpy304HYIO 03y Kajausl BHYyTPUBEHHO.

HeCTepOI/II[HBIe IMPOTHUBOBOCHAIUTCIBHBIC IIPEIIAPAThI — PUCK Pa3BUTHS THIICPKATIMEMHUHN BCICACTBHUC
Pa3BUTHA BTOPUYHOT'O THIICPAIbAOCTCPOHU3MA ITOCJIC I/IHI‘I/IGI/IpOBaHI/ISI CHUHTC3a IMPpOoCTarjiaHAnHOB B
ITOYKax.

FeHapI/IH CHMXXACT CHUHTE3 aJIbAOCTCPOHA, YTO MOKCT IMPUBOAUTHL K PA3BUTHIO THUIICPKAIUCMUH,
0COOEHHO IIpHu HMCIOHICI;'ICH MOYECUHOM HEAOCTATOUHOCTHU WJIM APYIUX COCTOAHHUAX, YXYAHIAOMIUX
OKCKPCUUIO KaJIud U3 OpraHu3Mma.

BBCZ[GHI/IG npenapaTroB Kajius HC PEKOMCHAYCTCA y IMAllUCHTOB C TSKEJNOH M IOJHOM 6J'IOK8.I[OI7I
cepaua, MpUMCEHAIOMUX OAHOBPEMCHHO CEPACUYHBIC TTIMKO3U/IbI. B cJiydac MpuMCHCHUS IIperapaToB
KaJIuA JJIA KOPPCKIHU T'MIIOKAJIMCMUU, Tpe6yeTc;1 TH.IaTeJ'IBHLIﬁ MOHHUTOPHUHI' COCTOAHUA ITAllUCHTA.

OnHOBpEMEHHOE NMPUMEHEHHE C HHCYJIMHOM, HATpus THUIPOKApOOHATOM CHUYKAET COJEp)KaHUE
KaJlisl B CBIBOPOTKE KPOBHU.

Crnenyrouiye JeKapcTBEHHbIE CPEACTBA, COJAEPIKALINE KaJIUi, MU PEAPACIIOAraolue K pa3sBUTHIO
TUMEePKATUEMUU, MOTYT MPUBECTH K KyMYJSALMHM Kalus TNpPU OJHOBPEMEHHOM MPUMEHEHHH C
npenaparaMy KaJlds: ajJUCKUpPEH, aHTarOHUCTBhl PElenTopoB aHruotreHsuHa |, muxiaocmopuw,
TaKpOJIUMYC.

dapmaneBTUYECKH COBMECTUM CO CIEIYIONMMH pacTBOpPaMH i BHYTPHBEHHOTO BBEICHUS:
pactBop PuHrepa B koMOMHAIMU C TJIFOKO30H (AE€KCTpO30il) Ans MHBEKIUi, pacTBop Punrepa
JaKTaTa B KOMOMHAIMM C TJIOKO30M (JI€KCTpOo30M) JuIsl HMHBEKUUH, 5 % pacTBOp TIIIIOKO3BI
(excTpo3bl) B pacTBope PuHrepa makrata Ui MHBEKLUH, pacTBOp TIJIIOKO3bI (IEKCTPO3blI) B
KOMOMHAIMK ¢ HaTpHs XJIOpUAOM, 5 % pacTBop Iitoko3sl (AekcTpo3bl) B 0,9 % pactBope HaTpus
xyopuna, 2,5 %, 5 %, 10 %, 20 % pacTBopHI TIIOKO3HI (IEKCTPO3bI) B BOJE M1l MHBEKIIUI, pacTBOP
Punrepa mis uabekunii, pactBop Punrepa nmakrara mans mabekuui, 0,45 %, 0,9 %, 3 % pactBopsr
HaTpus XJIOpUIa.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTDb U JTAKTALUSA

bepemeHHOCTD

IIpu Ha3HadeHuMu npenapata OEpPEMEHHBIM JKEHIIUHAM CIEAYyeT COOIIAATh OCTOPOKHOCTB.
IIpenmapaT 1OJKEH NPUMEHATHCA TOJIBKO TNPU SBHBIX IIOKa3aHUSAX K €ro INPUMEHEHMIO, €CIIU
OKujaemasl Tojib3a JJIsi MaTepH MpPEBbIIIAeT MOTEHIUAIBHBIN PUCK VIS TUI0/Aa (110 BO3MOXHOCTH
HA3HAYaIOT MpenapaTsl Kajlus JJs IpueMa BHYTpb).

JlakTarms

Kanuii BbIBOgUTCS C TpyIHBIM MOJIOKOM. [IpM HasHadeHHWM mpemnapaTa KOPMSIIMM IKEHIIMHAM
ClIeyeT COOI0AAaTh OCTOPOXKHOCTh (II0 BO3MOXKHOCTH HA3HAYalOT IpenapaThl Kajlus Ui pueMa

BHYTpB).

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeACTBAMM M padorarh ¢
4
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MEXaHM3MaMHU

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B nepuon mpumenenus npemapara KAJIMA XJIOPU]J| BEJI®APM Heob6xomumo coO0aaTh
OCTOPOKHOCTh TPHU BBIOJIHEHUN MOTCHIMAIBFHO OIACHBIX BUJOB AEATEIBHOCTH, TPEOYFOLIHMX
MOBBIIICHHOW KOHIICHTPAIlUd BHUMAHUS W OBICTPOTHI TICHXOMOTOPHBIX pPeakiuii (yrnpaBicHHE
TPAaHCHOPTHBIMU CPEICTBaMH, padoTa ¢ JABWKYIIMMHCS MeEXaHM3MaMu, paboTa Iucrerdepa,
oreparopa).

4.8. HexenaTelbHbIE peakMu

Pe3romMe HexenaTeabHbBIX DEAKIINI

HeGnaronpustHble NMOOOYHbIE pEaKUU MOTYT DPa3BUTbCA B BUAE CHMITOMOB THIEPKAIUEMUU
TOJBKO B CiIy4ae aOCOJIOTHOM WM OTHOCHTEIBHOH IMEpeIO3HMpPOBKH W/WIM CIUIIKOM BBICOKOU
CKOpPOCTH UH(DY3HH.

YacToTa pa3BUTHS HEOIATONPUATHBIX MOOOUHBIX PEAKIHA 3aBUCUT OT JI03bI.

HexenarenbHble peaKuuu NpeacTaBJICHbI B COOTBECTCTBHUH C ITIOPAKCHUEM OPraHOB U CUCTCM OpPIraHOB

B IOCJICOAOBATCIBHOCTU MCIHUIMUHCKOTO CJIoBapsa JIA HOpMaTI/IBHO-HpaBOBOfI NCATCIIBHOCTHU
(MedDRA)).

Hapywenus co cmoponvl ummynHou cucmembul: aljieprudeckue peakuu.
Hapywenus memabonuzma u numanus: anuao3, TUIEPXIOPEMUS, TUIIEPKATHEMHUS.

Hapymenuﬂ CO CmMOpPOHbI H@pGHOﬁ cucmembl. YTOMIIIEMOCTbh, MbIIICYHAsA CJIa6OCTI), CIIYTaHHOCTb
CO3HAHUS, TAKECTb B KOHCYHOCTAX, MBIIICUYHBIC CYAOPOIr'U, MapeCTC3UU, BOCXOI[HIJ.[PIﬁ Imapain4.

Hapywenus co cmoponvt cepoya:. Opamukapaus, AV Oiokana, GUOPHLISAIMS JKETYI0YKOB,
OCTaHOBKa CepIa.

CuIKoM BeICOKAs CKOpPOCTHb I/IH(by3I/II/I MOZKCT BbI3BaTh CCPACHHYIO apUTMHUIO.

Hapywenua co cmopousl cocy0os. CHIDKCHHE apTepUallbHOTO JaBIICHUS, LEHTPATH3ALUSL
KpOBOOOpAIIeHHUS.

Hapywenus co cmoponul dceny0ouno-kuueuno2o mpaxma. TOUHOTA.

Coo011eHre 0 TTOI03PEBAEMBIX HEXKEIATENbHBIX PEAKIIUIX

Baxno COO6IJ_IaTI:> 0 MMOAO3PCBACMEBIX HCIKCIIATCIIBHBIX PCAKIUAX IMOCJIC PETUCTpALlUN IIpCIiapara €
OEJIbIO oOecreyeHus HCMIPEPBIBHOTO MOHUTOPUHI'A COOTHOIICHU A «I1OJIb3a — PUCK) JICKAPCTBCHHOI'O
Ipemapara. MeauiuHCKUM pa60THI/IKaM PECKOMCHAYCTCA COO6H_[3.TB 0 JIOOBIX IoA03pEBaACMBIX
HCKECIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOTO IIp€riapara 4€pe3 HalMOHAJIIBHBIC CUCTEMbI COO6HI€HI/I$I
0 HCXKCIIATCIIbHBIX PCAKIUAX I'OCYAapCTB — YJIICHOB EBpa3HﬁCKOFO OKOHOMHYCCKOI'o COro3a.

Poccutickas ®@eoepayus

denepanbHas ciyx6a o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBranzop)
109012, r. MockBa, CiaBsiHCKasi TUIOIIaab, 1. 4, crpoenue 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

WutepHer-caiit: Www.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

CHUMIITOMBI
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Hapymenne 3kCKpeToOpHOT0O MEeXaHW3Ma WM CIMIIKOM 61;1(:1'%%%1% EGHIIEQ léglene};rpre 'K‘aIJ‘III/IIH

_NEP T_H H OTYETY

MOXET MpPHUBECTH K (paTasbHOM TUNEepKasueMuy (TOBBILICHUE COAEP)KAaHUS MOHOB Kalusi B
CBIBOPOTKE KPOBH BBILIE 5,5 MIKB/II), IPOSBICHUSIMH KOTOPOM SBJISIOTCS: MBILICYHBIH THIIOTOHYC,
[IapecTe3ud KOHEYHOCTEH, 3aMEIJIEHUE AaTPUOBEHTPUKYISIPHOM NPOBOJUMMOCTH, apUTMHUU,
OCTAHOBKA CepALA.

PaHHue n3MeHeHus 3IeKTpoKapIMorpaMMbl — BBICOKHUH 3y0en T ¢ 3a0CTpeHHON BEPIIMHON U y3KUM
OCHOBaHHMEM, HauOOJee BBIPAKEHHBIH B TPYAHBIX OTBEACHHSIX V2—V4, MNpOSABIAIOTCS TNpH
MOBBIIICHUHN KOHIIEHTPAIIMU NOHOB KaJus B CBIBOPOTKE KpOBHU 110 5,5—6,5 Make/11. [Ipu ymepeHHoi
TUIEpKaTueMund  (colep)KaHWe HMOHOB  Kajdusi B CBIBOPOTKEe  KpoBu  6,5-8,0 MaKB/M)
ANMEKTPOKAPAUOTPAPUICCKUMHI TPU3HAKAMH SIBIISIIOTCSA: YMCHBIICHHWE AaMIUTUTYAsl 3yOma P,
ymumnaenne uHTepBana QT, pacmupenue komruiekca QRS, cHmwxkenue amrmmutynbl 3yoma R,
KEIJTy10UKOBasi SKCTPACUCTOIMSL.

bonee Tskenple CHUMITOMBI THMIEPKAJIMEMUU — IapajJidd MYCKYJaTypbl M OCTAHOBKa CEpALA
(U3MEHEHHE Ha D3JIEKTPOKAPAMOIpaMME — MENJIEHHBIM WM YCKOPEHHBI HIMOBEHTPUKYIISIPHBII
pUTM, QUOPHIUIALUS JKEIYyIO0YKOB, ACHUCTOJIMSA) Pa3BUBAIOTCS INPH COJEPKAHUM HOHOB Kajus B
CBIBOPOTKE KpOBH 9—14 M3KB/II.

Jleuenue

[Ipekpamenne wHPY3uH mpemnapata. BHYTph WM BHYTPHUBEHHO — pPACcTBOP HATPHS XJIOPHJIA;
BHyTpuBeHHO 300—-500 M1 5 % pactBopa nexctpossl (¢ 10-20 EJl nHCynrHa KOPOTKOTO AEHCTBUS HA
1 7); xoppekuus anumo3a (IpU HAIMYUU) C TIOMOINBI0 BHYTPUBEHHOTO BBEICHUS HATPHS
rupokapOoHaTa, Mpyu HEOOXOJUMOCTH — FeMOJUANIN3 U TIEPUTOHEANIbHBIN THUan3.

ApUTMHS WM CHIBOPOTOYHAS KOHIICHTPAIMS KAIHS CBBIMIE 6,5 MMOJB/T TpeOyeT HEeMeIICHHOTO
JIeYeHHUs ¢ MOMOIIbI0 BHyTpuBeHHOro BBeneHus: 10—20 mu 10 % pacTtBopa KajbIus TNIIOKOHATa B
TeueHue 1-5 MuHyT.

HpI/I JICYCHUHU T'HIICPKAJIMCMUH Y ITANUCHTOB, HAXOAAIINUXCA HA JICHCHUU CCPACUYHBIMU TI'NTMKO3HUIaMHU,
6I>ICTpOC CHMIKCHHUEC KOHICHTPALUN KaJIud B ChIBOPOTKE KPOBH MOKCT IIPUBOJUTH K I[PII‘PITB.JIPICHOIZ
HMHTOKCHKaIluH.

[Ipn JseyeHHM NeEpeAO3UPOBKH HEOOXOAMMO NPOBOAUTH HemnpepbiBHbIA DK -MOHUTOpUHT,
MEPUOIUYECKH OMpPEACNIATh MOYEBUHY, 3JEKTPOJUTHl M KPEAaTMHUH B IUIa3ME€ KPOBH, KOHTPOJIb
KOHIIEHTpaMu Kaimus (mpu HeoOXOauMOCTH, Kaxaple 2—3 4), OECCUMITOMHBIX IalMEHTOB
Heo0X0IMMO Ha0NII01aTh B TeUeHUE 6 .

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

dapMakoTeparneBTUYeCcKasi Ipynna: KpOoBe3aMEHHUTENNU U Ieppy3HMOHHBIE pPacTBOPHI; J00aBKU K
pacTBOpaMm i BHYTPUBEHHOI'O BBEICHMS; PACTBOPBI DIIEKTPOJIUTOB.
Kox ATX: BO5SXAO01

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTBI

Kanuit aBnsercs BaKHEHIINM KaTHOHOM BHYTPHUKJIETOUYHOTO MPOCTPAHCTBA, OKOJIO 98 % olmiero
COJlepKaHUs Kallisgd B OPraHU3ME HaXOIUTCS BO BHYTPUKIIETOUHON KUIKOCTH.

Kanmii ygacTByeT B 2JEKTPOXUMHYECKHX MPOIEccax KIETKH, a TAKKe B YIIEBOIHOM M OCIKOBOM
oOMeHax. Bo Bpems cuHTe3a TTMKOTeHa M OETKOB Kalui MOTpeOsseTcs KIeTKaMH, a B Mpolecce
paCHICTUICHHS ATUX CyOCTpaToB Kajnuil BeICBOOOXKMaeTcs (0ko10 0,4—1 MMOJb Kaus/T TIMKOTeHa 1
OKOJI0 2—3 MMOJIb KaJHsi/T BEIBOJUMOTO a30Ta).
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TepaneBTraeckuM 3G(HEKTOM PacTBOPOB KaNHs XIOPHAA UL DR B m A,

NPEJOTBpAIllCHUE WU JIeYeHHUE NeUINTa Kalus, KOTrJa NepopalbHbIA MpueM (MM SHTEpalbHOe
BBEJICHHUE) HEBO3MOKEH UJIM HEAOCTATOUYEH.

CyrouHasi MOTPeOHOCTh B KaJIMH COCTaBIAET OKoso 1-1,5 MMOJIB/KT Macchl Tena.

Heduuut xanus MOXeT ObITh BbI3BAH HMOBBIIIEHUEM IMOYEYHON HKCKPELMHU, YBEIHMUYEHHEM IOTEPh
4yepes KNy J0YHO-KHUILIEYHBIM TPAKT, HAIIPUMED, IIPU PBOTE, IUAPEE WIIN YEPE3 CBUILM, IIOBBIILICHUEM
BHYTPHUKJIETOYHOI'O MOTPEeOJICHUs, HAIIpUMeEp, IIPU JICUEHUH allM03a WM BBEACHUU JEKCTPO3bl U
MHCYJIMHA, a TAKXKE IIPU HEJAOCTATOYHOM NOTPEOJICHUY Kausl.

['unokanuemMusi COMpOBOXKAACTCA MBIIIEUHON C€1a00CThIO, aTOHUEH TIAJKUX MBI KeTyI0YHO-
KHIIIEYHOTO TpakTa (OT 3amopa J0 KHUIICYHOW HEMPOXOJAMMOCTH), MOTEpel CIOCOOHOCTH TMOYEK
KOHIICHTPHUPOBATh MOUY, H3MEHECHHUIMH 3J1eKTpokapauorpammsel (OKI) u cepaeunoii apuTMuei.

5.2. ®apMaKOKHHEeTHYECKHE CBOHCTBA

AOGcopOrus

[TockonbKy JIeKapCTBEHHBIN MpernapaT BBOAUTCS BHYTPUBEHHO, €r0 OMOJOCTYMHOCTH COCTaBIISET
100 %.

Pacopenenenne

HoHbl Kanust ¥ XJiopa BKIIOYAIOTCA B OOLIMI MyJl MOHOB opraHu3Ma. KoHIEHTpanus Kaiaus U
KHCJIOTHO-OCHOBHOE COCTOSIHHME IIIa3Mbl KPOBH TECHO CBSA3aHBI MEXAy COOOH. AJKalo3 9acTo
COIIPOBOXAAETCS TMIOKAIMEMHUEH, a auuao3 — runepkaiuemMuei. KoHueHTpauus kanus B ILIa3Me
KPOBH B IIpeZiefiaX HOPMBI IIPH allM03€ YKa3bIBACT Ha ASHUIIUT KaJIHsl.

BuyTpukiierounas KoHIEHTpanusi Kanusi coctaBisgeT okojo 140-150 mmons/n. KonueHnTpauus
KaJius B TUTa3Me KPOBHU B TIPEJIEIax HOPMBI COCTABIISET OT 3,5 10 5 MMOJIB/II.

EI/IOTDaHCd)ODMaHI/IH

He npumenumo.

ONIUMUHALIMSA

Kanuii B ocHOBHOM BBIBOAWUTCS NouykaMu ¢ Mouol (okoso 90 %), oxono 10 % BwIBOAMTCS W3
OpraHm3Ma 4epes )KelyI0YHO-KUIIEUHbIN TpakT. Jaxke B ycrmoBusx aedumnura kamus 10-50 mmois
KaJIMsl B CYyTKU BBIBOJAMTCS TOYKAMH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeuyeHb BcnoMoraTeJbHbIX BelleCTB

JIekcTpo3bl MOHOTUAPAT (TIIFOKO3bI MOHOTUPAT)
1 M pacTBOp XJIOPUCTOBOJLOPOIHON KHCIOTHI

Bonaa m1st nenexmn
6.2. HecoBMecTHMOCTH

JlaHHBII JIEKapCTBEHHBIM Npemnapar HE CIeAyeT CMEIMBaTh € JPYTMMH JIEKAPCTBEHHBIMU
IpernapaTamy, 3a HCKJIIOUEHUEM YIOMSHYTHIX B pazzaene 6.6.

[Ipenapar KAJINA XJIOPUJ] BEJI®APM ¢dapmarieBTH4eCKd HECOBMECTHM MpPU pPa3BEIECHUU C
pacTBOpaMH, COJEpKAIllMMU: aMHKalMHa Ccyibdar, ampoTepuiuH B, aMOoKCHMIMIIIMH HaTpus,
OCH3WINEHUIWIMH, Jua3enaM, Jo0yTamMHHa THAPOXJIOPHJA, IProTaMUHA TapTpar, 3TOMO3UA C
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(NOCAENL
UHUCIUIAHTUHOM M MAaHHUTOJIOM, METWJINPEIHU30JIQHA HanUm 'c-I

IpOMeTa3uHa TUAPOXJIOPUA, HATPUSl HUTPONPYCCHJA, CTPENTOMHIMHA CylIb(haT, MaHHHUTOI,
CTEPHJIBHYIO )KMPOBYIO 3MYJIBCHIO, COJEPXKAILYI0 COEBOE MAC/IO U JIEUUTHH (JaHHBIA CIIMCOK HE
SBJIIETCS. UCUEPIIBIBAIOIINM).

6.3. Cpok rogHocTH (CpOK XpaHeHMusl)

3 rona.

Mudy3uoHHBII pacTBOp

C Touku 3peHuss MUKpoOnoJIornuecKoi 6e3onacHoctu passeneHnslil npenapar KAJIMSA XJIOPU/]
BEJIOAPM nomxeH ObITH UCIIOJIB30BaH HEMEUIEHHO.

6.4. Oco0Oble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemrnepaType He Bbiie 25 °C.

YcnoBus XpaHeHUs! TIPUTOTOBJICHHOTO HH(Y3MOHHOTO PacTBOpa JIEKAPCTBEHHOTO IpermapaTa CM. B
pazaene 6.3.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

IIpu npon3BOACTBE JeKapPCTBEHHOI0 IIpenapara Ha OO0 «Bend)apM»

5 mi1 uiu 10 Mt mpenapaTa B aMIyJibl HEUTPaibHOro OECLIBETHOI'O MJIM CBETO3ALIUTHOIO CTEKJIA C
KOJIBLIOM M3JIOMa WJIM C HaJpe3oM U Toukoi. Ha aMmysbl JONOJHUTEIBHO MOXKET ObITh HAHECEHO
OAHO, ABA UJIM TPpHU LIBCTHBIX KOJIbIIA.

Ha AMITYJ1y HAKJICUBAIOT CaAMOKIJICAIIYIOCS STHUKETKY.

5 aMIlyJl MOMCIIAOT B KOHTYPHYIO ﬂqeﬁKOBYIO YIIAaKOBKY M3 IIJICHKH HOHHBI/IHHJIXJIOpI/II[HOﬁ u
IIJICHKHA HOHHMCpHOﬁ Win 0e3 MIEHKU HOHHMCPHOﬁ.

1, 2 KOHTypHBbIE TYEHKOBbIE YIIAaKOBKH MTOMEIIAIOT B AUKy U3 KapTOHA.
B kaxyro nmauky BKJIaJbIBAIOT JIMCTOK-BKJIA/IbIII, CKAPUPUKATOP aMITyJIbHbIH.

Ckapudukatop aMIyJabHbIM HE BKJIABIBAIOT P UCIHOIB30BAaHUU aMITyJl C KOJIBLIOM M3JIOMa UJIH C
HaJpe30M U TOYKOH.

ITpu npousBoncTae JekapcTtBeHHOro npemnapara Ha Q00 «Bendapm-M»

5 mi1, 10 mut ipenapaTa B aMIyJIbl IOJIUITPOITUIIEHOBBIE.

Ha aMnyny HakIeHMBarOT 3TUKETKY CaMOKJIESIIYIOCS.

ITo 5 amnyn B makeT U3 Marepuana KOMOMHUPOBAHHOTO.

1, 2 makeToB BMECTE C IMCTKOM-BKJIa/IbIIlIEM IOMEIIAIOT B AUKy U3 KApTOHA

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHJIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI0

npenapara WJid OTXO0J0B, NMOJYYEHHBIX MOcJe NMPUMeHeHHUs JIeKAPCTBEHHOro Ipenapara, u
Apyrue MAaHUMYJISILMY € MIPenapaTom

[Ipenapar pa3BoauTh HEMOCPEACTBEHHO ITOCIE BCKpBITUSA ammyisl. IIpu pa3BeneHnn npemnapara
TpebyeTcst cTporoe CoOTI0ICHIE MPaBUIT ACENTHKH.

I/IHCTDVKHI/U{ 10 PAa3BCACHHUIO JICKAPCTBEHHOI'O MMperapaTa nepca NpuMEHCHUEM

10 M1 xoHLeHTpaTa Kanus xjgopunaa 40 Mr/mi pa3Boaar Boaoi aist uabekiuii B 10 pas (mo 100 mu)
JUIS TIOJTy4€HUsI M30TOHUYECKOT0 pacTBOpa (KOHUEHTpaLUs KajJus XJIOpHAa COCTaBUT 4 MI/MI WU
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0,4 %) 1 BBOAAT BHYTPUBEHHO KaleJabHO (CO CKOPOCTHIO 20—3'&%&&&%%?{-5%&551{'01;&&&1%

3a onHy uH(y3uto BBoaAT He Oosee 100 Mi mpurotoBieHHoro pactopa. Ilpu HeoOxoaumocTu
BJIMBAHWE MOKHO IOBTOPUTH, HO 0OwIas CyTo4Has Jo03a He JobkHa npesbimath 300-500 mut
MPUTOTOBJICHHOTO PACTBOPA C KOHIIEHTpanuei kanus xiopuaa 4 mr/mi (0,4 %).

Jlsisi BHYTPUBEHHOTO KaleJIbHOTO BBEJCHHUS MOKHO FOTOBHTH PAacTBOpP M3 pacuera Jo 2,5 T' Kaus
xsopuaa B 500 mu uzoronunueckoro 0,9 % pactBopa HaTpus xjiopuaa uiu S5 % pactBopa JEKCTPO3bI
(TITFOKO3BI).

Jis ipopUIaKTUKK U JICYCHHS SKTOMUYESCKUX apUTMHA TTpH UH(ApPKTE MUOKapJa — MPUMEHSICTCS
MOJIAPU3YIOIIAsl CMECh: pacTBOp kKanus xjopuaa 2—2,5r B 500 mu 5-10 % nexctpo3sl (IIOKO3bI), K
KOTOPOMY JT0OABIISIFOT WHCYJUH KOPOTKOTOo AeiicTBus u3 pacuera | EJ] Ha 3—4 r cyxoil 1eKCTpOo3bI
(TITIFOKO3BI).

Yruausanus

AMHy.]'Ia TOJIBKO IJIA OAHOPA30BOI'0O UCIIOJIB30BAHUA. OcTaBlmecss HEHUCIIOJb30BAaHHBIMU O0BEMBI
npemnapara IMnmoaJIC)KaT YHHUYTOXKCHHUIO B COOTBCTCTBHU C YCTAHOBJICHHBIMH HAallMOHAJIIbHBIM
3aKOHOJaTCIbCTBOM Tpe6OBaHI/I$IMI/I.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickast ®enepanus
OOm1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

115184, r. Mockasa, niep. O3epkoBckui, a. 12, atax 1, momerr. |, kom. 9
7.1. IllpencraBuTe/ib AepsKaTejisi perUCTPAIHOHHOIO YA0CTOBEPEHM s

IIpeTen3un HOTDCGHTeHCﬁ HAaITpaBJIATh 11O aAPECy.

Poccuiickas ®@enepanns

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»), Poccus
Kypranckas 001., r. Kypran, npocnext Koncrurymumu, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Coo0IIHTh 0 HeXENaTeIbHBIX PEaKILUsIX IpernapaTa MoxHo 1o Tenedony +7 (3522) 55-51-80 nnu Ha
caifre: www.velpharm.ru, B paznene «[ IPOAYKIOUA» — «®apmakonaazop».

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCropruu OTITYCKa I10 pCUCIITY.

O6mras xapaktepuctuka jekapcTBenHoro npemnapara KAJIMA XJIOPUJ] BEJI®APM noctynHa B
€IMHOM PEECTpe 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB EBpPa3HiiCKOr0 3KOHOMHYECKOIO
co3a MW Ha oO(QuUUUATbHOM CcaiTe YIOJIHOMOYEHHOTO OpraHa (SKCIEpTHOW OpraHu3alvun)
(https://Ik.regmed.ru/Register/EAEU_SmPC).



