OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEITAPATA
Cenronere Totai, 3 Mr + 1 mr, TabJIeTKH IJIs1 paccachbIBaHUS YBKAJIUTIT
Cenronere ToTai, 3 Mr + 1 mr, TabJIeTKH JIs paccachlBaHUs JTMMOH U Oy3nHa
Cenronere Totan, 3 Mr + 1 mr, TabJIeTKH AJisi paccachblBaHUS JIMMOH U M€/T
Cenroniere Totan, 3 mr + 1 Mr, TabJIeTKH JUIS paccachbIBaHUS KOJa

Cenronere TOTAal, 3mr+1 MI, Ta0JIETKU IJIA pacCaCblBaHUA I/IM6I/IpB Hn JIMMOH

2. KAUECTBEHHbBIA U KOJJUUYECTBEHHBIN COCTAB
JeiicTByromue BemecTa: OeH3UIaMuUH + HETUIITUPUIUHUS XIOPUL.

Cenrozere Totan, 3 Mr + 1 mr, Ta0JIETKHU JJIA pacCaCblBaHUS 3BKAJIUIIT

Kaxxnas tabneTka coaep Ut 3 Mr OCH3HIaMHHA THAPOXJIOPUAA M | MI HETHIITUPUIAUHUS XJIOPUIA
(B BUJI€ MOHOTHIPATA).

BcmoMorarenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HAO YYHTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: nzomanbT (E953) (cMm. pasnen 4.4.).

Cenrozere Totan, 3 Mr + 1 mr, Ta0JIETKHU JJIA pacCaCblBaHUA JIMMOH M 6V31/IHa

Kaxxnas TabneTka cofep ut 3 Mr O€H3UIaMIHA THAPOXJIOPUAA B | MI HETHIITHUPUANHUS XJIIOPUIA
(B BU/Ie MOHOTH/IPATA).

BcnomoraTenbHble BelecTBa, HaJM4We KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenaparta: usomansT (E953), Hatpus 6enszoar (E211) (cMm. paznen 4.4.).

Cernrrosiere ToTas1, 3 Mr + 1 mr, TabJIETKH JUISL paccachbIBAHMS JIMMOH M MEJT

Kaxxnas Tabnerka compeput 3 Mr OeH3ujaMruHa TUAPOXJIOPUIA U | MT ETHIIHPUINHUS XJIOpHUIA
(B BHJIE MOHOTHIpATA).

BcnomoraTenbHble BelecTBa, HaJM4We KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: nzomansT (E953), matpus 6enzoar (E211) (cm. paznen 4.4.).

Cenronere Torai, 3 Mr + 1 Mr, TaOJIETKM UTS pACCACBLIBAHUS KOJIa

Kaxxnas TabneTka cogepkut 3 Mr 6eH3u1aMUHA THAPOXIOPHUAA U | MT HETUITUPUIUHIS XJIOpUIa
(B BHJIE MOHOTHIPATA).

BcromoraTenbHbIE BelecTBa, HAJTHMYAE KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: nzomMansT (E953), Oytunruapoxcuanuzon (E320) (cm. pasnen 4.4.).

Cenronete ToTan, 3 Mr + 1 mr, Ta0JIEeTKU JJIA pacCaChbIBaAHUA I/IM6I/IDL " JUMOH

Kaxxnast TabneTka cogepkut 3 Mr OeH3uIaMUHA THAPOXIOPUAA U | MT HETUITUPUIUHIS XJIOpUIA

(B BUJIE MOHOTHPATA).



BcnoMorarensHbie BemeCTBa, HAJMYME KOTOPBIX HAJ0 YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: uzomansT (E953), manbturon, Harpus 6enzoar (E211) (cm. pazgen 4.4.).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Cernrrosiere ToTai, 3 Mr + 1 Mr, TaOJETKH JUIS pACCACHIBAHUS DBKAJIUIIT

Kpyriibie TabieTKu cO CKOIEHHBIMH KPasiMHU € IIEPOXOBATOI MOBEPXHOCTHIO OT CBETIIO-TOIY00Tr0
no roiyboro ngera. Jlomyckaercs Oeinblii HajeT, HEPAaBHOMEPHOCTb OKpAIlMBaHUs, HaJIW4Me
Iy3bIPHKOB BO3/yXa B KapaMeJIbHOM Macce U He3HAYUTEIbHAsi HEPOBHOCTh KPAEB.

Cenroinere Torain, 3 Mr + 1 Mr, TabJIETKM UT paccachbIBAHU JIUMOH U Oy3WHA

Kpyribie TabneTKu co CKOMIEHHBIMU KPasiMU C IIEPOXOBATON MMOBEPXHOCTHIO OT OJICHO-3€IEHOTO
1o 3eneHoro nera. Jlomyckaercss Oenblil HajeT, HEPAaBHOMEPHOCTb OKpAIMBAaHUS, HaIU4He
Iy3bIPHKOB BO3/1yXa B KapaMeJIbHOM Macce U HE3HAYMTEIbHAs HEPOBHOCTh KPAeB.

Cernrrosiere ToTas1, 3 Mr + 1 mMr, TabJIETKH JUISL paccachIBAHUS JIMMOH U MEJT

Kpyribie TabaeTku co CKOIIEHHBIMU KPasiMU € IEPOXOBATON MOBEPXHOCTHIO OT CBETIIO-KEITOIO
70 kentoro nBera. Jlomyckaercs Oeinblii HajeT, HEPaBHOMEPHOCTb OKpAIlMBAaHUs, HaJIU4yue
Iy3bIPHKOB BO3/1yXa B KapaMeJIbHOM Macce U He3HAYUTEIbHAs HEPOBHOCTh KPAeB.

Cenronere Torai, 3 Mr + 1 Mr, TaOJIETKM UT paccachbIBaHUS KOJIa

Kpyribie TabieTku co CKOIEHHBIMU KPasiMU C IIEPOXOBATON MOBEPXHOCTHI0 KOPUYHEBOI'O IIBETA.
Jlonyckaercst 6enblif HajeT, HEPABHOMEPHOCTh OKpALIMBaHMs, HAJIM4YUE Iy3bIPbKOB BO3JyXa B
KapaMeJIbHON Macce U HE3HAYUTEIbHAsA HEPOBHOCTH KPAcCB.

Cenronere Torai, 3 Mr + 1 Mr, Ta0JIETKM UT pacCcachbIBAHU UMOUPH M JTUMOH

OBajibHBIC TA0JIETKH CO CKOIIIEHHBIMH KpasiMH C HIGpOXOB&TOﬁ MMOBEPXHOCTHIO OT CBETIIO-KECIITOTO
J0 KCJIITOT'O IIBETA. I[OHYCKaeTCH OcbIi HaJICT, HCPABHOMCPHOCTH OKpAaIllNBAHUS, HAJIUYIUC
IMy3BIPbKOB BO34yXa B KapaMeHBHOﬁ MacCC€ MW HC3HAYUUTCIIbHAA HCEPOBHOCTH KPACB. BHYTpI/I

Ta0IEeTKN OECIBETHOE MSTKOE SPO.

4. KIIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Ipenapat CenTosere ToTal MoKa3aH K IPUMEHEHHUIO y B3POCIBIX U IETeH B BO3pacTe OT 6 JeT.

e (CumnToMaruyeckass Tepamnus OOJEBOro CHHApPOMA BOCHAIUTENbHBIX 3a00JeBaHUMN
nosoctd pra u JIOP-opraHoB (pa3nmuyHOi STHOJNOTHH), B TOM YHCJI€ TOH3WJUIUTOB,
(apuHTUTOB, B COCTaBE KOMIUIEKCHOM TEpaIuH.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM 1o3upoBaHus




Bspocnvie

PexomennoBannas 103a: 3—4 TalONeTKU AJIsl pacCachbIBaHUS B CYTKH.
He cnenyer npeBpiliaTh yKa3aHHYIO J103Y.

[Ipenapar CenTosiere TOTaJI HE CIEAYET MPUMEHATH 0oJiee 7 THEH.

Oco0nlie T'PpYHOIIbI TAMEHTOB

Tayuenmur noowcunozo eospacma
PexoMeHi0BaHHas1 103a Takasi )K€ KaK JiJIsl B3pOCIIbIX.
eTu
Jlemu u noopocmku 6 so3pacme om 12 0o 18 nem
Pexxum no3upoBaHus ans AeTed U MOAPOCTKOB OT 12 no 18 jmeT He omiMyaeTcss OT pexuma
JIO3UPOBAHUs JJIs1 B3POCIIBIX.
Jlemu 6 6o3pacme om 6 0o 12 nem
PexomeHnj0BaHHas J103a cocTaBisieT 3 TabJIETKH I pacCachlBaHUS B CyTKH.
Jlemu 6 6o3pacme 0o 6 nem
[Ipenapar Cenrosere TOTal HE CISIyeT Ha3HAYATh/TIPUMEHSITh Yy JieTeil B Bo3pacte ot 0 10 6 jet
B JIaHHOM JIEKapCTBEHHOU (hopMe B CBSA3H C HEBO3ZMOXKHOCTBIO 00ECIIEUUTh PEKUM JI03UPOBAHHUS.

Cnoco6 IIPUMCHCHUA

TabneTky cieayeTr MeIJIEHHO paccachiBaTh BO PTYy Kaxnble 3—6 uwacoB. [Ipenapar Cemnronere
TOTAJI HE CIEAYET MIPUMEHATh HETIOCPEACTBEHHO JI0 WIIH MOCJIE YUCTKHU 3y00B (cM. paznen 4.4.).
4.3. IlpoTuBONOKA3aHUSA

e ['unepuyBCTBUTENBHOCTh K OCH3UIAMUHY, HETHWITUPUINHNS XJIOPUILY U/ UM K TFOO0MY U3

BCIIOMOTATENbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zeie 6.1.

4.4. OcoOble yka3aHusl U MepbI NPeJ0CTOPOKHOCTH NPH MPUMEHEHUH
[Ipenmapatr Cenronere TOTan CIEAyeT C OCTOPOKHOCTBIO TIPUMEHSTH Yy TAlUeHTOB C
OpoHXHaIbHON acTMOM (B T. 4. B aHaMHE3e).
[Tpenapat Cenronere ToTaln HE cleqyeT NPUMEHATh Oonee 7 aHel. IIpu OTCyTCTBHM 3aMETHBIX
NPU3HAKOB YJIYUIIECHHUs COCTOSIHUSA CIIEAyeT 0OpaTUTHCS K Bpady.
[lpu  npumeHenmn  mnpenapata  CenroyieTe TOTadl  BO3MOXKHO  pa3BUTHE  PEAKIHA
THIIEPYYyBCTBUTENBHOCTA. B 3TOM cilyuae peKOMEHAyeTcss TpPEKpaTHTh JIEYCHHE W
MPOKOHCYJIETUPOBATHCS C BPAuOM Il HA3HAUYEHUS] COOTBETCTBYIOIIECH Teparuu.
[lpy HamMuMu S3BEHHOTO TOPAXKEHHS CIM3MCTOW OOOJOYKM POTOTJIOTKM MAlMEHT IOJDKEH
00paTUTHCS K Bpady, €CIIM CHMIITTOMBI COXPAHSIOTCSl B T€UCHUE O0JIee TpeX JTHEH.
[Ipumenenue mnpenapara CenTojieTe TOTaJl  HE  PEKOMEHAYeTCS Yy  MalMeHTOB ¢
TUIIEPUYBCTBUTEIBHOCTBIO K ALETHJICAIMIWIOBONW KHCIOTE WM JAPYTMM HECTEPOUIHBIM

IIPOTUBOBOCIAJIUTEIILHBIM IIPEIapaTaM.



[Ipenapar CenTosere TOTal HE CIEIyeT HPUMEHATh OJHOBPEMEHHO C aHHOHHBIMHU COENHCHUSMHU
(HampuMep, TPUCYTCTBYIOT B 3yOHOW macrte). i JOCTHXKEHHS ONTUMAIbHOTO Y(deKTa He
clIefyeT MPUMEHsTH npenapar CenTojere ToTal HEMOCPEACTBEHHO JI0 MIIM TOCIIE YUCTKHU 3y0OB.
OnHOBpPEMEHHBI IpPUEM C MOJOKOM MOXET CHH3HTh IPOTUBOMHKpOOHOE JeiicTBue
HEeTWIMUPUANHUS XJIOpUAa, ModToMy mpenapar Cenrosere TOTaa HE ClEAyeT HPUMEHSThH
OJTHOBPEMEHHO C MOJIOKOM.

BcenomorarenbHble BEIIECTBA

Hzomanem (E953)

Tabnemxu O paccacvliéarus 26KaIunm, mabaemxku Oas paccacbléarus JUMOH U OV3UHA,

mabaemku O paccacbl8aius JUMOH U MeO, mabaemKu 0 paccacbl8anus Koaa, mabaemxu 0as

pAaAccacvl6aHuA I/Ul/l5upb U JTUMOH

[Ipenapar CenTonere ToTan, TaONETKH sl paccachiBaHus, COAepKUT u3omainbT (E953).
1 Tabmerka IS paccachiBaHUs SBKATUNT coiepkut 2471,285 Mr n3omanbra. 1 Tabmerka s
paccacelBaHus JUMOH H Oy3mHa cogepxut 2448300 mr w3oManbTa. 1 TabmeTka IS
paccacbIBaHUs TUMOH U Mef coaepkut 2452,800 mr uzomanbTa. 1 Tabnerka sl paccachlBaHUs
koja comepxkut 2439,00 mr wm3omanbra. 1 TabneTka Uil paccachblBaHUS WMOWUPH W JIMMOH
coaepxut 2268,47 Mmr wmzomanbTa. llanpeHTaM ¢ peako BCTpeyarolelcs HacieICTBEHHOU
HEMEePEHOCUMOCThIO (PPYKTO3BI HE CIIEYET MPUHUMATD ITOT Mpernapar.

Hampusa 6enzoam (E211)

Tabnemxu Oas paccacvlganusi AUMOH U OV3uHa, mabremku 0Nl DPACCACLIBAHUSA JTUMOH U MeO,

mabemKu 0 paccacbl8anus UMOUDb U TUMOH

[TpenapaT MOKET BBI3BIBATH C1a00€ pa3IpaKeHHE KOXKH, T1a3 U CIU3UCTHIX 000JI0UEK.
Bbymuneuopoxcuanuzon (E320)

Tabnemxu 0 paccacvleanus Koad

[TpemapaT MOeT BBI3bIBATh MECTHBIE KOXKHBIC PEAKITUH (HAITPUMEP, KOHTAKTHBIN EPMATUT) UITU
paspakeHHe TJ1a3 WK CIIU3UCTHIX 000JI0YEK.
Manvmumon

Tabremku 015 paccacvl8anusi UMOUPL U AUMOH

[TatmenTamM C peaKo BCTpEYaAOLIeHcs HACIEICTBEHHONH HEMEepeHOCUMOCThIO (PYKTO3bI HE
clenyeT NpUHUMAaTh 3TOT Ipernapar.

4.5. B3aumMogelcTBME C JAPYIHMH JIEKAPCTBEHHBIMHM IIpenaparamMu W JApyrue BH/bI
B3aMMO/EHCTBHA

He uzyuanocs. Cnenyer nzberate OHOBPEMEHHOTO NPUMEHEHHS C JIPYTMMHU IpenapaTamy W3
IpYyMNIbI aHTUCENTUKOB.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS



bepemeHHOCTD

JlanHbple 0 MpUMEHEHUHM OEH3WAAMUHA M LETHINHUPUAMHUS XJOpPHIA Y OCpEeMEHHBIX >KEHIIWH
OTCYTCTBYIOT WJIM orpanudensl. llpumenenue mpenapara Cenrojere TOTal BO BpeMs
OepeMEHHOCTH HE PEKOMEH/I0BaHO.

Jlakranus

He u3BectHO, BbIenseTcs Jin OEH3UIAMUH C TPYAHBIM MOJIOKOM YEJIOBEKA.

Puck 11st HOBOPOXKICHHBIX, JETEH TPYTHOrO BO3pacTa HE MOXKET ObITh HckiItodyeH. Cremyer
IPUHATH PELICHNE O IPEKPAILEHUH I'PYJHOI0 BCKAPMIIMBAHU JINOO OTMEHE TepaIluy IpenapaToM
CenTosere TOTal ¢ Y4€TOM IOJIb3bl TPYJHOIO BCKApMIIMBAHUSA JUIsl peOCHKA U MOJIb3bI TEPAITUU
JUTSL MaTepH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeJICTBAMHM M PadoTaTh €
MeXaHMu3MaMH

[Ipenapatr Cenrosiere TOTaql HE OKa3blBa€T BIMAHUSA Ha CIHOCOOHOCTh K YNPaBJIECHUIO
TPAHCHOPTHBIMH CPEJCTBAMU M paboTy C MEXaHU3MaMH.

4.8. HexenarejibHbIC peaKUMu

Pe3roMe HekenaTenbHBIX PeaKIUN

YacroTa BCTpEYaeMOCTH OIpejeNieHa CIEAyIIUM o0pa3oM: odeHb yacTo (> 1/10), wacto
(>1/100, vHO < 1/10), Hewacto (= 1/1000, o < 1/100), peaxo (= 1/10000, Ho < 1/1000), oueHs
penxo (< 1/10000), gacTora HeW3BeCTHa (HAa OCHOBAHMHM HWMEIOIIUXCS JAHHBIX HEBO3MOXHO
OIICHUTB ).

HesxenaTenbHble peakiiy CTPYIIUPOBAHBI B COOTBETCTBUU C MOPSIKOM Ha OCHOBAaHUHU CUCTEMHO-
opransbix kiaccoB (COK).

Hapywenus co cmoponsl uMMyHHOU cucmembyl:

4acTOTa HEU3BECTHA — PEAKIIMH THIePYYBCTBUTEIHHOCTH, aHA(DUIAKTUIECKUE PEAKIIUH.
Hapywenus co cmoponul HepeHotl cucmemvi:

YaCTOTa HEM3BECTHA — OHEMEHHE CIIM3UCTON 00O0JIOUKH TTOJIOCTH PTa.

Hapywenus co cmoponsl OvixamenbHoU cucmemsl, Op2aHo8 epyOHOU KIemKU U CPeOOCMEHU.!
penko — OpoHXOCIa3M.

Kenyoouno-kuweunvle napyuienus:

OYEHb PEJIKO — Pa3IpakeHHE CITM3UCTON 000JIOUKH MOJIOCTH PTa, UyBCTBO KIKEHHUS B IIOJIOCTH PTa.
Hapywenus co cmoponsl Kodtcu 1 n0OKOHCHBIX MKAHEIL:

PENKO — KpanuBHUIIA, (POTOCEHCUOUTU3AIINS;

4acTOTa HEU3BECTHA — AHTMOHEBPOTUYECKUI OTEK, KOKHBIN 3y/.

COO6H_ICHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX




BaxHo coo0mare 0 M0A03pEBAEMBIX HEXKENATEIbHBIX pPEAKLUUAX MOCIEe PErucTpanuu
JICKApCTBEHHOTO Iperapara ¢ Ielbl0 00eCcTeYeHrsl HEIPEPhIBHOTO MOHUTOPHHIA COOTHOILICHHS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO TMperapara. MeIuIuMHCKUM paOOTHHKAM PEKOMEH]yeTCs
coo0uaTe O JIOOBIX MOJO3PEBACMbIX HEXKENATENIbHBIX PEAKIMIX JICKapCTBEHHOI'O IIpernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHUS O HEXENATeNbHbIX PEAKLUAX FOCYJapCTB — YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickaa ®eoepayus

109012, r. MockBa, CiiaBsiHcKkast 1l., A. 4, cTp. 1

DdenepanbHas cityx0a 110 Haa30py B cepe 3ApaBOOXpaHEHUs

Ten.: +7 (800) 550 99 03

Anpec 31. mouTsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapurieckuii riep., 1. 2a

VII «LleHTp 3KCIepTU3 U UCIBITAHUM B 3PaBOOXPAHCHUN

Temn.: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec 211, mouthl: repl@rceth.by

Beo6-caiit: https://www.rceth.by

Pecnybnruxa Kasaxcman

010000, r. Acrana, paiion baiikonslp, yi. A. manosa, 1. 13, BLI «Hypcayzer 2»

PI'TI Ha IIXB «HanuoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX
w3nenuit»  Komutera MeaumuHCKOro #  (apManeBTHYECKOro KOHTpois MuHucTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. moutsl: farm@dari.kz

Be6-caiit: https://www.ndda.kz

Pecnybnruxa Apmenus

0051, r. EpeBan, np. Komuraca, 1. 49/5

I'HKO «LleHTp 3KCIIepTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHUM»

Ten.: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 211. mouTsl: vigilance@pharm.am

Be6-caiit: https://pharm.am

Keipevizckas Pecnybauka

720044, Yyiickas obnactse, . bumkek, yi. 3-s1 Jluaus, 1. 25



JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX HU3JIETHMA

Ten.: +996 (312) 21 92 86

Anpec s11. moutsl: pharm@dlsmi.kg

Be6-caii: https://www.dIsmi.kg

4.9. [lepeno3upoBka

CuMITOMBI

Tokcudeckue MposIBICHUS TIEPEIO3UPOBKH OCH3UAAMHUHOM BKIIIOUYAIOT: BO30YKIACHHE, CYIOPOTH,
MOBBIICHHOE OTOOT/IEJIEHNE, aTaAKCHIO, 03HOO U PBOTY.

[Ipy3Haku W CHUMOTOMBI MHTOKCHKAIMM MpPH MpPHEME BHYTPh 3HAUUTEIbHBIX KOJIMYECTB
UETWIMUPUAUHNAS XJIOPUJA: TOLIHOTA, PBOTA, OTEK, ILHUAHO3, ACPUKCUS C TOCIETYIOUUM
napajinioM AbIXaTCJIbHBIX MbBIHIL, YTHECTCHUC HCHTpaHLHOﬁ HepBHOfI CUCTCMbI, apTCpHaIbHasA
runoreH3us u koma. CmeprenbHast 103a AJs 4eJI0BeKa COCTaBisieT 0Koyio 1-3 T.

Jledyenue

BBI/II[y OTCYTCTBUA CHCHI/I(i)I/I‘-ICCKOFO AHTUA0TA JICUCHUC OCTpOfI HMHTOKCHUKAIIUU 6CH3I/IILaMI/IHOM
CUMIITOMATHUYCCKOC. Jleyenne MNEpCaA03UPOBKU OCTUIINTUPUANHUA xjopuaga TaKXKE

cuMIITOMaTuuyeckoe. B cjIydac nepeao3npoBKu H606XOI[I/IMO O6paTI/ITBC$I K Bpauy.

5. ®APMAKOJOITMYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA
®dapMakoTepaneBTUYECKas TPYMIa: Mpernaparbl s JedeHus 3a0ojeBaHUil ropna; Apyrue
mpenaparsl AJis JeueHus 3a00JIeBaHuil ropia
Kox ATX: R02AX03

Mexauusm nerictus U hapMakoguHaMudeckue YO HEKThI

bensunaMuH  —  HeCTepOMJAHOE  MPOTHBOBOCHAIUTENBHOE  CPEIACTBO,  oOmajmaroiiee
MPOTUBOBOCTIATTUTENLHBIM,  00€300MBAIOIIMM ¥  MECTHOAHECTE3UPYIOIINM  JIeHWCTBUEM.
HCTI/IJ'IHI/IpI/IJII/IHI/IH XJOpUA — aHTHUCCIITHUK U3 T'PYHIIbl YCTBECPTHUYHBIX aMMOHHUECBBIX CO@JII/IHGHI/If/i,
OKa3bIBaeT MPOTUBOMUKPOOHOE, MPOTUBOIPUOKOBOE, BUPYIUIIMIHOE EHCTBHE.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOcopO1us U pacipeelicHue

W3 nByX NEHCTBYIOMIMX BEMICCTB — METUIMTUPUIUHIS XJIOPUI M OCH3UIaMUH — Yepe3 CIU3UCTHIC
000JIOYKH BCACBIBACTCS TOJBKO OCH3MIaMUH. [103TOMY HEeTHIMHPUANHIS XJIOPUI HE BCTYIIAET B
(dhapMaKOKMHETHUECKOE B3aUMO/ICHCTBUE C OEH3UIaMUHOM Ha CUCTEMHOM YPOBHE.

BcaceiBanue OeH3umaMuHa depe3 CIM3UCThIE 00OJOYKH MOJIOCTH PTa U TJIOTKU OBUIO MOKa3aHO
MOCPEACTBOM BBISBIICHUS JCHCTBYIOIIETO BEIIECTBA B CBIBOPOTKE KPOBH, KOJMUECTBO KOTOPOTO,

TEM He MeHee, OBLI0 HEAOCTATOYHO I OKa3aHHs CHCTEMHOro JeicTBMA. BcackiBanue


mailto:pharm@dlsmi.kg
https://www.dlsmi.kg/

OeH3uJaMHHa BhIIIE PU IPUMEHEHUH JIEKaPCTBEHHBIX (DOPM, KOTOPbIE paCTBOPSAIOTCS B TIOJIOCTH
pTa B CpaBHEHUU C JICKAPCTBEHHBIMH (pOpMaMH JJIsi MECTHOTO MPUMEHEHHsI (Halpumep, crpei
JUTSE TIOJTOCTH pTa). O0beM pacrpeeNieHus: BCeX JEKapCTBEHHBIX (DOPM OJIMHAKOB.

DJIMMUHALMS

BriBegenre mpoucxoAuT B OCHOBHOM MOYKaMHU, B Oobllel creneHd, B (popme HeaKTHBHBIX

MeTaboauToB. [leproa momayBbIBeeHUS U OOIIMN KIMPEHC CXOTHBI JUIsl BCEX JIEKapCTBEHHBIX

dopm.

6. ®PAPMAIIEBTHUECKHWE CBOWCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

Cenronere toran, 3 Mr + 1 Mr, TaOJIETKH T PACCACBIBAHUS DBKAJIUIIT

DBKaJIUITa TPYTOBUIHOTO JIUCTHEB MACIIO

JleBomenTOIN

Cyxkpanosa (E955)

Jlumonnas kucnota (E330)

Nzomanet (Tinm M) (E953)

Kpacutens 6pummantosiii rony6oii FCF (E133)

Centonere ToTai, 3 Mr + 1 Mr, TabJIETKH /I paccachlBaHUs JUMOH U Oy3WHA

Nzomanst (Tin M) (E953)

Jlumonnas kucnota (E330)
Apomaruzarop by3una
Cyxkpanosa (E955)
ApomaTtuzarop HUTPYCOBBIN
JIleBomenTON

Kpacurens kypkymus (E100):
- kypkymuH (E100)

- MAJIBTOJIEKCTPUH

- akaruu kamenb (E414)

- smynsratop (E472c)

- numoHHas kuciota (E330)

- kanus copbar (E202)

- Hatpust Oenzoat (E211)

- BOJIa OYHILCHHAS
Kpacurens Menubiii komruieke xmopodmmuna (E141)

MsTBI IEpEYHOM JTUCTHEB MACIIO



Cernrrosiere ToTasr, 3 Mr + 1 Mr, TabJIETKH JUISL paccachIBAHMS JIMMOH M MEJT

N3omanet (Tun M) (E953)

Jlumonnas kucnota (E330)
Cykpaino3a (E955)
ApoMatuzatop MeJ0BbIN
Apomaruzarop JTUMOHHBII
JleBomeHTON

Kpacurens kypkymun (E100):
- kypkymuH (E100)

- MaJIbTOJCKCTPHH

- akanuu kamenab (E414)

- smynerarop (E472c¢)

- numoHHas kuciota (E330)

- kanus copdar (E202)

- Hatpus Oenzoar (E211)

- BOJIa OUMILIEHHAs

MsTBI IEpEYHOM JTUCTHEB MACIIO

Cenronere Torai, 3 Mr + 1 Mr, TaOJIETKM UT paccachbIBaHUS KOJIa

Jlumonnas kucnota (E330)

Cykpano3za (E955)

Apomaru3arop HaTypajbHbIH Koja:

- HATypaJbHBIE BKYCOBBIE I apOMATHYECKHE JOOaBKU
- OEH3UJIOBBIN CIIMPT

- tpuanetus (E1518)

- Oytmirupokcuanuszon (E320)

Kpacurens kapamens (E150a)

Nzomanst (Tun M) (E953)

Cenronete ToTan, 3 Mr + 1 mr, Ta0JIEeTKU JJIA pacCaChbIBaAHUA I/IM6I/IDL " JUMOH

Jlumonnas kucnora (E330)

Cyxkparnosa (E955)

JleBomeHTON

Macno MATBI IEpeYHOU

Apomaruzarop HaTypaibHbIA MEIOBBIN:
- rmanepuit TpuaretaT (E1518)

- HaTypaJbHbIE BKYCOBBIE U apOMAaTUUYECKUE T100aBKU



ApoMatu3atop HaTypajabHbINA JUMOHHBIN:
- HaTypaJibHbIE BKYCOBBIE U APOMATUUYECKHUE 100aBKU
Kpacutens kypkymus (E100):

- kypkymuH (E100)

- MaJIbTOJEKCTPHUH

- rymmuapa6uk (E414)

- amyabrarop (E472c)

- nuMmoHHas kuciota (E330)

- kanus copoat (E202)

- Hatpus Oenzoar (E211)

- BOJIa OUMILIEHHAs

ManbTUTON, JKUIKHAH

Nzomanet (Tunm M) (E953)

Msexkuu 3anonnenHbvlll yenmp
ManbTUTON, KUIKHH

Jlumonnas kucnora (E330)

Cyxkpanoza (E955)

ApomaTtu3aTop HaTypaibHbIN JINMOHHBIN:
- HaTypaJibHbIE BKYCOBBIE U ApOMATUUYECKUE 100aBKU
ApomaTtuzatop UMOUPHBII:

- nponuneHraukons (E1520)

- 6enzunosbiil ciupt (E1519)

- BKYCOBBIE€ U apOMaTH4eCcKue 100aBKU
6.2. HecoBMecTHMOCTD

Henpumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHeHHs)

TabneTku U1 paccachblBAHUS DBKAIUIIT, TA0JIETKH JUIS pacCachIBaHW JIMMOH U OV3WHA, TAOJIETKH

JJIA pacCaCbiBaHUA JTMMOH M MCJ1

4 rona.

TabneTku JUIst paccacbIBaHUS K0J1a, TA0JETKH Ul paccachblBaHUsd MMOMPH U JIMMOH

2 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH IPH XPAHECHUHU

Xpanuth npu Temmeparype He Bbime 30 °C, B OpUrMHAJBbHOW YIaKoOBKe (OJUCTEp B Maydke
KapTOHHOM) /IS 3aIlIUThI OT CBETA U BJIATH.

6.5. Xapakrep ¥ coaepkaHue NEPBUYHON YIIAKOBKH
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TaOmeTKH 1A paccachIBaHUs DBKAJINIIT, TAOJIETKH UL PACCACBIBAHNS JIUMOH U Oy3MHA, Ta0JIETKH

U1 paccaCblBaHMA JIMMOH M MC/, Ta0JICTKU JJIA pacCcaCblBaHHMA KOJa

ITo 8 TabJIETOK B onmucrepe u3 KOMOMHHPOBAHHOTO MaTepuaia
MOJIMBUHUJIXJIOPUAA/TIOIUATUIICHA/ TIOTUBUHIIIMCHXIOPUAA U (OJIbIH alFOMUHUEBOM.

ITo 1, 2, 3 wnu 4 GiMcTepa MOMENIAIOT B TAYKY KAPTOHHYIO BMECTE C JINCTKOM-BKJIABIIIIEM.

He Bce pa3mepbl ymakoBOK MOTYT OBITh JIOCTYIIHBI JJIsl pEaTN3alliH.

TabneTku JJIA pacCaCblBaHUA I/IM6I/IDB U JJUMOH

[lo 6 wm 8§ Tabnetok B  Onoucrepe U3  KOMOMHMPOBAHHOTO  Marepuala
MOJIMBUHUJIXJIOPUAA/TIOTUBUHIINACHXIOPUAA/ TIONMBUHIIXJIOpHUIA U (POJIBIY aTFOMUHUEBOM.

[To 4 6nucrepa (o 6 Tabnerok) wiu 1o 1, 2, 3, 4 6mucrepa (1o § TaGIETOK) MOMENIAIOT B TAYKY
KapTOHHYIO BMCCTEC C JIMCTKOM-BKJIAJbIIIICM.

He Bce pa3zmepsl ymakoBOK MOTYT OBITh JOCTYIIHBI JIJIsl peaIU3aliiH.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPHM  YHHYTOKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WM OTXO0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHus
JIEKAPCTBEHHOTI'0 NMPenapara, u Apyrue MaHUIYJISIIUN ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXKXATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
CnoBenus
AO «KPKA, 1.1., HoBo mecTo»
[Imapsemka necra 6, 8501 Hoso mecto
Ten.: +386 7 33121 11
®axc: +386 7 332 15 37
Anpec s1. moutsr: info@krka.biz
7.1. IlpeacraBuTe/b AepaKaTessi perHCTPALMOHHOIO Y10CTOBEPEHHUS

[Mperen3un norpeduTene HanpaBIATh 110 AAPECY:

Poccuiickaa ®@eoepayus

000 «KPKA-PYCp»,

143500, MockogBckas o6u1., r. Uctpa, yin. MockoBckas, 1. 50

Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec 311. moutsl: krka-rus@krka.biz

Pecnybauxa Benapyco

[IpencraButenscTBO AknumonepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»

(Pecnybnuka Cnoenust) B Pecriyonuke benapych
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220114, r. Munck, yn. ®unumonoBa, 1. 25T, odpuc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec a11. moutsl: info.by@krka.biz

Pecnyonuxa Kazaxcman

TOO «KPKA Kazaxcran»

050040, r. Anmatsr, Mukpopaiion KOKTEM-1, nom 15A, oduc 601

Ten.: +7 (727) 311 08 09

Anpec 311, moutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

[TpencraButenscrBo «Kpka, n.4., HoBo mecto» B PecniyOiinke ApmeHus

0001, r. Epesan, yn. Han6aunnsn, a. 106/1 («CAAT-HOBA» BUSHEC-UEHTP), oduc 103
Ten.: +374 11 560011

Anpec am1. moutsl: info.am@krka.biz

Keipevizckas Pecnybauka

[IpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
720040, Yyiickas obnacts, r. bumikek, OyiabBap DpKUHIUK, A. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec 1. moutsl: info.kg@krka.biz

8. HOMEP PETMCTPAIIMOHHOTI'O YJJOCTOBEPEHMSI
JITI-Ne(002430)-(PT-RU)

9. JIATA MEPBUYHOM PETUCTPAIIMU (TOATBEPXKJIEHUA PETUCTPAIINN,
INEPEPETUCTPAIIN)

[ara nepsoii peructpauuu: 29 mas 2023 r.

10. JATA IEPECMOTPA TEKCTA
30 nexabps 2025 r.
OOmasi  XapakTepHCTUKa JICKapCTBEHHOTro mpenapata CenroyieTe TOTal JOCTyIHA Ha
UHGOPMAIIMOHHOM TIOpTajie EBpasuilcKoro SKOHOMHYECKOTO CO3a B HH(POPMAIMOHHO-

KOMMYHUKaImoHHou cetn «uTepHeT» https://eec.eaeunion.org.
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