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Cepun No:

Homep anaausa:
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ﬂpomnonnnﬂ b 1€ iic*reywuiero Belecrea:

[Hoxazamenu kauecman
Onucanne:

Moanuunocre: (Y-
cnexTpodoToMeTpHs )

Moanuuuoctn: (7CX)

Konnuecrsennoe
onpeaeeHue:
(Y®-cnekrpodoTomerpus)
Poncreennsie npumecn
(BAX):

- J-MCTOKCHMETHIAONA:

- 3 4-IMMETOKCHMETH LIONA:

- JMapameroken™
COCAMHEHME:!

= CYMMaE HCHT. llpli\icctf‘i:
- CAMHHYHANA HEHICHT.
NPHMECH!

- CYMME NPHMECeii:
Cpennsnn macca:
OanopoaHocTs N0 Mace:

Boaa: (Memoo K. Puwepa)
Pacteopenne (Y-
CIEKTPOPOTOMETPHS)
OauopoaHocTs
AO3HPOBAHHS
{Pacuerno-peconoii Me1o1)

Muxkpobuosorndeckan

yucroral:
VYnakoska:

DxO0492 111

Hoayuennsie pesyismamer:

Coorn. 1peb.

Coorn. Tped.

Coors. Tped.

2514 mr/fraba.
(100,6 %)

menee 0,03 %
smeuee 0,03 %
menee 0,03 %

menee 0,03 %
menee 0,03 %

menee 0,03 %
3504 mr
Coora. Tped.

10,4 %
76 - 86 %

5{12 = 80 %
AVie=22

Coors. Tped.

o 50 raGaerox Bo faakone
KOpHYHEBOTO cTekaa ¢ [T

Kpblil!l{(!ﬁ. C KOHTPOJEM NEpBOro

BCKPBITHA H @MOPTH3IATOPOM-

rapmoikoi. I daakon smecre ¢
HHCTPYKUHEH 1O IIPHMEHSHHIO B

KapTOHHOHN navke.

05.2021.
05.2026.

Jdara npoussoacrea:
Fonen no:

MeTuagons: ceckBurnapar
«lesa @apmacsiorikan dut Kemukan (Xanusmoy) Ko.
T, Kurabi

Hopmoi:

beawie win ceposaro-Gesnibie. Kpyranie NA0CKMe TadneTky ¢ dackoil.
¢ rpasuposkoil DOPEGYT ua oanoii cropone tabaerkn, Ges win
noyTH He3 3amaxa

Y®-Ctektpsl  [OTAOUICHNA  HCOBITYCMOTO W CTAHAAPTHOTO
PACTBOPOB. CHATBIE B 004CTH JUMH BosiH 0T 200 210 400 um. jomkHn
HMETh MAKCHMYM TTOTI0OUICHUS npu 0;’1||()ﬁ W TOH we AUTHHE BOJTHBIL
Ha xpomatorpamse uenbityeMoro pactsopa "A" 0CHORHOE HHTHO
JOKHO 110 IBCTY. pasMepam W Benuumne Ry cOOTBETCTBOBATL
OCHOBHOMY IISTHY Ha XPOMATOTpaMME CTanaaptHoio pacrsopa "B,
2500 mr+ 5 % (01 237.5 10 262.5 Mr)

Oe3poanoil mernatonsy/Tabaersa (o1 95,0 10 105.0 %)

He Goaee 0,5%
He Goaec 0.1%
He 6oaee 0.1%

te donee 0,7%
He Gosee 0,1%

ne dosiee 1.0%

350,0 Mr# 5% (o1 332.5 10 367.5 M)

18720 tabn. - ue Gonee + 5%:;

2/20 1aba. — we Goaee £ 10%

He Donee 12.0%

He menee 75% (Q) 07 HOMMHATLHOIO KOJIHYECTBA ACHCTBY IOILETO
BEUIECTBA JI0JDKHO NIepeiiTH B pacteop 3a 45 MunyT

AV < 15.0 (n = 10}, eci YCI0BME HE BLITOTHACTCA, TO

AV = 15,0 (n = 30). waas 30730 1abieT0K KOAHYECTREHHOE
COACp®Wame Jll:ﬁt"[‘ﬂ,\'l(\lllC!'O BCHICCTB: JOIKHO HAXOJMTHCH B
unrepraie 0,75xM - 1, 25xM

Kateropus 3A

Io 50 rabuerox Bo daakone kopuunesoro crekia ¢ [17) kpuiukoi. ¢
KOHTPOJICM [IEPROTO BCKPHITHA H AMOPTH3ATOPOM-TIAPMOIIKOH. |
(1akon BMECTE ¢ MHCTPY KIMEH 10 NPUMEHEHWIO B KapToHHOI nayxe,
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Mapruposka:

XpaHeune
Cpok roatocTy

Ha ornkeike  duakona  (nepsuunias  VIAKORKA)  1a

Ha orukerke  duaxona  (neprMMHAS  VIAKOBKA)  Ha

PYCCKOM _ #3BIKE YKAIIHO! TOPIOROC  HAHMCHOBANMC
penapara ¢ npeaynpeantTeasiol Mapkuposkoil ®,
MHH. ackapcrscsnan dopma, 103HpoBKA, KOIHYCCTBO
TablIeTOK B yHakoBKe. coaepikanne (Mr) Metumions s |
TabacTre, cnocol npumencng: /L8 npuésa BHY Tph.».
VCIOBHS XPAHCHHS © TIPEAYIPEAHTENARHON HAANHCLIO:
«Xpauurh npH Temneparype o1 15 a0 25 °C. n
HENOCTYHOM s Jietelt Mecte!», npeayvnpeantensias
HAIMCE:  «CMOTPETh  YRA3AHHA B HHCTPYKLK 9,
JIOFOTHIT  (TATHHCKHMH 6}'KBB\1E’I). HAWMCHOBEHHC W
CTpana '3'(]5033‘!lpl}H:?ilﬂLIHIC."IQ. i!l.\ML’p Cepul.  Jlarta
HITOTORIICHHSA, CPOK TOAHOCTH («] 011CH J10:%), 3aB0acKHe
TCXHHYECKHE SHAKK.

Ha xapronnoii nauke (BIOpUYHAR YIZKOBKA) 1A PYCCKOM

PYCCKOM $3bIKE YKAILIBAIOT: TOPrOBOC HAMMEHOBAHMC
Apenapara ¢ npeAVipeaHTeILlol  Mapkiuposkoii &,
MEH, jsexapcrBenny o opMy. JI03HPOBKY. KOMYECTRO
TabNCTOK B Y NAKOBKE. COACPKAHME (MI) MCTHILIONS B |
Tabaerke. cnocol npusenenns: « /Ui npuésa BuyTpL.»,
YCHOBHS XPAHCHHS C IIPCAYIIPCAHTEABHON HALNHCLIO;
«Xpauuth npu temneparype ot 15 a0 25 °C. s
HEAOCTYIHOM 18 ieTeli MecTe! s, npeympeamTeasiyio
natmes:  «CMOTPeTs  ykazanus B HHCTPYKIHHDY,
JOTOTHIT (MATHHCKMMM  OYKBAMM). HAHMCHOBAHHC U
CTPaHy 3aB0/14-IIPOH3BOAMTCIA, HOMED CEDHH. ATy
WIrOTOBACHKA,  cpok  roanoctH  («Foaen a0
FABOACKHE TCXHUYCCKHE JHAKH.

Ha_ _kaprouwnell nauke (BIOpHuBAY  YIAKOBKA) Ha

A3bIKE YKA3aHO: TOProBOC HAMMCHORAHHC npenapara ¢
NPEAYHPEANTEAbHON  Mapkuposkoii &, MHH.
Jekapersennas  Gopma, JOIMPOBKA (MI), KOJHYECTBO
TalJACTOK B VIAKOBKE, TOPrOBOC  HAMMCHORAHMC
npenapara wpndrosm bpaiing. aekapersenHan dopma
wpudirom bpaias, aosuposka (M) mpudimon bpaiion,
HA3BAHNC W COJICPKAHME (MF) ACHCTBYIOMEro REIICCTRA
(B hOPME MCTH/UIONE! CCCKBHIMAPATA H B [IEPECHCTE Ha
MeTdAaony) B 1 tabacTke. nepeUeis BCHOMOTaTeILHBIX
BELIECTH, YCHOBHS XPaHCHUS. cnocod npumencns: « las
HpUEMa  BHVIPL.»,  VCIOBUS  OTIVCKA W3 anvek.
HpeaynpeauTenbbie Haanucu: «CMOTPETh YKazaHus B
HHCTPYKIH#!», «Xpauuth B HEAOCTYAHOM /8 Jcvei
mecre!s, JAOTOTHIT (TATHHCKUMH OykBamu).
HAUMCHOBAHUE M CTPAHA  33BOJA-TIPOHIBOAMTCIM.
IITPHX-KO/L, HOMEP PCTHCTPALHOHHOIO VIOCTOBCPCHIS,
pHcYHOR TalaeTKH, THKTOrpammMbl ¢ Hammesmu («He
NPHHAMATH BO BpeMa DEpeMenioCTH, €CTH He Ha3HAYeHO
BPAUOM. », «CornacHo HAHAYCHHIO Bpava»
«¥Ynorpebaenus  wikoroas  caeaver  niberare!y),
JABOJCKHE  TONHHYMECKHE 3HAKH, HOMep cepuu («Ne
CepMMIn). ata MoTeueHus cpoka roauoceti («lozen
A01»). cpeactso wacHTHprKkannu (2 D kon). riofaisHuii
WABHTHOHKAHHORHLIH  HOMED  TOPIOROH  CANHMIIL
(GTIN:), MHAHBRAYAIBHBI cepHitHBIT HOMCP TOProRo#
CAMHHLLL (SN:).

Coors. 1peb.
5 ner

PYCCKOM S3bIKE YKAIBIBAIOT: TOPrOBOC HAMMCHOBAHHE
npenapata ¢ pCAYIIPEAMTCILHON MapkupoBkoi ®,

MHH, aexapersennyvio  dopmy,  203Mposky  (Mr).
koauuecTso  TabMeTOK B YIAKOBKC,  TOProBoe
nauMeHoBanue  npemmapata  wipudrom  Bpaiins,

ACKAPCTBEHHYIO (hopmy wpH@Tom bpaiiis, a03mposky
(mr) mpudrom bpaiing. nazsauue W conepmanue (Mr)
AcHcTBYIOWEre  emectsa (B GopMe  MCTHIAOMNEL
CCCKBUIWIPATAa M B NEpPEcYeTe Ha merwiaony) s 1
TabaeTKke,  fepedcHs  RCHOMOTATCILHBIX  BEIIECTH,
YCHOBMA Xpanichus. ciocos npusmenchus: «[l1s npuéva
BHYTPL.», YCAOBMS OTITVCKA W3 aITeK,
npeaynpeanTeastbie nunmen: «CMoTpeTh vkazauus B
HHCTPYKUHK !y, «XpaHWTh B HEAOCTVIHOM Aaa JeTeii
MeeTe!n, JOrOTHIE (JATHHCKUMHA Oy KBaMit),
HAWMEHOBAHME M CTpaHy  3aBOJA-NPOHIBOMTEIR,
HITPUX-KO/1, HOMED PErHCTPAIMOHHOTO YI0CTOBEPLCHHS,
PHCYHOK TADJICTKH. TIHKTOIpaMMbL ¢ HaanucsMu {(«He
HPHHMMATE  BO  BpeMsi  OCPEMCHHOCTH.  ©CiM He
HazHAuCHO BpadoM.», «COraacHo Ha3paIcHUIo Bpava»
«¥Ynorpebaenus  ankorons  caeaver  wiberarn!n)
33BO/ICKHE TEXHHYCCKHE 3HAKH. HOMEP CepHH («No
CCPUUIP). ATy MCTEUCHMH cpokd roanocth («l'ojen
a0iw).  cpeacteo  waentudgurkanmu (2 D koa).
raoGanbHbiit HACHTHGUKAUHOHHBIH HOMED TOPIORO
camnmibl (GTIN:), miameHayansubii cepuiiniii noMep
TOProBoi eannnun (SN:).

Hpu remniepatype o1 15 10 25 °C

5 ner

He pecyasproe ucnvumanue, 86I0INACHICH 024 Nepaoll Ceptnd e xec00nn, daiee 045 xaxeood [0-i cepuu, noamoy dannsiii NOKaIAMEis MoHcent
(bl He BKAIOUEH 8 Cephilihukam xavecmea. DUPMA JapaHmupyem Kauecmso npenapana no 3mosMy Noxaame o,

Hpomssoanrean 3A0 «®apmauentuuecknii 3anoa IHC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas Kiraly ut 65,

Hungary

®acopmnk.ynakosmnk: 3A0 «@apmanestiveckuii 3asoa W HC», Benrpnn / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut

65, Hungary

Beinycrawmuil KoTpo.as Kauecrsa: 3A0 «@apmanesruyeckuii ason 31 HCO», Benipun / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas Kiraly ut 65, Hungary

Dupsa 3AQ) «Dapmauentiieckiit 3asoa MTHC» (byanewt — Benrpua) rapautipyer, 410 NpowIBOACTBO YKAIAHHOIO B HACTORUIEM cepiuhnkate
NPCHapard. BKAKMAA €ro VNZKOBKY If KOWTPOAL KA4YeCTBA. NOJAHOCTHRIO COOTBCTCTBYCT TpeloBanmam achcreyiomux «lIpasna naanewanmcis
HPOHIBOACTRCHHOR NPpaKTHKH» (CGMP),

Dupma rapaHTHPYET. YTO KAYECTBO YKAZAHHOTO B HACTOSLIEM CePTH(PHKATE NPCHAPATA COOTRETCTRYCT TPEGORANMAN
yreepaaennoit H/L Ne 11 NO12744/01-190718, a raxxe Hamenennnm Ne 1 o1 04.02.2019, 1 o7 11.04.2019, Ne2 o1 20.05.2019 u
Ne3 ot 28.11.2019 k HJI, Ned o7 08.06.2020 x H/L.
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