3A0 «®apmaueBTHueckuif 3aBon  ATUC»
1106 - Beurpus, byaanemr yx. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Ceprugnxar kavecrsa No 4366K/2020/NR

Hanmenosanne npenapara:
Cepun Ne:

Homep anannia:

Jdara anannza:
AeitcTytomee pemecrno

Betaanu® pacreo
7223A1020
KGY/2020/6951
09.11.2020.

Mpoussoaurens AefcTBY0IEro BetecTha

Hokazamenu Kauecmea:
SLCRAINGTTH Kavecmea:

Onucanpe:
HoanuunoeTs:

- UBETHAA Peakums ¢ pacTeopom
Kpaxmana:

- Peakuna Ha cRoBOHBII fio:

pH:
IaoTHocTh:
O6nem conepiumoro YNaKoBKH:

Mukpobuoiornyeckas YHCeTOTa':

- ob1ee uncno aspobibix
MHKPOOPTaHH3MOB:
- obutee umcno rpubos:

- Pseudomonas aeruginosa:

- Staphylococcus aureus:
Koanuecteennoe onpeaesenne;
(mumpumempus)

Ynakoska:

MK0/0525 1.7

Hoayuenunsie
e3yrbmarner:

Coorts. tpe6,
Coots. Tpeb,

Coots. 1peb.

5,1
1,03 r/mn
1015.4 mn

nponyien

nponyien
nponyiuex
nporny wen

1,01r

[To 1000 ma
npenapara Bo
¢nakone m3
NOJHITHIIEHA
3€JIEHOIO LBeT],
cHabxkenHoro
KanexbHuuei us
OecusetHoro
NOJUITHACHA H

P 4151 MCCTHOTO W HapyxHOTO npumenents 10%,

1000 ma
Aata npowssoacrea: | 0.2020.
loaen qo: 10.2023,

Mosunon-iiog
BASF Corporation, CI1IA

Tpetosanun;

Pacteop TEMHO-KOPHUNEBOTO LBeTa ¢ 3anaxom fiona
TEMHO-CHHSS OKpacka pacteopa

Cunsn okpacka OymaxHoro GuabTpa He nonxua
NOABAATLCH B Te4eHue 60 ¢

01 3,0 10 6,0

ot 1,02 7o 1,04 r/ma

HE MeHee 1000,0 Mo

te Gonee 107 | 1 npenapara
He Gonee 10' s | 1 npenapara
OTCyTCTBHE B | I npenapara
OTCyTeTBHMC B | r npenapata

o1 0,85 no 1,20 r aktusHOro Hona B 100 mn npenapara

Mo 30 ma, 120 ma u 1000 M1 mpenapata Bo gnakon u3
CHabKEHHBIH KaneisHumel]
HaBHHYHBaKOwIEiCH
Nnepeoro
BCKPHITHA. DnakoHbl 110 30 ma u 120 ma nomemalorcs
KapTOHHY10 nauky smecre ¢ MHCTPYKUKMEH N0 npUMeHe Ui,
Ha daakon no 1000 mn HAKIICHBACTCH 1IBE STHKETKH, K
HHCTPDYKLMA 110 MpUMeHeH] o,

TIOMITHICHA 3eneHoro uBeTa,
H3  DecusetHoro nommdTHIeHa 1
1pobkoi 13 Genoro NPOfHACHA ¢ KOHTpOJIEeM

duakony NpHKperseTcs
GnakoH B KapTonnyio HavKy He BKIaabiBaeTCy,

HaBUHYHBaAKOLICHiCy

npodkoii u3 6enoro

NpofHieHa ¢

KOHTpOsiem nepeoro

BCKpoiTHs. Ha
¢nakoue no 1000
MIT HaKJICCHBI fBe
STHKETKH, K
taakony
HpHKpeILieHa
HHCTPYKUHSA 110
NPHMEHCHNIO,
thnakon B
KapToHHYH0 nayky
HE BlIOKEH,
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3A0

«DapmaueBTHyecKuii
1106 - Benrpus, Byaanewr yn. Kepectypn 30-38.
Tenedon: (36) -1-803-5554 Teaedakc: (36)-1-803-5556

3apoa IATHUC»

Mapkupogka:

Xpanenue
Cpox roavocu

! - Hepeayaspuoe ucnvimanue, ewnoansemcs HPOUZEOOUMEREesM Oas i
ROIMOMY OAHHBLE HOKAZAMET6 MONCEM Bbimb He erIONeN 6 O

Ha_ stuketke dnakona  Ha PYCCKOM _ fI3bIKE

Ha ITHKeTKE  ¢aakoHa wua PYCCKOM __ 43bIKe

YKa3aHO: TOProBoe HaHMeHOBaHME Npenapara ¢
NPERYNpeAHTENbHOM MapKHpPOBKO#H ®,
FPYNMHPOBOYHOE HAHMEHOBANHE, ICKaPCTBE HHAs
dopma, KoHuenTpauns, obnem pacrsopa BO
(nakoue (B mn), Hazpanue conepkande (Mmr)
NeHCTBYIOLIEro BEEeCTRa i ero conepxanne (Mr)
B N€pecHeTe Ha aKTHBHBIA 1O B | MA pacTaopa,
YCAOBUS XpaHeHus, NpeaynpeauTenbibie
Haanucn: «CMOTPeTh YKalaHua B HHCTPVKUHH! 9,
«XpaHHTh B HEAOCTYNMHOM /78 nereii mecTe!y,
«OTKpbIThIE  (nakoH  xpaHWTh He Gomee 3
MCCALEB.», NIOTOTHUN (JIATUHHCKMMH byksamu),
HA3BaHHE M CTpaHa (MPMbI—POH3ROANTENS,
ABNAIOWEHCH  epKATENeM  PErHCTPALHOHHOTO
YAOCTOBEPEHHA, J0roTHN (naTHHCKUMH
OYKBaMH), HaiBauWe, ropoa cTpaHa (upMbI-
JIMLeH30aaTeNA, HOMep CepHH, narta
W3FOTOBNEHNA, cpok rogHoctH («['onen JH02%),
33aBOICKHE TEXHHYECKHE 3HAKH.

Ha >tuxkerke dmakoma no 1000 wmy
JOTIONTHUTENLHO YKa3aHo: nepeyeHs
BCMIOMOTATENIbHBIX BEINECTB, YCAOBHA OTHyCKa,
HITPUX-KOIL, HOMeEp PErHCTPALHOHHOrO
YAOCTOBEPEHHMA, KPATKOe Ha3BAHHE  (HUPMbi-
TIPOM3BOAMTENS JIATHHCKUMH GyKBamu (EGIS),
HOMEp cephu (Ne cepHH:), 1aTa HCTEUCHHS Cpoka
roanocty (l'onen 1o:), cpenctro HAEHTHMKa UMK
(2 D kon), raobanbHblii MAEHTHDHKALMOHHBIT
HOMEp TOProBoii CAMHHILBI (GTIN:),
MHAMBRIYAibHEIH cepHiHbIH HOMEP Toprosoii
eauHuuel (SN:). Ha ¢makon no 1000 mn
HAaKJCCHBI  IBE  STHKETKM, K  (uakony
OPHKPECIIEHa HHCTPYKLMA N0 NPUMEHEHHIO,
Coots. Tpeb.

3 rona. OTkpeITEI aakoH XpaHHTH He Bonee 3
MECHIIEB.

YKa3bIBAKOT: TOProBOE HAMMEHOBAHHE npenapara ¢
NpEAYNpeAUTENBHON MapKHPORKOIT ®,
TPYRNHPOBOYHOE HAHMEHOBAHME, JICKAPCTBEHHYIO
Gopmy.  KoHueHTpawmo, o6ben pactsopa Bo
diakore (B Mi1), HaspaHme M comepkaHue (mr)
ACHCTBYIOMIETO BELECTBA H €O coaep#anue (Mr)
nepecyere Ha aKTUBHBIA Hoa B | Mn pacTsopa,
YCAOBHA XpPaHEHHA, NPE/Y [IPEAUTENbHbBIE HALITHCH:
«CMOTpeTh YKa3aHus B HHCTPYKLMH!», « XpaHuTs B
HEAOCTYMHOM na netelt mecTe!», «OTKpLITHI]
dnaxou xpanuts He Gonee 3 MecsUeB.», A0roTHn
(naTHHCKMMM  GykBamu), HalBaHme M CTpany
GUpMbI-TNIpoH3BOANTE S, ABAsIOeics
ACPHKATENEM PErHCTPAUMOHHOIO YAOCTOBEPEHHUS,
JloroTHIt (naTHHCKUMK ByKBaMH), HasBaHMe. ropoj
M cTpaHy (upMbI-nuIeH3onaTens, HOMEp cepiH,
AaTy U3rOTOBNEHHA, cpok rogHocTH («"oaeH 10:»),
3aBOACKHE TEXHHYECKHE 3HAKH.

Ha srukerke griakona no 1000 ma gonoauutensmo
YKA3bIBAIOT: NepPEYieHh BCIOMOraTeNbHLIX BELIECTR,
YCIOBHA OTIyCKa, IITPHX-KO, HOMEp
PETHCTPAIMOHHOTO  YNOCTOBEPEHHS,  KpaTKoe
Ha3BaHHE  (PHPMBI-NPOMIBOJMTENS  NATHHCKHMM
Oyksamu (EGIS), nomep cepun (Ne cepuu:), aary
HCTCHeHNs cpoka roaocTH (onen 10:), cpencTso
niaeHTHOMKauun (2 D Koa),  rioGanbHbI
HIAEHTHPHKALMOHHLIA HOMEP TOProBOH €aHHHIbI
(GTIN:), wuHAHBMAYATBHBI CEpPHiiHbIH  HOMep
Toproeoi eaunnub (SN:). Ha dbaaxon no 1000 mn
HAKICHBACTCA  1BC  ITUKETKH, K  daakomy
NPHKPENAACTCA MHCTPYKUMA MO NIPHMEHEHUIO.

Ipu Temnepartype re Boiwe 25 °C

3 roaa. OTKpITLI GAakoH XpaHuT He Gostee 3
MECHLIEB.

€PEOL Ceplitt excezo0, daiee 18 kaxcdoi §0-it cepuu,
epmuhurkam xavecmea. Dupma capanmupyem kavecmeo

npenapama no OGRHOMY nokazamenro.

Hpoussoantens: 3A0 «®apmanesruycckmii 1apox ITHC», Benrpusn / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65,
Hungary

DacoBIHK,VIAKOBUINK: : A0 «®PapmanesTHYecKnit a0l ITHCy, Beurpus / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas
kiraly ut 65, Hungary

Bunyckasomnit xowrpoas xavecrsa 3A0 «@apmauesTunecknii 3anon ITHC», Benrpun / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary

Dupwma 3A0 «DapmaticaTieckiii 3apoa 3 HC» (bynanenit — Benrpus) FApaHTHPYCT, YT0 NPOM3BOACTBO YKA3aHHOTO B HACTORIIEM ceprudukare
fipenapara. BKAKUAR er0 YIAKOBKY H KOHTPOIb KAMCCTRA. MOTHOCTHIO COOTRETCTBYCT TpeGoBanuam ackicrayiomns «lIpasin naanexameh
NPOH3IBOACTBEHHOH NMpaxkTikHy (cGMP),

DHPMa rapaHTUPYET, YTO KAYECTBO YKa3aHHOro B HaCcTOAMEM cepTH(HKaTe Npenapara COOTBETCTBYET TpeboBaHUAM
yreepkaenuoi HJ Ne 11 N015282/03-220119, a Taiae Usmenenmio Nel o7 22.10.2019 k HJL
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