OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Anxka-3enbTiep, 324 mr + 965 mr + 1625 mr, TaGiaeTKu MIUmydne.

2. KAUECTBEHHBIN U KOJIMYECTBEHHbBIN COCTAB
JlelicTBytonue BemecTBa: anerwicanummioBas kuciaora (ACK) + numoHHas kuciota + HaTpus
rUIpoKapOOoHaT.

Kaxxnas Tabnerka mumydas coaep ) uT 324 Mr aleTUiICaTuIuIoBoi KucinoTsl, 965,00 Mr nuMoHHOM
KucnoThl, 1625,00 Mr Harpus ruapokapOoHaTa BBICYIIEHHOTO (COOTBETCTBYET HATpPHUS
ruapokapOonary 1743,87 mr).

BemecTBa, HaM4Yre KOTOPHIX HAJO yYUTHIBATH B COCTaBe JICKAPCTBCHHOIO Iperapara: HaTpHid,
HaTpus OeH30aT (cM. pasnen 4.4).

[TonHbIii IepeYeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBENIEH B pasnene 6.1

3. JEKAPCTBEHHAS ®OPMA

Tabnerku mumnyuue.

Kpyrunsie, nmiaockue tabiaetku 6eoro 1pera, Ha oHoi ctopoHe rpaBupoBka «ALKA SELTZER» B
BBICTYIAIOLIEM 10 IEPUMETPY BBIYKJIOM Kpyre. OOpaTHas CTOpoHa UMeeT (acky.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

[Ipemapar Aunka-3enbTuep NpUMEHsETCSs Yy B3pOCHbIX U jAered crapme 15 mer mus
CUMITTOMATHUYECKOTO JIeueHHUs1 00U (TOJIOBHOM, B TOM YHCJIE TIOCIIE TIOTPEOJICHHS aIKOT0JIs; 3yOHOI!;
B ropJjie; TMCMEHOPEH; B CIIHHE, MBIIIIAX U CYyCTaBaX) W FHICPTEPMHUH MPU MPOCTYAHBIX M JAPYTHX
MH()EKIMOHHO-BOCTAIIUTENbHBIX 3a001€BaHUSIX.

4.2. Pe:xuM 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

PexxuMm no3upoBanus

B3pocabie

Jlnst meyeHust 60M M TUNIEPTEPMUM pa3oBasi j103a — 1-3 TabJNeTKH, IO HEOOXOIUMOCTH BO3MOXKEH
MOBTOPHBIN TIPUEM, C UHTEPBAJIOM HE MeHee 4 4acoB, MaKCUMasbHasi cyTouHas no3a - 3000 mr (9
Ta0JIETOK).

JIIMTeNhbHOCTh TPUMEHEHHUs, Oe3 JIOMOJHUTENbHBIX MEAWIIMHCKUX OCHOBAaHUW, HE JOJDKHA
MpeBbIIIaTh 5 JHEH MpU HCHOJIb30BAaHUHM B KauecTBE 00€300JIMBAIOLIETO CpeACTBa U 3 AHEW — B
KaueCTBE >KapOMOHMKAIOIIETO.

€TH

Pexxum no3upoBanus Aiis nerei B Bo3pacTe oT 15 1o 18 et He oiinyaercs oT peskuMa 103UPOBAHUS
U1l B3POCIIBIX.



He cnenyer npumensite y nereit B Bo3pacre 0 10 15 5et, B CBSI3U € pUCKOM, CBA3aHHBIM C ONTACEHUSMHU
OTHOCHTENBbHO Oe3omacHocTH (cM. pasnen 4.4).

Cooco0 nmpuMeHeH st

BuyTpb, nocne enpl, nepea npueMoM TabJaeTKy He0OX0AUMO pacTBOPUTH B cTakaHe BobI (200 mi).
4.3. IlpoTuBoONOKa3aHUS

— T'unepuyBctBuTenbHOCTh K ACK, npyrum camuuuiataMm, JMMOHHOM KHUCJIOTE, HaTpus
TUAPOKApOOHATY WITK K JTFOOOMY M3 BCIIOMOTATENIbHBIX BEUIECTB, IEPEUUCICHHBIX B pa3jene 6.1;

— acTMa, BbI3BaHHAsI MPUMEHEHUEM CAIMIIUIATOB WM COCIMHEHUN C aHaJOTHMYHBIM JCHCTBHUEM,
MPEKIEe BCEro, HECTEPOUIHBIX MPOTUBOBOCHAIUTENBHBIX JIEKapCTBEeHHBIX MpemnaparoB (HIIBII),
B aHAMHE3E;

— reMopparuyeckue amare3bl (remoduiuu, Oone3Hb BuineOpanna, TeneaHTHOIKTa3HH,
TUIONPOTrPOMOMHEMHSI, TPOMOOLIUTOTICHHYECKas MypIypa);

— 1epeOpoBacKyJIIPHOE KPOBOTEUEHHUE WU UHbIE KPOBOTEUEHUS;

— TsDKeJasi IoYeyHasi HeI0CTaTOYHOCTb;

— TsDKeJas IeYeHOYHas! HeI0CTaTOYHOCTh,

— TsDKeJasi cepieuHasl HeI0CTaTOYHOCTb;

— COIYTCTBYIOIIAs Tepanusi METOTPEKCaTOM, B J103€ MpeBbIIatoniei 15mr/nen (cM. pazuen 4.5);

— TOJHOE WM HEMOJHOE COYEeTaHHE OpOHXMATBHOM aCTMBI, PELMIMBUPYIOIIETO MOJIUI032
CIIM3UCTON OOOJIOYKM HOCA U OKOJOHOCOBBIX Ma3yX U HEMEPEHOCHMOCTH aleTHIICATHIINIOBOM
kucnotsl u apyrux HIIBII (B ToM uncne B anHamHese);

— 3PO3MBHO-A3BEHHBIEC NOpa)keHUs kenynouHo-kumeuHoro Tpakra (JKKT) B daze obocTpenus u B
aHaMHE3e;

— OepemeHHOCTh | TpuMecTp U B cpoke 6omee 20 Henenb (cM. pasaen 4.6);

— TepHoj IPYAHOT0 BCKapMimBaHus (cM. paszen 4.6);

— J1eTcKui Bo3pacT 70 15 neT (B CBA3M C HEBO3MOKHOCTHIO UCKIIIOYUTh PUCK PA3BUTHSI CUHJIPOMA
Peite, cMm. paznen 4.4).

4.4. OcoOble yka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

[Ipenapat HEOOXOIUMO IPUMEHSTH C OCTOPOKHOCTHIO Y MAIUEHTOB, KOTOPBIE:

— IOJIy4aroT COMYTCTBYIOIIYIO TEPAIIUIO AHTUKOATYJITHTAMU;

— HMEIT B aHaMHe3€: XKeJIyJ0YHO-KUIIEYHbIe KPOBOTEeUEHNs, aymepruueckue peakunu Ha HIIBIIT
U JpyTye mpenapaTsl; OpOHXHAIbHYIO aCTMY, CEHHYIO JINXOPAAKY, MOJIUII03 HOCA, XPOHUYECKHE
3a00JIeBaHNs OPTaHOB JIBIXaHUS;

— CTpajaroT OT HapymieHus (YHKIWU TIEYCHH M TTOYEK, TSHKEJIOW HEeJOCTAaTOYHOCTHIO TIIOK030-6-
dbocharaeruaporenass (cM. pazzaen 4.8);

— HMEIOT TaKHe COCTOSHU/3a001eBaHUs KaK MoJarpa, TuepypukeMusi, runoButaMuao3 K.

Cnocob6Hocte ACK TOJaBisITh arperamuio TPOMOOIIMTOB MOXET MPUBECTH K TOBBIIICHHON
KpOBOTO'—II/IBOCTI/I BO BpeMSI " T10CJIC XI/IpprI/I'-IeCKI/IX BMCIIATCIILCTB (BKJHO‘-IaH MaJibI€, Haan/IMep
JKCTpakiuio 3y0a), sddexr mo3o3aBucum. Ilepen XupypruueckuM BMEMIATEIBLCTBOM, IS
YMEHBIIICHNUS KPOBOTOYMBOCTH B XOJE OICPAlMA H B TIOCICONECPAIIMOHHOM IIEpHOJC, CIICTyeT
OTMEHUTH TpHeM npenapara 3a 4—8 queil. ['emopparndeckuii a3gpdext ACK coxpansiercs B TeueHUE
4-8 nHel mociie ee OTMEHEL.

B Huzkux no3ax ACK yMmMeHbIIAET 3KCKPELHI0O MOYEBOM KUCIIOTBI, YTO MOXET BbI3BaTh pa3BUTHE
MOJIarpbl y NAllMEHTOB C MCXOJHO HU3KUM YPOBHEM €€ SKCKPELUH.

Bo Bpems sedeHHs ClieAyeT OTKa3aTbCs OT YINOTPEOJICHMS alIKOTOJIsA, W3-3a YBEIMUYCHHS PUCKa
Pa3BUTUSA XKEITYAOYHO-KUIIEYHOIO KPOBOTEYECHUS.



[Ipu amuTensHOM NPUMEHEHUH Tpenapara clieAyeT NepHOANYECKH JIeJIaTh OO aHaINu3 KPOBH
U aHaJIM3 KaJla Ha CKPBITYIO KPOBb, KOHTPOJIMPOBATh (PYHKLIMOHAIBHOE COCTOSIHUE IICUEHHU.

BcnoMorareanHble BEIECTBA

JlaHHBII IeKapCTBEHHBIH MperapaT COAEPKUT 477 Mr HATPHS B KaXK101 TabJIETKe, 4YTO SKBUBAIECHTHO
24% ot pexomennyemoro BO3 mus B3pocioro yenoBeka MaKCHMAIBHOTO —€XKEIHEBHOTO
MOCTYIUICHHSI, PABHOTO 2 T HATPHSL.

Jlannslii iekapcTBeHHBIN npenapat cogepxut 0,015 mr Genzoara HaTpus B Kaxa0il TabieTke, 4To
skBuBaigenTHo 0,005 mr/1,0 r.

CTHU

[Ipy npumeHeHMM mpenapaTroB, COJAEpPKAMX aAUETUICAUIULWIOBYKD KHUCIOTY, IPU OCTPBIX
pecnupaTopHbIX 3a0oJieBaHUSAX y JeTeil 1o 15 7er, BbI3BaHHBIX BUPYCHBIMH HH(EKIUAMHU,
CYLIECTBYET PUCK pa3BUTHS cuHapoma Peiie (3H1IeanonaTus u octpas )KupoBas IUCcTpodus neueHu
C OCTPBIM Pa3BUTHEM [1€YEHOYHON HEAOCTATOYHOCTH).

4.5. B3aumojeiicTBMe ¢ [PYrHMH JIeKADCTBEHHbIMHM IpenapaTamMM W Jpyrue BHAbI
B3aUMO/IeHCTBUA

KOM6I/IHaHI/IH C MCTOTPCKCATOM B J0O3€C 6onee 15 Mr B HCICIIIO IIPOTUBOIIOKA3aHaA.

MertoTpekcaT, B 03¢ MeHee 15 Mr/Hemenro: yBEIMUYEHHE T'eMAaTOJOTHYECKON TOKCUYHOCTH
METOTpeKcaTa.

Cucremusie rimokokoptukoctepoubl (I'KC), 3a uckinoueHrneM T'MJIpOKOPTH30HA, TPUMEHSIEMOT0
IUIs JledeHus: 0oJie3Hn AJIMCOHA: YCUJIEHHOE BBIBECHMs caluiuiaToB Bo Bpems jeueHus ['KC
MO>KET IPUBECTU K PUCKY Pa3BUTHUS MEPEIO3UPOBKH M1OCIIE OTMEHBI TIOCIEIHUX.

AHTHKOArynsHThl (KyMapuH, TemapuH), TPOMOOIUTHKH, JpYrWe HWHIUOMTOpPHI —arperanuu
TPOMOOIMTOB (TUKJIONUANH), TEMOCTa3a. YBEJIMUYEHNE PUCKA PA3BUTHS KPOBOTEUEHHH.

Hpyrue HIIBII ¢ canunuinataMu: yBeIM4EHUE PUCKOB Pa3BUTH KPOBOTEYEHUN U3 BEPXHUX OTHEIIOB
KT, BcnencTBrue BO3MOKHOTO CHHEPTHYECKOTO 3P PeKTa.

CenexTuBHbIE MHTUOMTOPHI OOPAaTHOTO 3axBaTa CEPOTOHMHA: YBENUYEHHE pHCKa pPa3BUTHUS
kpoBotedyeHuit XKKT, BcneacTBrue BO3MOXKHOTO CHHEpTUUecKoro 3ddekra.

JINTOKCHH: YBEIWYCHHUE KOHIICHTPAIMHM JUTOKCHUHA, BCIICJACTBUE YMEHBIICHHS €ro MOYeYHOU
IKCKPELNH.

[IpotuBoaMabeTnueckue mpenapaTsl (MHCYNIUH, cyibponunMoueBuHa): ACK, B BbICOKOH m03e
o0jasaeT TUMOIIMKEeMUYECKUMHU CBOMCTBAMH M BBITECHSET CYJIb()OHWIMOYEBHHY HU3 CBSI3U C
OenKamMHM I1a3Mbl KPOBH, YCUIIUBAs TUIIOTTIMKEMUYECKUN (P PeKT.

Juypetuku B couetanuu ¢ ACK: ACK-uHIynupoBaHHOE YMEHBIIEHNE CUHTE3a TPOCTArJIaH/IMHOB B
MOYKaX YMEHBIIIAET YPOBEHb IIIOMEPYISPHON puimbTpanuu, ymeHbIas 3QpQekT TuypeTUKOB.

WNuruburopsl aHruoTeH3uH-npeBpamaomero ¢gepmenta (AIID): ymeHblleHHE THIOTEH3UBHOIO
s dexra unrndutopoB AllD, BcreacTBUE YMEHBIIEHHS YPOBHS INIOMEPYIISIPHON (puiabTparmy.

BanenpoeBas kucnora: ACK HapymaeT CBsi3b BaJIbIIPOEBON KHCIOTHI C O€JIKaMu TUTa3Mbl, B
pe3yJIbTaTE YETO MOBBIIAETCS €€ TOKCUYHOCTD.

Ypukozypuueckue mnpenaparbl (0€H30pOMapoH, MPOOCHEIUI): YMEHBIICHHE TEpParneBTUUECKOTO
s deKTa ypuKO3ypuueCKUX Mpernaparos.

Ankoronb: ipu couetanuu ¢ ACK ycumBaeTcst moBpexaroniee AHCTBHE Ha CIM3UCTYIO 000JI0UKY
XKT, ynnussiercs BpeMsi KpOBOTEUEHHSI.



CTH

HeKapCTBeHHHC BSaHMOHCﬁCTBHH y ,Z[CTCfI AHAJIOTUYHBI TAKOBBIM, OIMMCAHHBIM IJI B3POCJIbIX.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JIAKTAIUSA

bepemeHnHocTh

B I tpumectpe u ¢ 20-it Henenu GepeMEeHHOCTH TPUMEHEHHE BCeX mpenaparoB, coaepxkanmx ACK,
IPOTHBOIIOKA3aHO.

[Ipumenenne OONBIIMX 03 CATUIMIATOB B | TpuMmecTpe OEpEeMEHHOCTH aCCOLUUPYETCS C
MOBBIIIIEHHOW YaCTOTOW Pa3BUTHS U0/ (paciieruieHue Heba, Topoku cepaia). [Ipu npumeneHuu ¢
20-#1 Henen BO3MOXKHO PAa3BUTHE MAIIOBOIMS Y MATEPH /WK TIATOJIOTHH MTOYEK Y HOBOPOXKIEHHBIX
(HeoHaTallbHas TTOYEYHAs TUCHYHKITHSA).

[Tpumenenne B III Tpumectpe OepemenHoctn ACK B nmoze > 500 mr/cyTku, Kak W APYTHX
MHTUOMTOPOB MPOCTArjaHIMHOB, MOXKET BBI3BATh Yy IUIOJA KapIUOIyJbMOHAIbHbIE aHOMAIUU
(mpexeBpeMEHHOE 3aKPbITHE apTEPUATBHOTO MIPOTOKA, JIETOYHAs TUIIEPTEH3HS).

JuchyHKIMS TMOYEK BIUIOTH [0 PA3BUTHUSl MOYCYHOW HEIOCTATOYHOCTH C MAJIOBOJAMEM MOXKET
pa3BI/ITI)C$I B opraHmMe MaTepI/I, a TaKXKE YIIJH/IHGHI/IG BpeMeHI/I KpOBOTCLICHI/IiI KaK y MaTepI/I, TaK U y
1012 K KOHITY OepeMeHHOCTH. DTOT 3(hPEeKT MOKET HAOII0IaThCS Jaxke MPU MPUMEHEHUH HU3KUX
nmo3 ACK.

JlakTanus

CamunuiaTel U MX METaOONMTHI CEKPETHPYIOTCS C TPYIHBIM MOJOKOM JIMIIb B HEOOJIBIINX
KOJIMYECTBAX. DNMU30AUUECKUN MPUEM CATHUIMIIATOB MAaTEPHIO HE CONPATacTCs C Pa3BUTHEM KaKUX-
100 HEraTUBHBIX IMOCIEJACTBUI A peOeHKa, TO3TOMY B MPEPhIBAHUH TPYIHOTO BCKApPMJIMBAHUS
HeoOxoauMoctu HeT. OJHako, MpU HEOOXOAMMOCTH PEryaspHOrO NPUMEHEHUs WIM TNpHEME
BBICOKHX 103, TPYIHOE€ BCKAPMJIMBAHHE CIEAYET PEKPATUTD

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMHM H padoTath ¢
MeXaHUu3MaMH

[Ipemapat Anka-3enpTIep HE OKa3bIBa€T BIUSHHUS Ha CIIOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU
CpelIcTBaMu M paboTaTh C MEXaHU3MaMHU.

4.8. HexkesaTeibHbIe peaKkuH

Pesrome nmpoduiig 0e30macHoCTH

Hapywenus co cmopoHul Kposu u ium@amuieckou cucmembl
Yacro (=1/100, Ho <1/10): kpoBOTEUEHM S, TAKHE KaK KPOBOTEUEHHUS [TPU BMEIIATEIbCTBAX.

Penko (>1/10 000, HO <1/1 000) nnm ouens peako (<1/10 000): cepre3HbIe KPOBOUBIUSHHUS, TAKUE
kak kpoBoteueHus B XXKT, kpoBousnusHue B Mo3r (0COOEHHO Y MAIIMEHTOB ¢ HEKOHTPOJIUPYEMOU
THIIEPTeH3UEH W/WIM  TIOJNYYarolMX  CONYTCTBYIONIYIO —TEpamuil0  aHTUTeMOCTaTHUYECKHMHU
npenapaTami).

Hapywenusi co cmoponvl UMMYHHOU CUCEMbl
Ouens peaxo (<1/10 000): anadhuIaKTHUESCKHIA MIOK.

YacTora HeEU3BecTHA (Ha OCHOBAHUU HMCHOIIUXCA JaHHBIX OLCHUTH HeBO3M0)KHO)Z CUHAPOM
Koynuca (octpas umemus Muokap/a ¢ HHGapKToM uiiu 6€3 Hero).



HapyweHuﬂ CO CmMOpPOHbL cheflyOO’-lHO'Kuwe’-lHOZO mpakma

Penko (>1/10 000, vo <1/1 000): Bocnanenue u s3BeHHble nopaxkeHus XKT, kpoBoreueHus u
nepdoparun 138 XKKT, moreHnuanbHo cnocoOHbIe MPUBECTH K KPOBOTEUEHHIO U mepdopanuu ¢
COOTBETCTBYIOIIMMHU JIA0OPATOPHBIMH U KIIMHUYECKUMHU MPU3HAKAMU U CUMIITOMAaMHU.

Hapywenus co cmoponuvl nouexk u Mouesbigo0sauux nymei

YacroTa Hen3BeCcTHA (Ha OCHOBAaHUH UMCIOIHNXCA JaHHBIX OOCHHUTDH HCBOBMO}KHO): ocCTpasd nmoycyHas
HEAOCTATOYHOCTD.

Pe3roMme HexeaaTenbHbIX PEAKIIUNI

Hapywenus co cmopoHul Kpo6u u ium@amuueckou cucmembl:

Hewacto (>1/1 000, mHo <1/100): remopparudyeckuii CHHAPOM (TIPOSBIISIOIINICS HOCOBBIMHU
KPOBOTCUCHHSIMH,  KPOBOTOYMBOCTBIO  JECEH, TI'€MOPPArd4eckoil  ChIMbIO, T'e€MaTOMaMHu),
MOYETIOIOBbIC KPOBOTCUCHHSI.

YacToTa HEM3BECTHA (Ha OCHOBAaHWHU UMCHOINUXCA JaHHBIX OLICHHUTDH HCBOBMO)KHO)Z reMmopparundcckas
nin )KGJICSOI[e(bI/IHI/ITHaﬂ aHCMUA (HaanMep, n3-3a OKKYJIbTHOI'O MHKpOKpOBOTC‘leHI/IH) C
COOTBCTCTBYIOIIIUMHU Ha60paTOpHI>IMI/I U KIIMHUYCCKUMH MPU3HAKAMH U CUMIITOMaMH, TAKUMH KaK
aCTCHUA, 6H6,I[HOCTB, FI/IHOHep(l)YC%I/IH.

Hapywenus co cmoponvl umMmynHou cucmembl

YacroTa HeusBecTHA (HA OCHOBAaHMM UMEIOUIMXCS JIaHHBIX OLIEHUTh HEBO3MOXKHO): 00OCTpeHHE
pecnupaTopHbIX 3a00JIEBaHM; JIETKHME M YMEPEHHBIE PEAKIMU, MOTCHIIMAIBHO 3aTparuBarolne
KOXY, nbixatenbhble myTH, JKKT u cepieqHo-cocyIucTyro CUCTEMY, BKIIIOYasi TAKUE CUMIITOMBI, KaK
CBIIb, KPATMBHUIIA, OTEK, 3y/I, PUHUT, 3aJI0’KEHHOCTh HOCA, KapIMOPECTTUPATOPHBIC HAPYIIICHHUS.

Hapywenus co cmoponuvl HepeHoll cucmembl

YacroTra Hem3BeCTHA (HA OCHOBAaHUH MMEIOIIMXCS JAHHBIX OLIEHUTHh HEBO3MOYKHO): TOJIOBOKPY)KEHHE,
IIyM B yiax (0OBIYHO B cllydae Nepeo3UPOBKH).

Hapywenus co cmoponul srcenyoouno-kuuieuno2o mpakma

YacTora HeM3BeCTHA (HA OCHOBAaHMM HMEIOIUXCS JIAHHBIX OLIEHHTh HEBO3MOJXKHO): BOCHAJICHHUE
XKKT, npuBoasiiiee k 00pa3oBaHUIO CTPUKTYpP «IHadparm» B TOJCTOM KUIIEYHUKE (0COOEHHO IpH
JUITNTEIbHOM HNPHUMEHEHMH); paccTpoicTBa BepXHUX M HIkHuX otaenoB JKKT (aucnencus,
KEITYTOYHO-KUIIIEYHbIE U a0JOMUHAIBHBIE 00JIN).

HapymeHuﬂ CO CMOpPOHbL neverHu u cheﬂqeebleodﬂmux nymeﬁ

Ouenb peaxo (<1/10 000): mepemeskaroiuecs HapyleHus: QYHKIMHA IEYSHH C MOBBINICHUEM YPOBHS
MEYCHOYHBIX TPAaHCAMUHA3.

Hapywenus co cmoponul nouex u Mouesbigoosuyux nymet

Yactora HemsBecTHa (Ha OCHOBAHMU HMMEIOLIMXCS JAHHBIX OLIEHUTh HEBO3MOXKHO): HapylleHHe
(GYHKIIUU TOYEK.

JlabopamopHule u uHcmpymMeHmanvHvle OaHHbLE,
Heuwacro (=1/1 000, Ho <1/100): yBenuueHue BpeMeHU CBEPTHIBAEMOCTH KPOBH.

YacroTa Heus3BeCTHA (HA OCHOBAHUU MMEIOIIMXCS JAHHBIX OIEHUTHh HEBO3MOXKHO): JTa0OpaTOPHBIE
MPU3HAKH FeMOPPAruuecKol WK Kele30AePUIMTHON aHEMHH.

Oco0ble rpynisl MalueHToB

[TaneHTHI ¢ TSHKENBIM ASUIIUTOM TIIIOK030-6-hocharneruaporeHasbl



Hapywenus co cmopoHul Kposu u tumgpamuieckoii cucmembyl

Yactora Hew3BecTHa (Ha OCHOBAaHMM HMEIONIMXCS JAHHBIX OLIEHHTh HEBO3MOXKHO). T'€MOJIH3;
reMOJIMTHYECKasi aHeMUs (OCOOEHHO IMpH NpUEME BBICOKHUX 103, Ha (OHE OCTPhIX MH(MEKUUH U
TUTIEPTEPMHUH ).

CTHU

qaCTOTa, BUJ U TSXKECTh HEXKCIIATCIIbHBIX peaKHI/Iﬁ y ,Z[CTCI;'I B BO3pacTeE cTapue 15 ner n B3POCJIbIX
OJJMHaKOBBI.

C006H_I€HI/IC 0 IMOAO03PEBACMBIX HCXKCIIATCIIbHBIX PECAKIINAX

BaxxHo coo0mare O I0J03pEBAaEMBIX HEXKENATEIbHBIX pEaKUUsAX II0CJI€ PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ Lebl0 00ecHeueHUs] HeNpPepbIBHOIO MOHMTOPUHIA COOTHOLIEHUS
«IoJb3a — PHUCK» JIEKAPCTBEHHOrO Impernapara. MEeIUIUMHCKUM pabOOTHUKAM pPEKOMEHAYEeTCs
coo01IaTh O JHOOBIX M0103PEBAEMBIX HEKENATENIBHBIX PEaKIMX JEKapCTBEHHOIO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEJIATeNbHbIX peakUusX TOoCyJapCcTB — YJICHOB
EBpasuiickoro 5KOHOMUYECKOT0 COH03a.

Poccuiickas @enepanns

denepanbHas ciry:k0a 1o Haa30py B cepe 31paBoOXpaHCHUS,
109012, r. Mocksa, CiaBsiHcKast miiomanb, 1. 4, ctp. 1.
Tenedon: 8 800 550 99 03

DnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B cetn «MuTepueT»: https://roszdravnadzor.gov.ru/

Pecny6onuka Kazaxcran

HanuoHanbHbI LIEHTP 3KCIIEPTU3bI JEKApCTBEHHBIX CPEJICTB U MEAUIMHCKUX u3aenuil» Komurera
MEIUIMHCKOTO U (hapMaleBTHUECKOTO0 KOHTpoJii MuHHcTepcTBa 3apaBooxpaHeHus PecmyOmukn
Kazaxcran,

010000, r. Acrana, paiion baiikonsip, yin. A. Mmanosa, 13 (BL] «Hypcayner 2»).

Tenedon: +7 7172 235 135

OnexTpoHHas nouta: pdlc@dari.kz

Caiit B cetn «MHTepHeT»: https://www.ndda.kz

Pecny6omnuka benapychb

PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUH B 3[PaBOOXPAaHEHUNY,
220037, r. Munck, ToBaputeckuii miep., 2a.

Tenedon: +375 17 242 00 29

DnekrponHas moura: rcpl@rceth.by

Caiit B cetu «HTEepHET: https://www.rceth.by

Keipreisckas PecriyOnnka

JlemapTaMeHT JIEKQpCTBEHHBIX CPEJACTB M MEAMUMHCKUX U3Jenuil mnpu MuHHCTEepcTBe
3npaBooxpanenus Koipreizckoit PecryOnuku,

720044, r. buikek, yiu. 3-a Jlunus, 25.

Tenedon: 0800 800 26 26

OnexrponHas noura: pharm@dlsmi.kg

Caiit B cetn «MuTepHe™: https://dlsmi.kg

PecniyOonuka ApmeHust

«lleHTp sKCHEepTU3BI JEKAPCTB U MEIUIIMHCKUX TexHosorui» ['HKO,
0051, r. EpeBan, np. Komuraca, 49/5.

Tenedon: +374 10 20 05 05, +374 96 22 05 05

OnexkTpoHHas noyra: vigilance@pharm.am

Caiit B cetn «MHTepHET: http://pharm.am


https://roszdravnadzor.gov.ru/
http://pharm.am/

4.9. llepeno3upoBka

[Tepeno3upoBka 0COOCHHO OmMacHa JjIsl MAIMEHTOB IMOXKHJIOIO BO3pacTa MU MaJCHBKHUX JCTEH, AJIA
KOTOPBIX OHA MOKET OBITh CMEPTEIIbHOM.

CHUMITOMBI

JI1st mepelo3upOBKY YMEPEHHOM CTENIEHU XapaKTEePHBI LIyM B yIIIax, OLIYIIEHUE HAPYLICHUS CIyXa,
rojioBHasi 00JIb, TOJIOBOKPY)KEHHUE, 3aTOPMOKEHHOCTb. DTH CUMITOMBI MOT'YT KOHTPOJUPOBATHCS
CHMIKEHUEM JI03bI IIperapara.

Jlis mepeno3upoBKH  TSDKEJION CTENEeHHW XapaKTepHbl JIMXOpaJKa, TUIEPBEHTUIISAIMS, KETO3,
peCIMpaTOpHBIA  allkajo3, METAa0OJIMYeCKH aluao3, KoMa, CepJeYHO-COCYAUCTBIH IIOK,
IpIXaTellbHask HeA0CTATOYHOCTh, TUIIOTJIMKEMUS TSHKENIOM CTerneHH .

Jleuenue

CpouHasi rocriuTaNIu3aIys B CIeHAIN3HPOBAHHOE OTICTICHHE 11l TPOBEICHUS SKCTPEHHOM Tepanuu
— MPOMBIBaHUE JKEIy/IKa, Ha3HAUYCHNE aKTUBHPOBAHHOTO YTJIsl, OMPEACIICHUE KHUCIOTHO-IIETIOYHOTO
OanaHca, METOYHON auypes3 10 moidydeHus 3HadyeHnit pH moun B mpenenax 7,5-8, popcupoBaHHBIN
IIEJIOYHOM AMype3, KOTa KOHIIEHTpAIUs CATUIIIATOB B KpoBu Oonee 500 mr/n (3,6 MMoub/i) y
B3pocibix ¥ 300 mr/xn (2,2 MMOINB/T) y AeTed, BO3MEIIEHUE MOTePh KUIKOCTH, CUMITOMAaTHYECKOE
JICYEHUE.

HpI/I TAXKCIIOM OTPABJIICHUU BO3MOXKHO IIPOBCACHHUC reMOaAalIn3a.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1 dapmakoaMHAMUYeCKHe CBOHCTBA

q)apMaKOTepaHGBTI/I‘-IGCKaﬂ rpymnma: <«aHaJIBICTHKH, JAPYTHEC AaHAJIBI'CTHKU W AHTHIIHUPCTUKU,
CaJIMIIUJIOBAsA KHUCJIOTA U €€ ITPOU3BOAHBIC».

Kox ATX: NO2BA51

MexaHu3M aeiicTBUS

ACK neobpatumo unrubupyer mukiookcurerady (LIOI') — depmeHt, perymupyromuii cUHTE3
npocrarnasanHoB Ez, E12 u TpomOoKkcana Aj.

JImMoHHas KucIoTa YBCIUYMUBACT MPOHHUIAEMOCTb MEKKIICTOYHBIX CBsI3CH Hu, TCM CaMbIM, MOXKET
YIIydllaTb TPAHCIOPT JICKAPCTBCHHBIX ITPCIIAPATOB MAPAKJICTOUYHBIM ITYTCM.

Hatpust ruapokapOoHaT B3aUMOJIEHCTBYET C KUCIOTOM KEITYAOYHOIO COKa.

dapmakognHamudeckue 3O HEKThI

AueTwicanuiiioBas  KMciora — oOnagaer  00e300JMBAIOLIMM, — JKapONOHIDKAOIIUM U
MIPOTHUBOBOCTIAJIUTEIBHBIM JEHCTBHUEM.

JlumoHHas KHCIIOTa CIOCOOCTBYET Oosiee ObicTpoMy BcackiBanuio ACK.
Hatpust runpokapOoHaT HEUTpaIU3yeT CBOOOTHYIO CONISIHYIO KHUCIOTY B JKE€TyJKEe, YTO YMEHbBIIAET

pazapaxaromee nericteue ACK.

5.2 ®apMakoOKHMHETHYECKHE CBOHCTBA

AOGcopOrus

[Tocne mpuema BHyTpr ACK ObICTpO mONMHOCTBIO abcopbupyercs u3 KKT. MakcumanbHas
koHneHTpanus Cmax ACK nipu nepopansaom npueme nocturaercs yepes 10-20 MuHyT.



JIMMOHHAs KUCJIOTa U HATPHsI THAPOKApOOHAT XOPOIIO BCACHIBAIOTCS MOCIIE TIpUeMa BHYTPh

Pacopenenenune

Oxomo 80 % ACK wm camumuioBOW KHCIOTHI CBSI3BIBAETCSI C O€IKaMU IUIa3Mbl U OBICTPO
pacnpenensercs B TKaHsX.

Ilocne 36C0p6I_II/II/I JIMMOHHAs KHUCJIOTA MOTIJIOMACTCA KICTKaMHU, paClpeaAcIACTCsa BO BHCKICTOYHOM
IIPOCTPAHCTBC U HAKAILIIMBACTCA B KOCTX.

Hatpusi ruppokapOboHAT ecTeCTBEHHBIM OOpa3oM MPHUCYTCTBYET B OpraHU3ME W HAaXOJUTCA B
CUCTEMHOM KPOBOTOKE.

Buorpancdhopmaris

B nepuon abcopbimu u cpasy nocie Hee ACK Meraboiu3upyercss 10 B OCHOBHOI'O aKTHBHOI'O
MeTa00INTa — CAIHIIMIOBON KHUCIOTBL Tmax caaumuiaoBoi KuciIoTsl — 0,3-2 gaca. CamumuiaoBast
KHCJIOTa METaOOJIM3UPYeTCsl B TIMEYeHH ¢ 0O0pa30BaHHUEM METa0OIHMTOB — CAMIUIypaTa,
CAIMIUIIOBO(EHOIIBHOTO TIIFOKYPOHUA, CAUIMIANMIOBOIO TIIFOKYPOHHIA, TCHTH3WHOBOH U
TeHTU3YPOBOM KUCIOT. DKCKPETUPYETCS C TPYAHBIM MOJIOKOM M IIPOHUKAET Yepes IJIAIeHTY.

JlumoHHAast KMUCJIOTa OBICTPO OKUCIISIETCS IO YIIIEKUCIOTO Ta3a U BOJIbI B IIUKJIE JIMMOHHON KHUCJIOTHI
(muxn KpeOca) B kieTkax TKaHEll BCeX OpPraHOB OpraHu3Ma, HO OCOOEHHO B TeX, I/Ie BBICOKAs
KOHIICHTPALIUSI MUTOXOHJIPUHM U B XOPOIIIO BACKYJISPU30BAHHBIX OpraHax.

OIMMUHAIMA

3JII/IMI/IH3,HI/I$I CaHI/IHHHOBOﬁ KHCJIOTBI A0303aBHCHUMaAs. HepI/IOI[ IMOJIYBBIBCACHUSA HAXOIUTCA B
auanasoHe 2—3 yaca, pH MpHeMe npernapaTa B HU3KUX 703aX, U 10 TPUOIH3UTENbHO 15 YacoB mpu
npueMe BbICOKMX J03. CanuuuioBas KUCIOTa U €€ METaOOIMThl 3KCKPETHPYIOTCS, TJIaBHBIM
00pa3oM, MOYKaMH.

JluMOHHast KHCJIOTa B OCHOBHOM BBIBOJIUTCS Y€pe3 TME€YEHb M TMOYKH MOCIE IOJHOTO
MeTaboInuecKkoro mnpeodOpa3oBaHus B OukapOoHar. B Moue denmoBeka OOHApYKHUBAIOTCS JIUIIh
HeOOJIBIIINE KOJIMYECTBA HEU3MEHEHHON TUMOHHON KUCIIOTHI.

Hatpus ruapoxap6oHat peabcopOupyercs noukamu, MeHee 1% BBIBOIUTCS ¢ MOYOM

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuyeHb BcnoMoOraTeJbHbIX BelIeCTB

IloBugon 25,
JUMETUKOH/CUIUKAT*,
Jocc-HaTpus OeH3zoar™*,
Hatpus caxapunart (E 954),
apoOMaTHU3aTOp JTUMOHHBIN,

apoMaTu3aTop JIAKUMOBBIM.
*CMech IMMETHUKOHA M KalbIIHs CHIIMKaTa B cooTHomeHun 70 : 30 (M/m).
**Cwmech oky3ara HaTpus 1 Hatpus 6enzoara (E 211) B cootHomenun 85 : 15 (M/m).

6.2. HecoBMeCTUMOCTH
He nmpumenumo.
6.3. Cpok rogHocTH (CPOK XpaHeHMusl)

3 rona.



6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
[Ipu remnepatype He Bbime 25°C.
6.5. XapakTep u cojep:KaHHe MEPBUYHOI YIAKOBKH

ITo 2 TabGneTku munydre B CTpUI U3 Oymaru, JaMUHUPOBAHHOM alFOMUHUEBOH Gosbroi; mo 1, 3, 5,
6 nau 10cTpunoB BMeCTE € JINCTKOM-BKJIABIIIEM B KAPTOHHYIO MAYKY.

6.6. OcoOble MepbI MPEJOCTOPOKHOCTHU NIPH YHUYTOKEHHH UCIO0JIb30BAHHOI0 JIEKAPCTBEHHOI 0
npenapara wjiM OTXO/A0B, MOJYYEHHBIX IOCJIe NMPUMEHEHHs JIEKAPCTBEHHOr0 Mpenapara u
Apyrue MAHMIYJSLHMU € NPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOTI'O YOCTOBEPEHU A

Ha tepputopun Poccuiickoii @enepanuu u Peciyonuku Apmenus:
Poccuiickas ®enepanusl,

AO «BAVEP»,

107113, r. Mocksa, yin. 3-1 Peibunckas, 1. 18, ctp. 2.

Tenedon: +7 495 231 12 00

DneKTpoHHas Moyra: ru.communications@bayer.ru

Ha teppuropun Pecnnyonuku Kazaxcran, Pecnyonuku benapyce u Keipreizckoii PecriyOmnmku:
[Beinapus,

baiiep Koncsromep Kop AT,

4052, bazens, Ilerep Mepuan Ultpacce 84.

Tenedon: +41 58 272 7272

DnektponHas mouta: reception.basel@bayer.com

Switzerland,

Bayer Consumer Care AG,

4052 Basel, Peter Merian-Strasse 84.
Phone: +41 58 272 7272

E-mail: reception.basel@bayer.com

7.1. IlpeacTaBuTeIb AEpKATEJIS] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpeduTENeH HAPABIATh MO AAPECY:

Poccuiickas @enepanus v Pecriyonnka ApMeHust
Poccuiickas @enepanus,

AO «BAVEP,

107113, r. Mockaa, yi. 3-s1 PeiOunckas, a. 18, ctp. 2.
Tenedon: +7 495 231 12 00

DnekTpoHHas mouTa: ru.communications@bayer.ru

Ha teppuropuu PecniyOonnku ApMeHUs AOTOTHUTEIIBHO MOXKHO 00palIaThes
Pecryonmka Apmenus,

0080, r. EpeBan, ABan, kB. Cast HoBa 8/3.

Tenmedon: +374 11 20 15 50

PecniyOnuka Kazaxcrad u Keipreizckas Pecnyonuka:
Pecnyonuka Kazaxcran,



mailto:reception.basel@bayer.com
mailto:ru.communications@bayer.ru

TOO «baiiep KA3»,

050057, r. Anmartsl, yi. TumupsizeBa, 42, naBuiaboH 15, oduc 301.
Tenedon: +7 727 258 80 40

OnektpoHHas nmoura: kz.claims@bayer.com

Pecny6nuka benapychb

Pecny6nuka benapyce,

220089, r. MuHck, np. JI3epxxuHcKoro 57, nomenienue 54.
Tenedon: +375 17 239 54 20

DnektponHas moura: ptc.belarus@bayer.by

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapCTBEHHBIH IpenapaT OTHOCUTCS K KaTEropuu OTIycKa 0e3 penenTa.

OO0mias xapakTepucTHKa JEKapCTBEHHOTO Mpemnapata ACHHpPUH DKCOpecCc MOCTyMHa B €AHMHOM
peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB EBpa3niicKOro ’KOHOMHUYECKOIO COK03a U HA
oduIMaILHOM caiirte YIOTHOMOYEHHOT'O opraHa (aKcriepTHOM OpraHU3AIIHH )
(https://Ik.regmed.ru/Reqister/EAEU _SmPC)».
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