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Pa3pemeHﬂe HA BbINMYCK H BBOJ B IPakKIaHCKHUI OﬁopOT
IL-040000890986 / 2020
HanmenoBanue ;rexapcrsentoro npenapaTa 171t MeTHIUHHCKOI0 NpUMeHeHH ;
- Jlopucra® HJI (I HApoxJIopTHasHA + Jlo3apran) TaG/1eTKH, MOKPLITHIE MICHOYHOM o6onxoukoit, 25 |
Mr + 100 mr (KoHTYpHAas s4elikoBas ynakoska) 10x3 (mauxa kapronuas)

Cepus: 'ogen po: Prinok: ' Kostuectso ynalconox_.i__
38700220 02.2025 RU ? 25.744 mr.

Cepuist iekapcTBeHHOr0 mpenapara Gbina [IpOM3BE/IeHa B COOTBETCTBHH C JIMLICH3HEH Ha TPOH3BOACTBO
fICKapCTBEHHLIX  CPENICTB, TPEGOBAHMAMU PETHCTPALMOHHOTO Aocee, TpeboBanuaAMu [IpaBun
HaJUISKAIIeH  NPOW3BOACTBEHHOM NpaKTUKK  (yTBepXkAeHH!  I[Ipuxaszom Munncrepcrsa
[IPOMBILIIEHHOCTH ¥ ToproBid P® or 14 urons 2013 r. Ne916), a tarke HHBIMH TpeOOBaHHAMH,
YCTaHOBJICHHBIMH HOPMaTUBHBIMH IIPABOBBIMH akTaMu PoccHitckoii denepaunn u CTpaHbl JKCoOpTEpA.

HopmartueHas noxymenrauus: JICP-002031/08-190318, u3m. Ne 1 (-050819)

ITacnopr Ne: 040000890986 ot 15.04.2020 r.

i 17.04.2020 x| [ ]
ITpoayxuns paspemena k BbinycKy H BBOAY B rpasianckmii oGopor 17.04. | [ |
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Hanmenopanue TNPOIYKLIHAH:

VYnakoska
Koxa;

Homep cepun:
KomuuecTno:

Ne cepun aktrBHOTO KOMIIOHEHTA:
Hata u3rotopnenus:

I'onen mo:

Mara Bbigaun nacmopra:
AHaJTH3 BEIIOJHEH 1o:

Hcrpa, 15.04.2020

Hacopr Ne 040000890986

Jlopucra® HJT (T HApoxJIopoTHasuy + Jlos
TIOKPEBITEIE MIEHOYHOM 060I0UKOM, 25 My

C1p.1/3

apraH) Tabrerku,
+ 100 mr

(koHTypHas sraeiikoBas ynakoBka) 10x3 (nauxa KapTOHHas)

7C7024
38700220
25.744 mr.,
K64775,U02119
02.2020

02.2025
15.04.2020

JICP-002031/08-190318, u3m. No 1 (-050819)

| Hammenopanme
noKasarejei

Ornucanue

TpeGoBanus HopmaTaBHOI AOKYMEHTANHH

OBanbHele, crerka ABOSKOBBIIY KIIble
TabJIeTKH, NOKpbITHIE TJIEHOYHOH 060104Kkoii
OT JKEITOTO0 [0 JKENTOro ¢ 3e1eHOBATHIM
OTTEHKOM LIBETA,

Bug Ha HznoMe: Genag mepoxoBaTtasg macca ¢ uBeTa.

PesyabraTni ananmsop l

Osajguere,

JBOSKOBBIILY K/Ible
TIOKPBITBIC INEHOYHOH 060/104K0ii |
HKEJITOro ¢ 3eJECHOBATBIM OTTEHKOM

cierka |
TabyeTku, |‘

f TUICHOYHOH  06on0Ykol oT  errroro no | Bun Ha u3znome: 6enas LIepoxoBaras |
PKEATOrO C 3eNIEHOBATEIM OTTEHKOM IBeTa, Macca ¢ 1menouHON oBonoukoit
| XKEJITOTO ¢ 3eJIEHOBATHIM OTTEHKOM |
, LIBETA.
IloutHHHOCTE: Bpems YIOEPXKHBaHUS ITHKA IMonrsepxeno |
| - 'mapoxnopornasuy PHAPOXJIOPOTHA3HAA  Ha XpoMarorpamme i
HCILITYeMOro  pacteopa  (SaS)  nmoswkHo z
COOTBCTCTBOBATH BPEMEHH YNEPIKHBAHMS THKA | |
THAPOXJIOpPOTHA3Maa  Ha XpoMaTorpamMmme | 5
CTaHIAPTHOTO pacTBopa (SS). | |
- Jlozapran Bpems ynepxwubanms muka Jlo3apraHa Ha [Moarsepskieto ]
XpOMaTorpaMMe MCHEITYeMOro pacTBopa (SaS)
JIOTKHO COOTBETCTEOBATE BPEMEHH
, YHAEPXKHBAHUA NHKa No3aprana Ha
XPOMATOrpaMMe CTAHIAPTHOro pacteopa (SS).
| PacTBopeHHe: He menee 70 % (Q) THAPOXJIOPOTHA3HAA Yepes 82%-959%
Ll" HAPOXNOPOTHAZH 45 MuH. cpennee 87 %
- Jlosapran Kkamus He menee 70 % (Q) Jl03apTaHa Kajks Yepes 45 , 88 % -98 %
MHH, cpennee 92 %
Poncteennsie npumecy: | Hpumecs B (RH) — He 6oree 1,0 % [ <=0,10 % —j.
- Inapoxnopotnasun | Tipumecs A - 1o ones 0,5 % ! <=0,10 % N
[pnmecs C - He Goiee 0,5 % l 0,18 % .
Jro6as apyras eauuugnay TIpHMECSH - He Gojiee <=0,10 % j
l 0,2 % |
[ Cymma nipumeceii - He Gontee 2.0 % 0,18 % }
- Jlosapran kanus Jhobas eaunnynayg npuMeck — He 6onee 0,2 % <=0,10 % *f
CymMa nipumeceii - ne 6onee 1.0 % ( <=0,10 % ]
Muxpo6uonoruyeckas | ['d XHI, xateropus 3A. | Cootsercrayer ‘-’
YHCTOTa J

| OnHoponHocTs

! l
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Hcrpa, 15.04.2020

Crp.2/3
ITacoopT Ne 040000890986

J03HPOBaHuS: - TMoxazarens npueminemoctn (AV) He 6osee 3,3%

unpoxiioporuasua 15,0 %.

- JlozapTan kanus [lokasatens npuemnemoctn (AV) He Gonee 29%

15,0 %.
| Konuvectpennoe He wmemee 92,5 % wu me 6omce 107,5 % 97,0 %

ompeneneHue: THAPOXJIOPOTHARHA or 3asBJIEHHOTO
L— Fuapoxnopornazug KOJIN9eCTRa.

- Jlozapran xanus He wmenee 92,5 % u ue Gonee 107,5 % 97,7 %

JI03aPTaHa KaTHA OT 3a5BJIEHHOTO KOMHYECTRA,
Ynakoska ITo 7, 10 wm 14 tabnerox s KoHTypHOH | I[To 10 Tabnerox & KOHTYpPHOH
AyelKoBoli YIaKOBKe (bmcTepe) H3 | q4eHKOBOM ymakoBke (6ucTepe) u3 4
J KOMOHHHPOBAaHHOIO MaTepuaia I[MIBX/TIBOX n KOMOHUHHpPOBaHHOTO MaTepHana |
| ¢$honbryu aTIOMHHEEROI, IBX/TIBJIX H dosery |
| ITo 2, 4, 8, 12 wu 14 KOHTYDHBIX A4eHKOBBIX | aTHOMHHHEROII. i
| YNaKoBok (6;mcTepos) no 7 tabrneTok, win mo [Io 3  «koHTypuele sueiikosbie ;
| 3, 6 WM 9 KOHTYPHBIX SYEHKOBBIX YNAKOBOK | yIakoBkH  (6rmcrepa) mno 10 |
| (6amctepos) no 10 Tabnerok, wiy o 1,2, 4,6 | tabnerok emecre ¢ HHCTPYKIIMEH T10o
J| WM 7 KOHTYPHBIX S4eiKOBBIX YNaKOBOK | NIPHMEHEHHIO [I0OMELEeHb] B Nnayky M3
(GmuctepoB) no 14  TaGnertok BMECTe C | KapTOHa.
HHCTPYKUHEH 110 NpUMEHEHMIO NOMEIaoT B
Na9Ky M3 KapToHa,

Mapkuposka Ha _ nepeuvnon  ynaxoewe (xowmypnon | Ha Repsuyn ol VIAROBRE
Avelikosol YNakoere) VRAZbIEAIOM! (KOHPMYDHOT  stvetinocor VHAKOGKE)
TOproBoe  HaMMEHOBaHHe  Iipenapata ¢ VRAZAHO !
NpenynpeIHTensHOM MapKHPOBKOI1 ®, | Toprosoe HaMMeHOBaHHe npernapara
TPYNITHPOBOYHOE HaMMEHOBaHHe, | ¢ IIPEnyIpeAUuTENLHOM
JIEKAPCTBEHHYIO0 (OPMY, 103HPOBKY, TOBapHEIM MapKupoBkoi ®, rpynmupoBouHoe

g 3HaK (Ha JaTHHHLE) GHUPMBI-NPOH3BOIHTENS, HaHMeHOBaHHe, JIEKAPCTBEHHY 10

’ HOMEp  CCPHHM, J1aTy mNpOM3BOACTBA, CpoK bopMy, MO3MPOBKY, TOBAPHEI 3HAK
TFOJHOCTH, (Ha JIaTHHHLE) tbupMEI-
Ha emopreunoii_ynaxosre (nayxe KApmonHoN) | NPOU3BOIUTENS, HOMEp cepuu, maTy
YEQzbiaqion. IIPOH3BO/ICTBA, CPOK I'OIIOCTH.
TOproeoe  HaMMeHOBaHHWe  npenapata ¢ | Ha  emopuunos VRaKkoeke _(nawxe
MpeaynpeauTeNsHON MapKHPOBKOH ®, | kapmonnoil) yrazano: |
TPYTNITHPOBOYHOE HAHUMEHOBaHHE, | TOPrOBOE HAMMEHOBaHHE npenapara
JIEKAPCTBEHHYIO dbopmy, ZO3HPOBKY, | ¢ LIpe Iy TIpe AMTEBHOM
KOJIHYeCTBO TabJe€TOK B yNakoBKe, Ha3BaHHe MapkupoBkod ®, rpynnupoBouHoe
ASHCTBYIOIIMX BEIIECTB M MX KOJHYECTBO B | HauMEHOBaHHe, JICKapCTBEHHY 10
Tabnerke, «BcrnoMoraTesHble BelecTBa: | GopMy, HO3HPOBKY, KOTMYECTBO

JIAKTO3bI MOHOTHIpAT M APYIHE, YKa3aHHBIE B
HHCTPYKUHMH [0  NPUMEHEHHIO»,  CIIOCO6
TNPUMEHCHUA: «[Ins NpHeMa BHYTphY, ycnoBus
OTITyCKa, YCIA0BHA XpaHeHHs,
UIpCIYNpEUTENbHbBIE  HaamueH: «XpaHuTL B
HEMOCTYNIHOM 1nA  fieTeit MecTe», TOBapHBIid
3HaK (Ha JIATHHHMIE), HasBaHHE w anpec
$upMBI-npousBoMTENA, HOMEp CEpHH, 14Ty

TabieTok B YNaKoBKe, Ha3BaHUE

JOEHCTBYIOIIMX  BELIECTB M HX f
KOJIMYECTBO B 1 Tabnerke, |
«BcriomorarensHele BELIECTBA: |

JIAKTO3BI  MOHOTHIApAT M Japyrue, |
YKa3aHHpl€ B  HHCTPYKUHH [10
IIPHMEHEHHION, crocob |
NPUMEHEHUA «ns NpHemMa |

IIPOM3BOMCTEA, CPOK TONHOCTH, | BHYTPB», yC/I0BHA OTIYCKa, YCJIOBUS |
PETHCTPaLHOHHBIH HOMep, WITPHUX-KOA, | XpaHEHHUs, NIpelyipeinTe IbHEIe |
NPOU3BOACTBEHHBI KOA JIIAKOBOYHOrO | Hannucu: «XpaHHTb B HELOCTYIIHOM |
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|
|

MaTepuana.
Honyckaetcs Hanecenue Ha NayKy KapTOHHYIO
KOHTpONBHOrO (HaeHTHbUKALHOHHOrO) 3HaKa
(KM3) ¢ nmommeM  wm YaCTHYHEIM
Iy6nupoBanyem HHpOpMaIK, copepskameiics
B HEM B BHIE YHUTAeMOro NE€YaTHOIro TeKcra
LETIBI0 MOHHMTODHHTA JBIKCHHS
/IEKaPCTBEHHOIO Mpenapara OT NPOH3BOAUTENS
A0 KOHEYHOT0 moTpebutens.

Ang meTel MecTen, TOBAPHBIH 3HAK
(#a natumMue), Hasanme u angpec
$upmBI-nporssoaHTE NS, HOMeEp
CEPHH, IATy INPOM3BOACTBA, CpOK
TOIHOCTH, PErHCTPaLOHHEIH
HOMep, UITPHX-KOJ,
TIPOHM3BOICTBEHHBIN KoQa
YTIaKOBOYHOTO MaTepHaa,

Hanecen ha mauky KAPTOHHY1O

] KOHTPOJIbHEIH

! (MaeHTHUKALMORHDIN) 3HAK ( KH3). |
XpaHeHue Ilpu remniepaType He Bpme 30 °C.B CootBetcTBYeET |

[ OPHIHHAIBHOH YIIAKOBKE., !

i_Cpox I'OJHOCTH 5 ner. 5 et |

3akmouenue: CoorreTcTByer TPeGOBAHMSIM HOPMATHBHOM I0KYMEHTAIH,

Haganesauk OKK

Xeunera K.3.



