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3A0 «®PapmaueBTHyeckuii 3asox 3STHC»
1106 - Benrpus, Bynanewr yn. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxe: (36)-1-803-5556

Cepruduxar kauecrsa Ne 2881K/2022./DE

Haumenosanne npenapara: Beraann® pactsop ans mecTHoro u HapyxHoro npumMeHeHns 10% 120 ma

Cepua Ne: 4999A0822 Hata npomssoactea: 08.2022.
Homep ananusa: KGY/2022/5054 Ionex po: 08.2025.
JaTta ananusa: 25.08.2022.

JeficTByouiee BellecTBO Mosnaon #on

IlpoussoauTe b AeliCTBYIOLLUEr0 BeleCTBa

ARCulln Kemukaac JUIC, CIIA

Hokazamenu kauecmea: Hoayyennsvie Tpebosanun:
pepasmamei:
Onucanue: Coors. Tpeb. PacTBop TeMHO-KOPHYHEBOTO 1IBETA C 3aNaxoM Hoaa
IToanHHHOCTD:
- LIBETHAsA peakLHs ¢ PacTBOPOM Coots. Tpeb. TEMHO-CHHAA OKpacka pacTBopa
Kpaxmana:
- peakuna Ha cBobonHBII Hox: Coorts. Tpe6. CuHas okpacka GyMaxHOro QUILTPa He AOMKHA
NOABNATLCA B TeéYeHue 60 ¢
pH: 4,9 01 3,0 10 6,0
InoTHoCTS: 1,03 r/mn or 1,02 no 1,04 r/mn
Ob6nem copepanmoro ynakoskn: 122,0 M He MeHee 120,0 mn
Mukpobuonornyeckan ynerora’:
- obmee yHCIO a3po6HBIX
MHKPOOPTaHH3MOB: nponyiLeH ne Gonee 102 B 1 r npenaparta
- obluee yncno rpubos: nponylLueH He Gonee 10'B 1 r npernapara
- Pseudomonas aeruginosa: NpOMyILUEH OTCYTCTBHE B | r npenapara
- Staphylococcus aureus: NponyIeH OTCYTCTBHE B | I npenapaTta
Koanuecrsentoe onpeaenennue: 1,04r ot 0,85 oo 1,20 r akTHBHOrO #ona B 100 mMa npenapara
{mumpumempus)
¥Ynakoska: Ilo 120 wn ITo 30 mn, 120 Mn 1 1000 Mn npenapata Bo pnakoH 13
npenapara BO TNOJHITHIEHA 3€IEHOI0 UBETa, CHaOXkeHHBIH KanensHKuelH
thnakoHe H3 K3 6ecLBETHOrO NOMHITHICHA M HABMHYKBAIOLIEHCH
NOJH3THIAECHA mpobkoii 13 6en1oro NponuneHa ¢ KOHTPONEM NEPBOro
3€/1I€HOr0  LBeTa, BCKPBITHA. PrakoHsl 1o 30 Ma 4 120 Mn noMewaoTcs B
cHabxeHHoOrO KapTOHHYIO NauykKy BMECTe C HHCTpYKLMeH o
KaneJbHHLUEH H3 npuMeHenwio. Ha ¢nakon mo 1000 Mn HaxieuBaeTcs ase
GecuseTHOrO 3THKETKH, K QaKOHY MPHKPEMAeTcs RHCTPYKUMA 1o
TIONH3THIEHa W TPAMEHEHHIO, GIaKOH B KaPTOHHYK) Na4Ky He
HaBHHYHMBAWIIEH BKNaALIBAETCA.
¢1 npoOkod 3
Genoro
nponuieHa c
KOHTpOJIEM
NepBoro
BCKPBITHS.
®nakoH
noMelueH B
KapTOHHYIO
nayKy BMecTe ¢
MHCTPYKUHER IO
NMPHUMEHEHHIO.
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Mapxkuposka:

XpaHnenne
Cpoxk roasoctu

MpousBogurens: 3A0

Hungary

IUKEm Ha IKe H
TOProBoe HauMEHOBaHHe Npenapara ¢ NpeaynpeaHTeNLHON
MapkuposkoH  ®,  rpynnuposoykoe HEHMCHOBAHHE,
AICKapCTBCHHAR (POPMA, KOHLEHTPALNA, 0ObeM pacTsopa Bo
$nakone (e MA), HalBaHHE concpxamue  (mr)
ACHCTBYIOILErD BEWIECTBA M ero conepxanne (Mr) s
NEpecyeTe Ha aKTHBHLIA Hon B 1 Ma pacTeopa, ycnosws
XPaHCHHA, NPEXYNPEAHTEABHEIE HANNHCH: «CMoTpeTs
YK238HHA B HHCTPYKUMH!», «XpaHHTs B HEJOCTYNHOM Ans
Aeteh Mecteln, «OTkpbIThIA nakon XPaHHTL He Gonee 3
MECALEB.», NOroTHN (NATHHCKUMH GyxBamu), Hazanue n
CTpaHa PHPMbI-NpoMsBOaHTE NS, fABnAKOLEHCA nepxarenem
PErHCTPAUHOHHOTO YAOCTOBEPEHHA, NOFOTHN (naTHHCKHMK
Cyksamu),  Hassamme, ropon W ctpasa  ¢HpMsI-
/HUCH30NATENA, HOMED CepHM, NaTa M3rOTOBNEHUA, CpoK
roaHoct («T'onen no:»), sasoackue TEXHHYECKHE 3HAKH,

Q KAPMOHKOH NAYKe Ha Albike YKAIAHO: TOPrOBOE
HAUMEHOBAaHWE  NpenapaTa ¢ npeaynpeaxTensHol
MapKHPOoBKOH ®, TOproBoe HamMeHOBaHHe npenapara
wpupTom  Bpating, TPYNNHPOBOYHOE  HaWMEHOBaHHe,
NexapcTeeHHan gopma, KOHUCHTpaWA, 0GBbeM pacTeopa so
tbnakomne (B MN), Ha3BEHHE W conepwanmue  (mr)
AcHCTBYIOMEr0 BEWECTBA M ero coaepxanne (Mr) s
NeépecyeTe Ha akTHBHLIA #Hoa B 1 Ma PacTBopa, nepeveHs
BCTIOMOraTeNbHLIX BEWIECTE, YCIOBHA XpaHEeHHs, YCNOBHA
OTNYCKa, TNpEXYNPEAMTENBHBIE  HANHCH: «CmoTtpeTs
YKR32HHA B HHCTPYKUHH!», «XpaHuTs B HEDOCTYNHOM AN
aeteh mecreln, «OTKpuITEIA nakon XpaHHTb He Gonee 3
MECALCB.», NOTOTHN (NATHHCKHMM GykBamu), Ha3BaHue,
CTpaHa (HPMEI-NPOMIBOANTENS, SBARIOWEHCT IepkaTesnem
PETHCTPALHOHHOIQ YI0CTOBEPEHHS, MOMOTHN (NATHHCKHMH
Oyksamy),  nazBanue, FOpoA W cTpaHa  Gupmb-
JIMUEH3ONATE NI, KPATKOE HA3BaHHE $HpMBI-NponIBoAKTE IR
NaTHHCKMMK  GykBamn  (EGIS), WTPHX-KOA, HOMep
PErHCTpalHOHHOrO YAOCTOBEPCHMS, 3aBOACKHE
TEXHHYECKHE 3HakW, HoMep cepun (Ne CepHH:), paTa
UCTE4eHHa cpoka rogHoctn  (Toge R0:), cpeacrso
HOEHTHOHKALUHH (2 D Kon), rnoGansHuf
HACHTHMKAUMOHHBIH HOMep TOprosoi eautnust (GTIN:),
MHIMBHIYANLHLIA CepuitHBIA HOMep TOProsoH eaHHHLb
(SN:).

Coors. Tpe6.
3 rona. OrxperTeiit naxon XpaHHTE He Gonee 3 mecaues,

K K AILIBAIOM;
TOproBoe HauMmeHOBaHHe Npenapata ¢ NpexynpeAHTeNEHOkH
MEpKHpOBKOH ®, TPYMNHPOBONHOE  HAHMCHOBAHHE,
NCKBPCTBCHHYI0 (POPMY, KOHLIEHTDALHIO, 06beM pacTeopa 5o
pnakone (» MN), HalBaHME W cofepxkanue  (mr)
AcHCTBYIOWErO BewecTsa M ero coaepkanne (Mr)
NEPECYETE HA AKTHBHBIN fHoa B | My pacTsopa, ycnosus
XPaHCHHA, nNpexynpeAHTEnsHbIE HannucH:  «Cmotpers
YKa3aHHA B HHCTPYKUHK!», «XpaHuTs B HEOCTYNHOM Ang
zeteit mecte!n, «OTpHTHA dnakon XpaHuT, He Gonee 3
MECAUEB.», NOrOTHN (NATHHCKHMH OykBamu), Ha3BaHHEe n
CTpaHy (HpPMbI-NPOH3BOANTENS, ABARIOMmETiCH AEpXKaTencu
PEFHCTPALHOHHOIO YAOCTOBEPEHHA, NOMOTHN (IATHHCKHMH
OyKkBamK),  Ha3BaHue, fopon u  cTpaHy  ¢upmsI-
MHUCH30NATENA, HOMED CCPMH, NaTy H3TOTOBNEHHA, CPOK
ronHoctu («Conen 0:»), 3aBoackHe TexHUYECKHE JHAKH.

a _xapmounoi yKe 'CKO, b 1
TOProBOE HAHMEHOBAHHE NpenapaTa ¢ NPEXYNpe AHTE ALHOMN
Mapkuposkolt ®, TOprosoe HaumcHOBaHMe npenapara
wpndTom  Bpafns, TPYMNHPOBOUHOE  HaHMeHOBaHHe,
TIEXapCTBEHHYIO GOPMY, KOHUEHTPALMIO, 06BeM pacTeopa so
GnakoHe (8 wmn), uaseanme H  comepxanne (mr)
AcAcTeyiowero sewectsa M ero conepanue (Mr) g
NEpecueTe Ha aKTMBHBIN Hoa B | mn pacTeopa, nepeveHs
BCMOMOraTeNbHLIX BEWIECTB, YCNOBHA XpaHeHus, YCNOBHA
OTNYCKa, NpPenynpeaHTENLHEIE  HAANHCH: «CmoTpems
YKa338HWA B HHCTPYKUHH!®, «XpaHHTs B HELOCTYNHOM s
aeteli mecre!n», «OTKpbITRIA nakon xpanute He Gonee 3
MECALCB.», NOroTHN (NaTHHCKHMH Oyxsamu), Ha3BaHHe,
CTpany (upmsi-npouseosuTens, Asniometics Acpxarenem
PETHOTPALMOHHOIO yIOCTOBEPCHNS, IOTOTHN (TATHHCKHMH
Gyxksamu),  Haspamme, ropon ¥ CIpaHy  dupmei-
JIHLCHIOATENA, KPATKOE HAIBaHHe ¢upMEI-npoussoaMTENs
NaTHHCKHMK  Oyksamn  (EGIS), IITPHX-KOA,  HOMEp
PerucTpauHoHHoro YAOCTOBEPCHHA, 3aBOACKHE
TEXHHYCCKHE 3HAKM, HOMep cepuu (Mo cepuu:), naty
HCTE4EHHs  cpoka rommoctd (lomew R0:), cpenctso
HAEHTHDHKALMH 2 D Kon), raoGansHeti
HACHTHOHKAUHOHHBI A HOMEp TOproBofi eannAws (GTIN:),
HHAWBHIYANbHLIR  CepuiHbIF HOMED TOProBoH e€mMHHLEI
(SN:).

IMpu Temnepatype He Boiwe 25 °C,
3 rona. Oripurrsiit nakon XpaHHTb He Gonee 3 Mecawes.

«®apMauesTHuecKHi 3aB0 ITHC», Beurpus / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65,

DPacoBWHK,YNAKOBIWMHK: ; 3A0 «PapmauesTauecknii 3apoa I HUCy, Benrpua / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas

kiraly ut 65, Hungary

Brinycxaowmui KOHTPOAE KauecTBa 3A0 «DapmauesTruccknit 33 8oa IHCy,
Matyas kiraly ut 68, Hungary

Benrpusa / Egis Pharmaceuticals PLC, 9900 Kormend,

NIpenapata, BKNIOYaA €ro YNakoBKy W KOHTPOMb KaYECTBA, MONHOCTBIO COOTBETCTBYET TpeboBaHMAM AecTyiownx «[pasnn Haaeskamed
NPOU3BOACTBEHHOH NpaKTHKHY (cGMP),

DHpMa rapaHTHPYeT, YTO KAYECTBO YKA3AHHOIO B

yrBepxaennod HJ Ne IT N015282/03-300821.
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