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«®apmauestuueckuii  3avoa  ITUC»

Tenedake :(36)-1-803-5556

HaumeHoBaHNE IpenapaTa:
Cepun No:

Homep anaauia:

Jara anaauia:
JeiicTByouiee BeLIECTBO:

Ceprudukar kauecrsa Ne.: 3144K/2021./DE

Nonerut” radaerkn 250 mr 50x

B436A0621
KGY/2021/4208
14.07.2021.

FpoussoauTtent AeiHCTBYIOWEI0 BELIRCTEA:

Hokazameiu Kayecmed
Onucanne:

Mogpannnocrn: (Y-
CHekTPOPOTOMETPIHH)

Moaaunuoctn: (7CY)

KoauuecTeennoe
onpejeeHHe:
(Vd-cnexrpodoromeipus)
PoacrBeHHbIC NPUMECH
(BAKX):

- 3-MCTOKCHMETHILIONA!

- 3, 4- IMMETOKCHMETHIIONAL
- Hapamerokeu™
COCJIMHCHHUC!

- CYMMa WIEHT. npumecei:
= CAMHUMHAA HCHICHT.
TIPHMECH!

- cymMma npuseceit:
Cpenuan Macca:
OQaHOpPOAHOCTL M0 Mace:

Boaa: (Memoo K. Quwiepal
Pactaopenue (Y-
cnekTpohoTOMETPHA)
OnHopoaHoOCTh

A0IHPOBANHA:
( PacueTHO-BECOBOH METO)

MuKpoGHOAOT HIeCKaS

yncrora':
YnakoBka:

ION492 111

Hoayuensste pesyapmarisi:
Coors. 1peb.

Coors. 1ped.

Coora. Tped.

248 8 sr/rabo.
(99,5 %)

venee 0,03 %
senee 0,03 %

smenee 0,03 %

menee 0,03 %
senee 0,03 %

senee 0.03 %
3492 mr
CooTn. 1ped.

10,6 %

69 — 81 %
X12=76%
AVig= 1.8

Coors. Tpel.

1o 50 radacrox Bo aakone
kopuuHeroro crekna ¢ 117
KPBIITKOH, ¢ KOHTPOICM FICPROTO
BCKPLITHH B AMOPTH3ATOPOM-
rapmoiikoii. | aakon smecre ¢
UHCTPYKILHEH (10 TIPHMCHEHHIO B
KAPTOHHOT NadKe.

06.2021.
06.2026.

Jata npoussoacisa:
Fonen no:

MeTHII0TIB] CECKBUTHAPAT
«Tera dapmackioruxan i Kemukan (Xanuswoy) Ko
Jiram, Kuraii

Hopmwi:

Beible naK cepoBaTo-Henbie, KPYribe miockHe Tabietki ¢ Gacko.
¢ rpasuponkeii DOPEGYT sa oanofi cropone tabierky, 6e3 uam
noutk 63 3anaxa

Y@-crickTpbl  NOIJOUICHHA  HCTIBITYCMOTO B CTAHAAPTHOTO
pacteopos, citsTiie B obmacT aaHI soa o1 200 10 400 M. ki
HMCTh MAKCHMYM TIOTIOLICHIA TIPH 0HOH H TOM K¢ JUTHHC BOHBI

Ha XpoMaTtorpaMMe MCHBITYEMOro pactopa "A" 0CHORHOC MATHO
ACTAHO No !J.BL”T}. p'dlMCpil\f H BCAHYMHC R{‘ COOTBETCTBOBAT L
OCHOBHOMY THITHY Ha XPOMATOIPAMME CTAH/IAPTHOTO PacTBopa "BY,
250.0 Mr+ 5 % (o1 237.5 710 262.5 Mr)

Gespoanoit merazons/Tadaerka (o1 95.0 so 105.0 %)

ne Goaee 0.5%
ne donee 0.1%
ne 6onee 0.1%

ne dosee 0,7%
we Gonee 0.1%

ne Oonee 1.0%

350.0 M4 5% (o1 332.5 20 3675 mr)

18/20 Taba. - we Gonee £ 5%;

2/20 1aba. - ne Goace  10%

ne Honee 12.0%

He senee 75% (Q) 0T HOMUHAILHOIO KOAHHMECTBA ACHCTBYIONICTO
BELICCTRA JOTKHO NEPEHTH B PacTBOP 3a 45 MUHYT

AV < 15.0 (n= 10), ecii YCAOBUC HE BRITIOAHACICH, TO

AV < 15,0 (n = 30). u s 30/30 rabieToK KOAHYCCTRCHHOC
COJACPKAHNE ACHCTBYIOIICTO BEICCTRA NOIARHO HAXOANTLCA B
uarepnaie 0.75xM — 1,25xM

kareropus 3A

ITo 50 TabueTok Bo (rakone KopHunesoro crekia ¢ 1D kpuikoii, ¢
KOHTPOACM NEPROTO BCKPBITHS H amopTH3aTopoM-rapsoukeii. |
thAAKON BMECTE € HHCTPY KUNCH N0 NPAMCHEHHIO B Kapt OHHOMH navke.
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Tenedrarc (36)-1-803-5556

Mapkuponka:

Xpanenue

Cpox roanocty

Ha orukerke  duakona  (NCpPBHYBAN  YIAKOBK2) 1A

Ha orukerke  (uakona  (HEpBHYHAR  VIAKOBKA) Ha

PYCCKOM  S3LIKC  VKA3AHO, TOPrOBOC  HaMMCHOBAHME
npenapara ¢ NpEIVIPEARTEALHONH  MAPKUPORKOH &,
MHH. nekaperserinas gopMma, 103HPOBKL KOIHMUCCTRO
TADACTOK B YNAKOBKE, COACPKAHNC (MI'} MCTHIAOTIH! B |
tabnerke. cnocol npusenenns: « /s npuéya BHYTPh.».
NYCAOBHA XPAHCHHA € NPEAYHPCAHTCALNON HAANACHIO:
«XpauuTs npu Temucparype or 15 g0 25 °C. B
HEJOCTYIIHOM 118 AeTeil mecrely, npeaynpeatreibias

HamHCL:  «CMOTPETh  YKA3AHHA B HHCTPYKUMH!».
JNOTOTHIL  (JaTHHCKKHMI OVKBAMK).  nauMenoBaiie u

CTpaHa 3aBOja-NPOMIBOANTCIS, HOMCp CCpMM. Jjlara
H3FOTOBJICHMS, CPOK FOHOCTH («] 0JICH j10:»), 3aBO/ICKHL
TEXHHHCCKHE 3HAKH.

Ha kapronHoi nadke (BTOpHYHAS VIIAKOBKA) HA PYCCKOM

PYCCKOM H3ILIKC VKA3BIBAIOT, I()pl‘(JHDO HAUMCHOBAHMC
npenapara ¢ NpeAYNPCARTCALHON MAPKHPOBKOR R
MHH, sackapersennyio GopMy. JO3HPOBKY. KOAHYCCTHO
Ta0ACTOK B YHAKOBKC. COACPKANE (MI ) METHIAON B |
TadaeTke, cnocod npumchenns: « [L1s npudya BHYTPE. ),
VCIOBHA XPAHCHHA € NPCAYIPCTEILHOH HLUTHCRK:
«Xpauurs npu temneparyvpe ot 15 g0 25 °C. o
HEAOCTYHHOM JUIS JIeTeit MecTe!». Npejiy npeanTeanny Ky
naanuen:  «Cmorpers  ykasanua B HHCTPYKIMH!y,
JIOPOTHN (JTATHHCKHMH  OVKBAMM), HAMMCHOBAHHE H
CIpdny ',iﬂlil),—'li\-l‘[pﬂlri‘!B(),-'iiﬂ‘C}Iﬂ, HU\ICP CEPHK. aary
HITOTOBICHHS,  Cpok  roanocTh  («lonen  a0:»).
JAROJICKHE TEXHUYECKHE THAKH.

Ha xkapronnoil  nauke  (BIOPMYHAH _ YHAKOBKA) Ha

A3bIKC_YKA3aHO: TOPrOBOC HAMMCHOBAHWC TIpEnapara ¢
NPEAVTIPCANTEILHON  MAPKMPOBKOH X, MHH,
NEKApCTBeHNan  (popMa. A03MPOBKA (MI). KOJIHUECTRO
TabAeTOK B YHAKOBKE. TOPIOBOC  HAMMCHOBAHHC
npenapata wpudiiom bpaiias. nekapersennas Gopma
wpndrom Bpaiina, nosuposka (Mr) mpudrrosm Bpaiins,
Ha3BaAHMUC 1 COACPKAHUC (.\1]') ;lciiClB)'K)I]IEI'H HCHICCTBA
(8 hopMe METHAIONDLI CCCKBHIWIPATA M B NCPECUCTE Ha
Mernnaony) 8 | Tabaerke, nepetcHb BCIOMOTaTEIbHbIX
BCHICCTR, VCIOBHS XpaHeHus, ciocod npumencHus: « /s
npuéMa  BHYTPh.),  YCIOBMH  OTHYCKa M3 anTek,
HPEAVIPSAHTCABHBIC HALIUMCH: «CMOTPETL YKA3aHWS B
HHCTPYKIMM DD, «XPaHHTh B HEAOCTYIHOM s aereit
smecre!n, NOTOTHI (AATHHCKUMH OVKBAMM).
HAUMCHOBAHHE M CTpana  3aBOJA-NPOUIBOAMTCAA,
HITPHX-KOL, HOMEP PErHCTPALMOMHOIO YAOCTOBCPCHHUA,
pHCYHOK TatACTKH, NHKTOrpaMMel ¢ Haarmscamu («He
HPHHHMATH BO BPEMS BCPEMENHOCTH, CCIH HE HAIHACHO
BPauOM.», «Cornacuo HAZHAMCHHIO Bpaua»
«Ynorpebacnus  ankorons  cacayer  usderarh!n),
FABOJICKME  TCXHUMECKHC 3HAKH, HOMep  cepun («No
CCPHMIIR). JaTa MeTeueHus cpoka roamoctd («l'oaen
20:0), cpeacTBO wieHThduratuy (2 D koa). raodaibibii
HACHTHHKAIMOHHBIT  HOMCP  TOPrOBOH  CAHHMLL!
(GTIN:). MHAMBHAYQILIBIT CCpHITHBIR HOMED TOPTOBOI
camumibs (SN2

Coors. Tped.

3 neT

PYCCKOM S3bIKC YKA3biBaKOT: TOProsgoc HAHMCHOBAHHC
npenapata ¢ npeaynpeiuTeabioli  MapkupoBko &,

MHH, aekapersensyio  GopMy.  103HpoBKY (M1
KOJAMYECTBO  TaDIETOK B YHAKOBKE.  TOPIOBOC
HauMeHoBanue  npenapata  wpudom  Bpaiiag,

nekaperrennyio gopmy wpngTonm bpaiias, ao3mposky
(mr) mpudirom bpaiias, nassaune v coaepxanue (Mi)
JACHCTRYIONEETO  BemiecTa (B popMe  METHLIONBI
CeCKBHIMAPATA M B nepecdeTe Ha mertwiaony) B
TadiAeTKe,  NEpeHeHh  BCHOMOFATEdbHBIX  BEIICCTB,
YCIOBHA XpaHchng, ciiocod npuMencHns: «[las npuéna
BHYTPh. . VCIOBHS OTIYCKY u3 alrek.
HPCAYIHPCAHTCALHLIC HATTUCH! ﬂcM("!'rlL'Th YKajanus s
HHCTPYKIHH D, « XPaAHHTH B HCAOCTYIIHOM JUIS JeTe
meere!n, A0FOTHN {(ATHHCKUM P Oykpamn ),
HAUMCHOBAHNC W CTPAHY  3aBOAA-NPOMIBOMTCIN,
HWITPUX-KOA, HOMEP PErUCTPAIHOHHOTO YIOCTORCPCHIMA,
PUCYHOK TabACTKH, NUKTOrpaMMhbl ¢ Haanuesmu («hie
UpPHEUMATE  BO BpeMs  OepeMeHHOCTH, el e
HA3HAYCHO BpavoM.», «(CornacHo HAIHAYCHHIO Bpavay
«Ynorpebneuus  ankorons  caeayer  usGerars!n),
3aBOJICKME TCXHHUCCKHC 3HAKW. HOMep cepuu («Ne
CePHHIN). AATY HCTCHCHMA Cpoka roanocth («loacw
Aoy, cpeacrso  wacntudmkammun (20 D koa).
raodanLHBI WICHTHRHKAMOHHBET HOMCp  TOPIOBOI
eanuntb (GTIN:). vaMeray aabHbli cepuiinbiid nomep
TOProBoii eannuin (SN:).

[1pu remneparype or 15 a0 25 °C

5 ner

' He pecyasproe HCRbIMANKE, SuNOIHACTICH QT8 NePSol Cepuu ewesoono, daree o kaywcoou M- cepun. nosmosy dannbil ROKQIGme. b Mo xem
(b1 He BKIOUEN & CEPRIhukam xauecmsd. QUPMA Japaumupyen Kauecmeo ipenapamea no oMy NoKaiame i

Ipomisoantean 3A0 «dapmauesruueckuii 1ason M HCO», Benrpun / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65.

Hungary

Dacopmr,yrakosmnk; 3A0 «@apvaucsinaecknit sapon I HCO», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas Kiraly ut

65, Hungar

¥

Brinycratomni Ronrpoas kavecrsa: JAQ «®apsauentuieckumii vason I HO», Bewrpun / Egis Pharmaceuticals PLC, 9904 Kormend,
Matyas kiraly ut 65, Hungary

Gupma 3A0 adapmanesTideckint 3agoa I HO» (byaanei — Benrpus) rapanmipyer. 4T0 NPOH3ROACTRO YKAIAHHOIO B HACTORIIEM cepridpukare
ApEnaparTa, BEAKYAR €f0 VNAKOBKY 11 KOHTPOAb Ka4ECIBA, (0IHOCTHIO COOTBCTCTBYCT TPCOOBaHHAM JCHCTRYHOUIIX «llpapin navexKamci
HPOHIBOACTREHHON npaKtukiy (cGMP).

Dupma raparupyer. Y10 KaueCTRO VKATRHHOTO B HACTORLICM CCPTHRHKATE NPEHapaTa coOTRETCTRYCT TPehOBAHNAM
yreepaaennoii HJL Ne [1 NO12744/01-190718, a Taxae Hamenenunn Ne 1 o1 04.02.2019, 1 o7 11.04.2019, Ne2 o7 20.05.2019 »
Ned o1 28.10.2019 k H/1, Ned o7 08.06.2020 x HJL

Képmens,

wWO/0492

111

75, 08 2000

Pafa Baxropua
I e poBanHOC MU0






