COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 13.06.2024 N= 11762

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEITAPATA
Diida comromH, 100 Mr, TaGIETKH TUCTIEPTUPYEMBIE.

Diida comromH, 200 Mr, TaOIETKH TUCTIEPTUPYEMBIE.

Oiida comomrd, 600 Mr, TabaeTKu qUCTIEprupyeMbIe.

2.  KAYECTBEHHBIN U KOJIMYECTBEHHBI COCTAB
JleiicTByolIee BEMECTBO: alleTHIIIUCTCHH.

Dida comromrd, 100 Mr, TaOJIETKU IUCIIEPTUPYEMBIE

Kaxxnas tabnerka comepxut 100 Mr aneTrmucTenHa.
BcmomoratenbHBIE BEIIECTBA, HATMYHE KOTOPBIX HANI0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npemnapara; Jakto3a (B Buae MoHoruapara), acnapram (E951) (cm. pazpenst 4.3., 4.4.).

Dida comromd, 200 Mr, TabJIETKU IUCIIEPTUPYEMBIE

Kaxxnas Tabnerka comepxut 200 Mr aneTHIIIMCTEHHA.
BcmomoratenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HANI0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npenapara: jlaktosa (B Buae MoHoruapara), acnaptam (E951) (cm. pasnenst 4.3., 4.4.).

Dida comrorrdg, 600 Mr, TaOJIETKU IUCIIEPTUPYEMBIE

Kaxxmas Tabnerka comepxut 600 Mr aneTHIUCTeHHA.

BcrmomorarenbHbie BEmIecTBa, HATMYHAE KOTOPHIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: JakTo3a (B Buae MoHoruapara), acnapram (E951) (cm. pasaensi 4.3., 4.4.).

[TonHbIif TepedeHb BCIOMOTaTeNbHBIX BEIIECTB MIPUBEACH B pa3zene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

TabneTku aucneprupyemsle.

Dida comrord, 100 Mr, TabJIETKU IUCIIEPTUPYEMBIE

Kpyrisle miiockoummMHapuieckue TabneTku 0eI0ro WM Mo4YTH Oeoro IBeTa, C XapaKTePHbIM
3armaxoM, Qackoil M puckol. Jlomyckaercss He3HAUUTENbHAsT MPAMOPHOCTh U IIEPOXOBATOCTb
MOBEPXHOCTH.

Jlunus paznoma (pucka) He MpeHa3HAuYeHa /s pa3iaMbIBaHUs TaOIETKH.

Diida comrord, 200 Mr, TabJIETKU AUCIIEPTUPYEMBIE

OBasibHBIE JIBOSKOBBINYKJIBIE TaOJIETKH O€IOro WM IMOYTH Oenoro ILBeTa, ¢ XapaKTepHbIM
3amaxoM, ¢ pHUCKoil. Jlomyckaercs He3HauuTelbHAas MpaMOPHOCTh M  IIEPOXOBATOCTh
MIOBEPXHOCTH.

JIuHaus pa3ioma (pI/ICKa) HC IpCIHAa3HA4YCHA JIA pa3jiaMbIBaHUA TaOJIeTKU.
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Diida comomH, 600 MT, TAOJIETKH TUCTIEPTHPYEMbIS (MOCNEOCEA

OBaJIbHBIE JIBOSIKOBBIYKIIBIE TaOJIETKHW O€Noro WM MOoYTH Oenoro LBeTa, C XapaKTepHBIM
3amaxoM, C pUCKOH. Jlomyckaercss HEe3HAuYWTelbHAas MpPaMOPHOCTb M LIEPOXOBATOCTH
MOBEPXHOCTH.
Jlunus paznoma (pucka) He IpeaHa3HaYeHa Ul pa3iaMblBaHUs TaOJIETKU.
4. KIIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHHIO
Diiha COMIOIIH IMOKa3aH K MPUMEHEHHUIO s B3pocibix (it mo3upoBku 600 Mr) um aerei
B Bo3pacte oT 2 jeT (s go3upoBok 100 mr u 200 mr):
— Kak MYKOJUTHYECKOE CPEACTBO VIS JICUEHUS OCTPHIX U XPOHUYECKHX 3a00JIeBaHH OpraHOB
JBIXaHWs, CBSI3aHHBIX C YPE3MEPHBIM BBIICIICHHEM OPOHXHAIBHOTO CEKpPETa:
e OpOHXHT;
® TpaxewurT;
® OpPOHXMOJINT;
® [THCBMOHWUS;
e OpOHXOAPKTAaTUYECKasi 00JIC3HB;
® MYKOBHCIH/I03;
e a0cliecc JIETKUX;
¢ sM(uzema IerKux;
® JIAPUHTOTPaXEUT;
® UHTEPCTHIHAIBHBIC 3200JICBaHNUS JIETKUX;
® arejeKTa3 JIETKOTo (BCIEACTBHE 3aKyIIOPKU OPOHXOB CIM3UCTOMN MPOOKON);
— TIpH KatapaJbHOM U THOHHOM OTHUTE, ralilMOpUTE, CHHYCHTE (IJIsl OOJErdeHus] OTXOXKICHUS
CeKpeTa);
— Ui yNAJEHUs BSI3KOTO CEKpeTa M3 JbIXaTeNbHBIX IyTed MpH MOCTTPABMATHUYECKUX
1 TIOCJICOTIEPAIIIOHHBIX COCTOSTHUSIX.
4.2. PeuM 103MPOBAHMSA U CNIOCOO MPUMEHEHUs

Pexum go3upoBaHus

ITo 200 mr 2-3 pasa B cytku uiu 600 mr 1 pa3 B CyTkH.
eTu
Hetu crapie 6 set: mo 200 mr 2—3 pasa B CyTKH.
Hetu ¢ 2 1o 6 net: mo 200 mr 2 pa3a B CyTKH.
[TpomomKUTENBHOCTD Kypca JISYEHHUs CIIeAYET OLlEHUBAaTh MHIMBHYaIbHO.

[Tpu ocTphIx 3a00J€BaHUSIX MPOJOKUTEIBHOCTh Kypca JICUeHUs cocTaBiseT oT 5 no 10 gHei.
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Cnoco0 npuMeHeHus

BnyTtps.

TabneTky ciemyer pacTBopsTh B 1/3 cTakana BOJbl KOMHATHOW TEMIIEPaTypbl M MPUHUMATH
cpasy nocine pactBopenus. [lepen npuemom ciefyeT TIIATEIBHO MepeMeNIaTh 00pa30BaBIIYIOCS
cycnensuto. He ciienyer npuHuMarh npenapat HENOCPECTBEHHO Nepe CHOM (cM. pazzen 4.4.).
Jluaus paznoma (prucka) Ha TabneTkax mpenapara Jida conromrH ¢ go3upokoit 100 mr, 200 mr
n 600 MT HE NpeHa3HaYeHa )1 pa3iaMbIBaHUs TaOJICTKH.

4.3. TIporuBomoka3zaHus

e [UNep4yBCTBUTEIBHOCTh K AllCTHIIUCTEHHY WM K JIOOOMY U3 BCIIOMOTATEIbHBIX BEILECTB,
NIEPEYUCIICHHBIX B pa3zene 6.1.;

e s3BeHHAs 0OJIE3Hb KENIY/AKA U IBEHAIIATUIIEPCTHON KUIIKU B CTaIUU 00OCTPEHHUS;

® HACIICJICTBEHHAs] HEMEePEHOCUMOCTh JIAKTO3bl, Ne(UUUT JaKTa3bl, TIIOKO30-TajJaKTO3HAas
MajbabcopOIus;

e (enunketonypus (cm. pazaen 4.4.);

e [IEpUOJ IPYAHOIO BCKapMiIMBaHUs (CM. pasnen 4.6.);

e jnerckuii Bo3pact ot 0 710 2 jieT (I BceX JO3MPOBOK);

e nerckuii Bozpact ot 0 10 18 net (mns mo3uposku 600 mr).

4.4. Ocodble yka3aHHUsI U MePbI MPEI0CTOPOKHOCTH MPU MPUMEHEHU T

C 0CTOPO’KHOCTEIO

e KpoBoxapkaHbe, IEro4HOE KPOBOTEUEHHUE;

e s3BeHHas 00JIe3Hb JKEIYy/JKa U ABEHAATUIEPCTHON KHUILIKY B AHAMHE3E;
® BAPUKO3HOE pacUIMpPEHUE BEH MUIIEBO/IA;

e OpoHXHallbHas acTMa;

e [ICUEHOYHAs W/WIM OYeUHasi HeJJOCTATOYHOCTb;

e 3a00JeBaHUs HAIIOYCUHUKOB,;

e apTepuanbHas TUIIEPTEH3US,

® HENEepeHOCUMOCTh F'MCTAMUHA.

Oco0ble yKkazaHus

[TanenTam ¢ OGpPOHXMAIBHOM aCTMOM M OOCTPYKTHBHBIM OpPOHXHUTOM AaLETHJIUCTEUH CIETyeT
Ha3HayaThb C OCTOPOKHOCTbIO M TOJl CHUCTEMAaTHUYECKUM KOHTpOJeM OpOHXHAIbHOMI
MIPOXOANMOCTH.

AUETHIIMCTENH B HE3HAUUTENLHOW CTENEHH MOXKET BJIMATh HA TMCTAMHMHHBIH METa0OJH3M,

IOSTOMY  HEOOXOAMMO  COOJIOAATh  OCTOPOXXHOCTH  NPH  NPUMEHEHHH  Iperapara
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JUIS  TOJITOCPOYHOTO JICUCHHsSI TIAIIUCHTOB, :Tpana}diﬂfrﬁi-'-ﬁéﬁ%ﬁ&%gé@s'}b T%‘I/i%:T'a'rv'IhHa,

IIPU NIPOSIBJIIEHUU CUMIITOMOB HETIEPEHOCUMOCTH (I'0JI0BHAsI 00JIb, BA30MOTOPHBIN PUHUT, 3Yy1).
[TpucyTCTBHE JIETKOIO CEpPHOrO 3amaxa SBISIETCd XapaKTEPHBIM 3allaxoM JIEHCTBYIOIIETO
BenlectBa. [Ipu mpueme mpemnapata HEOOXOAUMO TMOJIB30BATHCS CTEKIITHHOM MOCYAOM, U30eraTh
KOHTaKTa TOTOBOIO IpernapaTa ¢ MEeTaUlaMH, PE3UHOM, KHUCIOPOAOM U JIETKO OKUCIISIOIIUMUCS
BELIECTBAMH.

[Tpy npuMEHEHMH alETHILHUCTENHA OYEHb PEAKO COOOIIANOCh O CIIydasX Pa3BUTHUS TSKEIIBIX
alNIepruYeckux  peakiuii, Takux Kak cunapom CruBeHca-/[)koHCOHa, TOKCHUYECKUM
SNuepMaNbHBIA Hekponn3 (cuuHapom Jlaitenmna). Ilpyw BO3HMKHOBEHMM HW3MEHEHUH KOXH
U CIU3UCTBIX O000JOYEK CclIeyeT HEMEIUIEHHO OOpaTUThCS K Bpady, I[pUEM Ipernapara
HE00XO0UMO MPEKPATUTD.

Cnenyer u3beraTh HpUMEHEHHUs MpenapaTa y MAalHMeHTOB C TMOYEYHOM W/WIM TEe4YEeHOYHOM
HEJ0CTAaTOYHOCTHIO BO U30€KaHKe AOMOJIIHUTEIBHOTO 00Pa30BaHMs a30TUCTHIX COSTUHEHH.
Ecnu mammenT HecrocoOeH 3>(PQEeKTHBHO OTKAIUINBATHCS, HEOOXOJMMO IMPOBOIUTH APEHAXK
WIM acCIIUpPAalMIO CEKpeTa.

He cnenyer mpuHuMaTh mpenapaTr HEMOCPEICTBEHHO Mepel] CHOM (PEKOMEHAYETCs] TPUHUMATh
npernapar 3a 4 Jaca Jio CHa).

BcnomMorarennHble BEIECTBA

[TanpmeHTaM € peako BCTPEYAOUICHCS HACIEACTBEHHOM HENEPEHOCHMOCTBIO TalIaKTO3bI,
NeGUIUTOM JIaKTa3bl Jomaped WM IUIIOKO30-TallaKTO3HOW ManbabcopOuueil He cleayer
MPUHUMATh 3TOT Mpernapar.

[Ipenapar coxepxuT acmaptaM (HUCTOYHUK (eHmnananuHa). MoXeT oOKa3aThCsi BPEIHBIM
st mojed ¢ geHwikeronypueil. Ilpuem mnpemapata y nDanueHTOB ¢ (EHUIKETOHypUEH
IPOTHBOIOKA3aH (cM. paznen 4.3.).

4.5. B3ammopeiicTBHe ¢ APYrMMH JIeKADCTBEHHBIMH IMpenapaTaMd M [pyrue BHUAbI
B3aMMO/1eiicTBUS

CoueraHHOE MPUMEHEHUE AllETUIIUCTENHA C MPOTUBOKALIUIEBBIMU CPEICTBAMU MOYKET YCHIIUTh
3aCTOM MOKPOTHI M3-3a MOJABJICHUS KalllJIeBOro peduiekca.

[Tpu ogHOBpEMEHHOM MPUMEHEHUU C TAaKUMU aHTUOMOTHUKAMH, KaK TETPAIUKINHBI (MCKITIOYast
JOKCUIMKJIMH), aMIHUIWUIMH, ampoTepulH B, BO3MOXXHO HX B3aMMOJAEHCTBHE C THOJIOBOM
TPYNNoN aleTUIUCTENHA, YTO BEAET K CHIKEHUIO aKTUBHOCTH oOoux mpemnapaToB. [losTomy
MHTEpBaJ MEXIY IpHUeMaMu 3TUX MPENnapaToB JIOJKEH COCTABISATh HE MEHbIIIE 2 YaCcOB.
ODHOBpEMEHHBIM MpHEM aleTHILUCTEMHA M HUTPOTJIMIIEPUHA MOXET BbI3BaTh BBIPAKEHHOE

CHI)KEHHE apTepUAIbHOTO JaBIICHUS U TOJIOBHYIO OO0JIb.
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OpnHOBpeMEHHOE MpPUMEHEHUE aleTWINHCTEeNHA U { Iﬂé}'}éMﬁg EMBREC T]f]‘:l'g;gc-a'hc;{

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

B CyOTepaneBTUYECKUX YPOBHIX KapOama3enuHa.

AKTHBHUPOBAaHHBIN yrojib CIOCOOEH CHUXKATh JIEHCTBUE alleTUIIUCTEUHA.

AUETUIIIMCTENH yCTpaHseT TOKcndeckue 3pQeKTsl napareramora.

AUETUILMCTEUH MOXET BIMATh Ha PE3yNbTaThl KOJOPUMETPUYECKOIO  ONpeAeTeHUs
CaJIMLNIIATOB.

ALETHUILHUCTENH MOYKET OKa3bIBATh BIUSHUE HA aHAIN3 KETOHOB B MOYE.

[Tpy KOHTaKTe aleTUILUCTENHA ¢ METAJUIaMH, PE3UHOI 00pa3yroTCs Cyab(QHIbI C XapaKTEpHbIM
3araxoMm.

4.6. @epTHIBHOCTH, 0EPEMEHHOCTH U JAKTALUSA

bepemenHocTh

[Ipenapat npu GepeMEHHOCTH Ha3HA4yarOT TOJBKO, €CIH Ipejnojaraemas Mojb3a A MaTepu
IPEBbIIIAECT NOTEHIMAIbHBIN PUCK TS MJI0/A.

Jlakranus

B cnyuae HeoOxoauMocTH Ha3HaYEHUS Ipernapara B Iepuol JaKTalul HE0OX0AMMO MPEKPATUTh
rpyJHOE BCKapMiuBaHue (cM. pazaen 4.3.).

4.7. BiusinMe Ha CIOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeAcTBAaMH H PpadoTaThb
¢ MeXaHU3MaMH

B TtepaneBTMUecKMX [03aX AalETUIUCTEMH HE BIUSET HA CHOCOOHOCTh YIPAaBIATh
TPAHCHOPTHBIMM CPEJCTBAMU M MEXaHU3MaMHU.

4.8. HexenateJbHble peakIuu

PesroMme HexxenaTeabHbBIX PEAKIINT

[To nannsiM BcemupHoit opranuzauuu 3apaBooxpaHeHus (BO3) nHexenartenbHble 3¢ (eKTbI
KJIacCH(UIUPOBAHBl B COOTBETCTBUM C HMX YAaCTOTOM pa3BUTUS CIEIYIOUIMM 00pa3oM:
oyeHb uacto (>1/10); wgacto (>1/100, mo <1/10); mewacro (>1/1000, wo < 1/100);
penko (> 1/10000, Ho < 1/1000); ouensb peaxo (< 1/10000); yactora Hen3BecTHA (HA OCHOBAHHH
UMEIOIIMXCS TaHHBIX OLICHUTh HEBO3MOXKHO).

Hapywenus co cmoporvl Kposu u iumpamuieckou cucmemsl

OueHb peKo: CHIKEHUE arperaiuy TPOMOOIIUTOB.

Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl

Heuacro: peakiuu runep4yBCTBUTEILHOCTH, aHTHOHEBPOTHIECKHUI OTEK.

Ouenp penako: aHaQWIAKTHYECKHE pEaKIMWd BIUIOTH 10 aHa(WIAKTHYECKOTO IIOKa,
KpPOBOTEUEHHE (€AMHUYHBbIE COOOIIEHHS B CBS3M C HAIMYUEM pEaKIHWU TTOBBIIICHHOM

YyBCTBUTEILHOCTH).
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Hapywenus co cmoponvl nepénoti cucmembl (NOCNEOCQBA

Penxo: rojgoBHas 60b.

Hapywenus co cmoponul opeana ciyxa u aabupunma

Heuacro: mym B ymax.

Hapywenus co cmoponvl cepoya

Heuacro: Taxukapaus.

Hapywenus co cmoponul cocyoos

Heuacro: cHMkeHUE apTepuaibHOro JaBJICHUS, IPU MpUEMe alleTHIUCTEHHA OMUCAHbI CIyYyau
pa3BUTHUS KOJLIAIICA.

Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmens]
Penxo: onpimka, OpoHxocmasm (IPEMMYIIECTBEHHO Y MAIMEHTOB C THIEPPEAKTUBHOCTHIO
OpOHXOB NP OPOHXUATILHOM acTMe).

Kemyoouno-kuuieunvie HapyueHus

Heuacro: Bocnasienue cnu3uctoit 000s104KH pTa (CTOMATUT), 00Jib B 00JIACTH JKUBOTA, JAUApes,
TOIITHOTA, PBOTA.

Penxo: uzxora, mucnencus.

Hapywenus co cmopoHbl Kod#cu 4 NOOKOICHBIX MKAHel

HedacTo: KOXHBIH 3y/1, KOKHAs ChINb, YK3aHTEMa, KPaIiBHUIIA.

Ouens penko: cuHapoMm CruBeHca-J[)KOHCOHA, TOKCHYECKHN SMUIEPMaIbHBIM HEKPOIU3
(cunapom Jlaiiemnna).

Obwue HapyweHus: u peakyuu 8 mecme 8e0eHuUs

OdeHb peiKo: TUXO0pPaIKa.

YacToTa HEeM3BECTHA: OTEK JIUIIA.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxno COO6HIaTI) 0 IOA03PEBACMBIX HCKCIIATCIIbHBIX PCAKIUAX IOCIIC PErUCTpalu Iperapara
C ICIBIO obecrieueHus HCIIPEPLIBHOT'O MOHUTOPUHTA COOTHOHMICHUSA «II0JIb3a — PUCK»
JICKApCTBCHHOT'O IIpCriapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6IJ_IaTB 0 JIF0OBIX
MoAO3pCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpClapara 4Cpe3 HAIIMOHAJIbHBIC
CHUCTCMBI COO6I_I_ICHI/I$I 0 HCKCIATCJIBbHBIX PEAKNHUAX TOCYHApCTB — YICHOB EBpaSHﬁCKOFO

9KOHOMHUYECCKOIo COro3a.

Poccuiickas @enepanus
OenepanibHas Ciryx0a 1Mo Ha30py B chepe 3paBOOXPAHEHUSI.

Anpec: 109012, r. MockBa, CnaBsiHCKast Tutomians, a. 4, crp. 1.
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Tenedon: +7 800 550 99 03 (MOCNEOCBATENEHOCTEL 0002

OnexkTponHas noyra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecrrybnuka Kazaxcran

PI'TI na IIXB «Hamumonaneubiii LIeHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIMUIIMHCKUX
u3nenuit» Komurera MEIUIMHCKOTO U (PapMaleBTHYSCKOTO KOHTpoias MUHHCTEpPCTBA
3npaBooxpanenus Pecyonuku Kazaxcras.

Anpec: ZOOT6ES, r. Acrana, yin. A. manoga, 13.

Tenedon: +7 (7172) 78-99-11

Onekrponnas nmoura: farm@dari.kz

Caiit B nH()OpPMALIMOHHO-TEIEKOMMYHUKAIIHOHHOM cetn «HTepHeT»: http://www.ndda.kz

PecnyGninka Apmenust

AO3T «HayuHblil [IEHTp SKCHEPTHU3bI JCKAPCTB U MEAUIMHCKAX TEXHOJOTHI HMM. aKaJeMHKa
3. I'abpuensuay.

Anpec: 0051, r. EpeBan, np. Komuraca, 49/5.

Tenedon: (+ 374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

Tenedon ropsaeli TMHUN OT/IENIa MOHUTOPHHTA O€30TIACHOCTH JIGKAPCTBEHHBIX CPEZCTB!

(+ 374 10) 20-05-05, (+ 374 96) 22-05-05

Caiit B mH()OpPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHeTy»: http://pharm.am

Pecny6nmka benapychb

PVII «lleHTp 3KCnIepTU3bl U UCIIBITAHUN B 34PABOOXPAHCHUN.
Anpec: 220037, r. Munck, niep. ToBapuieckwii, 2a.

Tenedon: + 375 (17) 231-85-14

Tenedon oraena papmakonamzopa: + 375 (17) 242-00-29

CaiiT B nH(MOpMAIIMOHHO-TEJICKOMMYyHUKAIIMOHHOM ceTn «HTepHeT»: https://www.rceth.by

Keipreizckas Pecniy6nmka

JlemapraMeHT JI€KapCTBEHHBIX CPEACTB W MEIUIMHCKUX M3AeIMi 1npu MuHuUCTEepCcTBE
3npaBooxpanenust Keipreizckoit PecriyOnuku.

Anpec: 720044, r. bumkek, yi. 3-1 auHus, 25.

Tenedon: +(996) 312 21-92-78
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DnekrponHas nodra: dismi@pharm.kg (MOCNEAOBATENBHOCTL 0002)

Caiit B nH()OpPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHOM cetn «HTepHeT»: http://www.pharm.kg

4.9. Ilepeno3upoBkKa

Auerunuucrend npu npueme B o3¢ 500 MI/Kr/aeHb He BBI3BIBACT NMPHU3HAKOB U CUMIITOMOB
NePEI03UPOBKH.

CuMnTOMBI

MoryT HabnrogaThCs CIEAYIOLIME CUMITOMBI: TOIIHOTA, PBOTA, JHAPEs..
Jleuenue

KOHKpeTHBIN aHTUIOT OTCYTCTBYET. JIeueHHe SABISAETCS CUMIITOMATUYECKUM.
5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. d®apmakoauHamMHYecKHe CBOIiCTBa

®apMakoTepaneBTUYECKas IPYyMIa: MyKOJIUTHYECKOE CPEACTBO.

Kon ATX: RO5CB01

Mexannsm aeiicteus U dhapMakoIrHamMudeckue 3O GEKTE

MyKOTUTHYECKOE CpEeICTBO, pa3KIKaeT MOKpPOTY, yBEIWYHBaeT ee o0beM, obnerdaer
OTJIeJIeHHEe MOKpOTHI. [IefiCTBHE CBA3aHO CO CIOCOOHOCTHIO CBOOOIHBIX CYJIb(TUIPUILHBIX
TPYII aleTWINHUCTEUHA pa3pbiBaTh BHYTPU- W MEXKMOJCKYJSIPHBIE JTUCYIb(QUIHBIC CBSI3U
KHUCJIBIX MYKOIOJIMCAaXapuA0B MOKPOTBI, UTO MPHUBOAUT K JEMOJUMEPHU3ALHNN MYKOIPOTEHIOB
Y YMEHBILIEHUIO BA3KOCTH MOKPOTBHI.

Kpome Toro, aneTMINUCTENH CHUXAET WHIYLMPOBAHHYIO THIEPIUIA3UI0 MYKOUHBIX KIIETOK,
YCWJIMBAET BbIPAOOTKY MOBEPXHOCTHO-AKTUBHBIX COCTMHEHUM ITyTEM CTUMYJISIITUU THEBMOIIUTOB
Il Tuma, crumynupyer MYKOUMJIMAPHYIO AaKTUBHOCTb, YTO MPUBOJUT K YJIYYIICHHUIO
MYKOLIMUIMAPHOTO KJIMPEHCa.

CoxpaHsieT aKTHUBHOCTb NpU THOHHOM, CIM3UCTO-THOMHOM M  CIM3UCTOM  MOKpOTE.
ALIETWINIUCTENH YBEIMYHMBACT CEKPEIHUI0 MEHEe BA3KHX CHAJOMYIIMHOB OOKAJIOBHIHBIMU
KJIETKaMH, CHIDKAET aAre3uio OaKTepuil Ha SIUTETUATbHBIX KIETKaX CIH3UCTON O000JI0YKH
OponxoB. CTUMynuUpyeT MYKO3HBIE KJIETKH OpOHXOB, CEKPET KOTOPBIX IU3UpYyeT (GUOpHUH.
AHaJOTMYHOE JEWCTBHE OKa3blBa€T Ha CEKPEeT, OOpa3yIoImUiCsSs TMpH BOCIATUTEIBHBIX
3aboneBanusax JIOP-opranoB. Oxa3piBaeT aHTUOKCHIAHTHOE JIEUCTBHE, OOYCIOBICHHOE
HanmuuueM SH-rpynmbsl, crnocoOHOW HeUTpanu3oBaTh 3JIEKTPOPUIIbHBIE OKHCIHUTEIbHbBIE
TOKCHHBI.

ALIETWJILIMCTEUH JIETKO NPOHUKAET BHYTPh KIETKH, Je3aleTWiIupyeTcs 10 L-uucrenHa,
M3 KOTOPOrO CHUHTE3UPYETCS BHYTPUKIECTOUYHBIM TJIYyTaTUOH. [ JIyTaTHOH — BBICOKOPEAKTUBHBIN

TPUTICTITAJl, MOIIHBIA  AHTHOKCUJAHT, ITUTONMPOTEKTOP, YIABIMBAIOMINWNA  SK30TCHHBIC
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U CIIOCOOCTBYET TMOBBIINICHUIO CHHTE3a BHYTPUKIETOYHOTO TIIYTaTUOHA, YYaCTBYIOILETrO
B OKHCJIHMTEIbHO-BOCCTAHOBHUTEIBHBIX IIpoOIlecCcax KIETOK, TaKuM o00pa3oM CIOCOOCTBYS
JNETOKCUKAIIMN BPEIHBIX BEIIECTB. DTUM OOBSICHSETCS JIEHCTBUE AlleTUIIIUCTEHHA B KaueCTBE
aHTHJI0Ta TpU OTpaBlieHUH NapaneramoioM. OCHOBHOW pOJIBIO ALETUILHMCTENHA SIBISETCS
noJyIep)KaHue HaJUIeKAIIero YpOBHs KOHLEHTPAIMH TJIyTaTHOHA, 00ecIieunBas, TAaKUM 00pa3oMm,
3aIUTY KJIETOK.

ALICTHIIIUCTEHH MIpEeIOXpaHSIET anbba-1l-aHTUTPUTICUH (uHTHOUTOD 371acTa3bl)
oT  uwHaktHBUpyromero  BosmedctBus  HOCL  —  okucioutens,  BbIpabaThIBa@MOIo
MUEJIONEPOKCHIA30i aKTUBHBIX (¢aronuToB. OOnamaer Takke MPOTHBOBOCHAIUTEIHLHBIM
JeiicTBMeM (32 cyeT IMoJaBiIeHUs O00pa3oBaHUs CBOOOJHBIX paJUMKaIOB M aAKTHUBHBIX
KHUCIIOPOJICO/IEPKAIIIUX BEIIECTB, OTBETCTBEHHBIX 32 PA3BUTHE BOCHIAICHUS B JIESTOYHOM TKaHM).
5.2. ®dapmakoknHeTHYeCKHe CBOHCTBA

AOGcopouus

AuernnipcredH Xopomo abcopbupyercss mnpu nepopaibHoM mpueme. OH HEMEJICHHO
JearneTuupyeTcss A0 LKUCTeMHAa B MeueHUu. B kpoBu HaOmIomaercs MOABMXKHOE paBHOBECHE
CBOOOJHOTO M CBA3aHHOTO C OENKaMHU TUIa3Mbl alleTUIIIHUCTEUHA U €r0 MeTa0O0JIUTOB (LIMCTEHHA,
[MCTHHA, AMAICTHINUCTenHA). M3-3a BBICOKOTO 3(deKkTa «IepBOro MPOXOXKICHUS» Uepe3
Ne4YeHb OMOIOCTYTHOCTh alleTHIILMCTENHA cocTaBisgeT okoio 10 %.

Pacnpenenenue

AUeTUIIMCTENH pachpesensercs kak B Heu3MeHHOM Buzae (20 %), Tak M B BHUJE aKTHUBHBIX
metabonmutoB (80 %), NOpPOHMKAET B MEXKKJIETOYHOE MPOCTPAHCTBO, MPEUMYIIECTBEHHO
pacnpenensercs B MEYeHHU, MOYKax, JIETKUX, OpoHXHalbHOM cekpere. OO0beM pacnpeseneHus
anerwinucrenHa Bapbupyer or 0,33 no 0,47 yi/kr, MakcuManbHas KOHIIEHTpalus B IUIa3Me
nocturaercs depe3 1-3 gaca mocie MepopalbHOTO IMpHeMa M COCTaBisieT 15 MMOJb/M, CBS3b
¢ Oenkamu miasMel — 50 % depes 4 gaca mociie nmpuema u cHmkaercs 10 20 % depe3 12 gacos.
[TpoHukaer yepes mialneHTapHblil 6apbep.

Buorpancdopmarnus

[Tocne nmpuema BHYTPbh aLETHIIUCTEUH OBICTPO U IKCTPEHHO METabOJIM3MpYeTCsl B CTEHKAxX
KHILIEYHHKa ¢ 00pa3oBaHUEM (PapMaKOJIOTHYEeCKH aKTMBHOIO METabOIMTa — IIHCTEHHA, a TaKkKe
JTUAIEeTUIUCTENHA, IUCTHHA.

OIMMUHAIMA

BoiBoguTCcs MOYKaMH B BHJI€ HEAKTUBHBIX METAa0OJIMTOB (HEOpPraHUYecKue Cynb(}arsl,

,I[I/IaHeTI/IJ'IHI/ICTeI/IH), HC3HAYUTCJIbHAA 4aCThb BBIACIACTCA B HCU3MCHHOM BHJC YCPE3 KUIICUYHUK.
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[leprion moayBbIBEAEHUS — OKOJIO | 4aca, mpy Ha Crbir it TredSiH-{abRtiiabres
p yB p pym yB

710 8 4acos.

6. ®APMAIEBTUUYECKHUE CBOWCTBA

6.1. Ilepeyenb BcmoMoraTeJbHBIX BelIECTB

— JlakT03BI MOHOTHPAT;

— KpOCIOBUJIOH;

— nosugoH K30;

— apomaTHu3aTop anelbCUHOBBIN;

— acmaptam (E951);

— MarHus cTeapar;

— HaTpus caxapuHar (CaxapuH HaTpus);

— JIUMOHHOW KHMCJIOTBI MOHOTUJPAT;

— KPEMHHUS IUOKCUJ KOJUIOUIHBIM.

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHHs)

3 roza.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NMPH XPaHEHHH

Xpanutsb npu temrneparype Huxke 25 °C.

6.5. XapakTep M coiep:kaHue NePBUYHON YIIAKOBKH

[To 6, 10 Tabnerok B KOHTYpPHYIO SYEHKOBYIO YIAKOBKY W3 IJICHKU MOJIMBUHWIXJIOPHIHOM
1 (OJIbIY ATIOMUHUEBOM MeYaTHON JTAKUPOBAHHOM.

2, 3, 6 KOHTYPHBIX SAYEHKOBBIX yMakoBOK Mo 10 TableTOK ¢ JTHMCTKOM-BKIAABIIIEM MOMEIIAIOT
B IIAUKYy U3 KapTOHA JIJIsl MOTPEOUTENbCKOM Tapbl (111 103upoBku 100 mr).

1, 2, 3, 6 KOHTYpPHBIX STUEHKOBBIX YIAKOBOK 110 10 TaGIeTOK ¢ JTUCTKOM-BKJIAIbIIIEM TOMEUIAIOT
B MMaYKy U3 KapTOHA ISl MOTPEOUTENbCKOM Taphl (11t 103upoBkH 200 mr).

1, 2 KOHTYpHBIE TYEHKOBBIE YIAKOBKH 10 6 TabaeTOK Wi 1, 2 KOHTYpHBIE SYEHKOBBIE YIaKOBKH
1o 10 TabJeToK ¢ JIMCTKOM-BKJIAIbIIIEM MTOMENIAIOT B MAYKy U3 KapTOHA Ul NOTPEeOUTEIbCKON
Tapbl (7151 103upoBKU 600 Mr).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TP  YHUYTOKEHHH  WCIOJIb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara MWJIH  OTXO0JO0B, IMOJYYEHHBIX IOCJe INPUMEHEHHUs!
JICKapCTBEHHOI0 Npenapara, ¥ Apyrue MaHuIyJIsiiU ¢ penaparomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.
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7. JEP)KATEJb PETUCTPAIIMOHHOIO YIOCTOBEPE RIS 'EHUCTE 0002]

Poccniickas @enepanys

Axuunonepnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUeCKass KoMnaHust OOHOBICHUE
633621, HoBocubupckas o61., Cy3yHckuit paiioH, pr. Cy3yH, yin. Komuccapa 3sTbK0Ba, 1. 18.
Ten./dpakc: 8 (800) 200-09-95.

7.1. TlpencraBuTesib Jep:KaTesisi PerHcTPALMOHHOTO Y/AOCTOBEpPEHHS HA TEPPUTOPHH
Coroza

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

B Poccuiickoti @edepayuu

Poccniickas @enepanus

Axnunonepnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUecKas koMmnanust OOHOBICHUE
630096, r. HoBocubupck, yin. Ctanimonnas, 1. 80.

Ten./dpakc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

B Pecnyonuxe Kazaxcman, Pecnyonuxke Apmenus, Pecnybauxe bBenapyce, Kvipevisckoii
Pecnyonuxe

Pecny6nuka Kazaxcran

TOO «@Papmareiir-Kazaxcran»

Pecniy6nuka Kazaxcran, ropox Anmartsl, AnmanuHckuii paiion, Ilpocnexkt Abas, gom 153,
kB. 38, moutoBbiid nHaexc 050000

Ten.: +7 777 788 3809

e-mail: saldibekova@pharmagate.co.uk

8.  HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NEPBUYHOM PETUCTPALIMU (IIOATBEPXKJIEHUSA PETUCTPAIIAH,
NEPEPEI'UCTPALIUN)

JlaTa nepBUYHON pErvCTpaALINHN:
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10. JIATA MEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0002)

OOmiass  XapakTepuCTUKa  JICKQpCTBEHHOTO  mpemapara  Diida  CONIOMIH  JOCTYyIHA
Ha WHQPOPMANMOHHOM TopTaje EBpa3sMiCKOro 3KOHOMHYECKOTO CO03a B HH(OPMAIMOHHO-

KOMMYHHKAIMOHHOM cetu «HTepHeT https://eec.eaeunion.org/
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