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Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Cepruduxar KayecTBa

HaumeHoBaHHe npenapaTa:

Ne.: 702K/2022./NR

Beraaun® pacTBOP A5 MECTHOTO H HAPYKHOTO npumeHenus 10% 1000 ma

Cepusn Ne: 6012A0222 Jdara npoussoactea: 02.2022.
Homep aHanu3a: KGY/2022/934 Toaen no: 02.2025.
JlaTa aHaju3a: 23.02.2022.

JleiicTBYIOLIEE BELLIECTBO IToBnaoH-#on

IMpousBoanTeb JeACTBYIOLULEr0 BelllecTBa BAC® Kopnopeiiun, CLILIA

Honyuennsie
pes pAasmamest.

HHoxazamenu Kauecmea:

OnucaHHe: Coors. Tpeb.
[MoanHHHOCTh:
- uBeTHaA peakuns ¢ pacteopom  Coote. Tpeb.
Kpaxmaa:
- peakiya Ha cBo6GoaHbI# Hom! Coots. Tpeb.
pH: 52
IIa0THOCTD! 1,03 r/mn
O6nem coaepskumoro ynakosiu:  1015,6 mn
MuxkpoGuonornyeckas unctora’:
- 001ee yucno aIpobHbIX
MHKPOOPTaHH3MOB! NpomyleH
- o6uwee uncno rpubos: nponyiieH
- Pseudomonas aeruginosa: NpOIyLeH
- Staphylococcus aureus: NpOITYILEH
KoauyecTBeHHOe OnpejeieHne: | 03 p
(mumpumempus)
¥YnakoBka: I[To 1000 Ml
npenapara BO
(pnakoHe H3
MOMHITHIIEHA
3eJIGHOTO uBeTa,
cHabXeHHOM
KarneiabHHLEH u3
GecuBeTHOrO
NONHATHNIEHA H
HABHHYHBAOLIEHCH
npobkoii 13 6e1oro
ApOnHIeHa c
KOHTPONEM MEPBOTO
BCKPBITHA. Ha
¢diakoHe HaxJeeHsl
JIBe JTUKETKH, K
(raxony
[pHKpenIeHa
WHCTPYKLMA no
pUMeHeHHI0, hak
OH B KapTOHHYIO
Nauky He BJIOXKEH.
Ik0/0525_2.1

Tpeboganua:

PacTBOp TEMHO-KOPHHYHEBOIO L[BETA C 3anaxom Hojla

TEMHO-CHHAS OKpAacka pacTeopa

CuHas okpacka GymaxHOTo (QHIbTPa HE A0MKHA
NOABJATHCA B TeueHHe 60 ¢

ot 3,0 10 6,0

ot 1,02 no 1,04 r/mn

He meHee 1000,0 mn

e Gonee 10% B | r npenapara
He Gonee 10' B 1 r npenapata
oTcyTcTBHE B | T Apenaparta
oTcyTcTBHE B | ' npenapara

ot 0,85 no 1,20 r aktusnoro Hozna B 100 ma npenapara

ITo 30 mn, 120 mMn u 1000 mn npenapara Bo ¢uakoH u3
MOJHITHIEHA 3EJIEHOTO LiBeTa, CHabXEeHHBIH KanenbHHueH
u3 OGeclBeTHOro IONMITHIEHa M HABHHYHMBAKOLWIEHCH
npobkoii M3 Genoro NpOMWIEHa € KOHTPOIEM MepBOro
BekpbiTHa. ®rakoHsl Mo 30 M1 u 120 Ma nomewanTCa B
KapTOHHYIO Na4Ky BMECTE C HHCTPYKLHEH N0 MPHMEHEHHIO,
Ha dnaxon no 1000 my1 HakneuBaercs [JABE ITHKETKH, K
(GnakoHy MPHUKPEIUIAETCA HHCTPYKUMA TI0 NPMMEHCHHIO,
(I)J'lﬂKDH B KapTOHHYIO NNA4YKy HE BKNaJbLIBACTCA.
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3apoa IT'HC»

MapkupoBka:

XpaHenue
Cpok roanocu

Ha osrukerke ¢akoHa Ha _pycckoM  s3bike
YKa3aHO: TOProBO€ HaHMEHOBaHHE Mpenapara c
NpexynpeIHTeTbHOH MapKHpOBKOMH ®,
IPYTIHPOBOYHOE HAHMEHOBAHHE, JIEKapCTBEHHAS
dopma, koHueHTpaums, obbeM pacTBOpa BO
trakone (B M), HA3BaHHE M COjepXaHHe (MT)
AefCTBYIOIEro BELIECTBA H ero cofepxaHue (Mr)
B riepecyeTe Ha aKTHBHBIH #ioa B 1 M pacTBopa,
YCIOBHA ~ XpaHEHHA, NpexyNpeanHTeNbHbIE
HaanucH: «CMOTPeTh YKa3aHHA B MHCTPYKUMH!»,
«XpaHHTb B HENOCTYNHOM MIA AeTell Mecte!n,
«OTkpuiTeIH  GnakoH xpanuts He Gonee 3
MeCALUEB.», NOrOTHN (JIaTUHCKHMH OyKBamH),
HasBaHHe M CTpaHa (UPMLI-TIPOH3BOAMTENS,
ABISIOLLEHCH [ePXaTeleM PerdCTpaLHoOHHOro
YAOCTOBEPEHHA, JIOroTHUI (1aTHHCKMMH
OykBamH), Ha3BaHHE, TOPOA H CTPaHa (UPMbI-
JIHIIEH301aTENA, 3aBOACKUE TEXHHYECKUE 3HAKH,
NepeyeHb BCIIOMOTATENbHBIX BEILECTB, YCJIOBHSA
OTNyCKa, WTPHX-KOJ, HOMEP PErHCTPALUHOHHOIO
YIOCTOBEPEHHs, KPAaTKOe Ha3BaHHe (HUPMbI-
NPpON3BOAMTENA JaTHHCKMMH Oykeamu (EGIS),
HOMep cepuu (Ne cepuu:), IaTa MCTEYEHHUS CpoOKa
roanoctH (TozeH 10:), CPencTBO HACHTHHKALMH
(2 D kon), rmobanbHblii MAEHTHOHKALHOHHBI
HOMep TOProBo# €IMHHLIBI (GTIN:),
HHIAHBHAYaIbHbIA CEpHFAHBIA HOMEp TOProeoi
equuuubl (SN:). Ha duakon HakneeHsl Jse
ITHKETKH, K (1aKOHy NMpHUKPEnieHa HHCTPYKLMS
No NpUMEHEHHI0,

Coots. Tpeb.
3 rona. OTkpeITHII AakoH XpaHuTh He Gonee 3
MECALEB.

Ha ortuketke ¢iakoHa Ha CCKOM _ fI3bIKE
YKa3bIBAKOT: TOProOBOE HAHMEHOBAHHE MpenapaTa ¢
TNpeXyIpeauTe1bHO R MapKHpOBKOH ®,
IpYNMHPOBOYHOE HAMMEHOBAHHE, IEKAPCTBEHHYHO
$opmy, KoHUEHTpawMO, 00bEM pacTBopa BO
Gbnakone (B mn), HalBaHHE M cojepikaHWe (Mr)
AeHCTBYIOLIErO BEUIECTBA H €I'0 cofepxanue (Mr) B
nepecdeTe Ha akTHBHBIA #on B 1 M pacTopa,
YCIIOBHSA XPAHEHHA, MMPeXyNpeIUTE/IbHbIE HA/IMNCH!
«CMOTpPETE yKa3aHHA B MHCTPYKLUHH!», « XPaHHTb B
HEIOCTYNHOM i fieTeil Mecte!», «OTKpHITHI
¢nakoH xpaHuTh He Gonee 3 MecaueB.», JOrOTHII
(natuHckumu  OykBaMM), HA3BaHHE M  CTpaHy
UPMBI~TPOHIBOAMTEIIA, ABNIANOLLEHCH
AepiKaTeNleM DPEruCTPAlUHOHHOTO YAOCTOBEPEHHS,
JoroTHN (IATHHCKHMH OyKBaMH), Ha3BaHHE, ropoxl
M CTpaHy (HPMBI-THLEH30NATENs, HOMED CEpHH,
IaTy MU3rOTOBJICHHA, CPOK rofHocTH («"oxew ao:»),
3aBOJICKHE TEXHHUECKHE IHAKM,

Ha stukerke ¢nakona no 1000 M1 NONOMHATENLHO

YKa3bIBAIOT: MEPEYEHb BCIOMOTraTe/IbHbIX BELIECTB,

YCI0BHS OTIIycKa, UITPHX-KOII, HOMEp
PerHCTPAUHOHHOTO  YAOCTOBEPEHHA,  KpaTkoe
Ha3BaHHE q)Hprl—-ﬂpOH3BOlIHTCJ'Iﬂ JIATHHCKHMH

Gyksamu (EGIS), Homep cepuu (Ne cepun:), naty
uereueHus cpoka roaHocty (lomeH 1o:), cpencreo
uaenTHgukaumn (2 D kon), rnoOaibHs
HAEHTHQHKALMOHHBIH HOMEP TOProBOH €IHHMUBI
(GTIN:), HHAMBHIYyaNbLHbIH CepuHHBIH HOMEp
TOproBo# eanHMLL! (SN:). Ha dnakon no 1000 Mn
HaKJIeHBAaETCA  [ABE  JTHKETKH, K  (uaxoHy
NPUKPEIUIAETCH HHCTPYKLMA [0 NPUMEHEHHIO.
Ipu Temnepatype He Boiwe 25 °C

3 rona. OTkpeIThIH (1aKOH XpaHuTh He Gonee 3
MECHIIER.

'~ Hepezyasproe ucnsimaniie, Goinoansemen npouseooumenem 018 nepaoii cepuu excezodno, daree ora kaxcdoi 10-i cepuu,
nO3MOMy OaHHbIU NOKGIAMENL MOXCen Boimb He 6KAloNeN 6 cepmughuxam kavecmea. DUPMA 2apaHMUPYEm KAYeCmao
npenapama no OGHHOMY ROKA3aMenro.

Mpowssoantenn: 3A0 «Papmauesruseckuii 3asoa ITHC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65,

Hungary

DacoswnK,ynakoswnk: : 3A0 «PapmauesTHeeckuil 3a80a STHC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas

kiraly ut 65, Hungary
Boinyckarownit Kontposis kaveersa 3A0 «PapmaucsTuuecknit 3asoa ITHC», Benrpun / Egis Pharmaceuticals PLC, 9900 Kormend,

Matyas kiraly ut 65, Hungary

Dupma 3A0 «PapmauesTryeckuit 3apos 3T UCr (Byaaneit — BEHrpHa) rapaHTHDPYET, YTO IPOH3BOACTEO YK232HHOT0 B HACTOAILEM CepTH(DHKATE
Npenapara, BKIOMAA M0 YNakOBKY H KOHMTPO/h KAYECTBA, MONHOCTHIO COOTBETCTBYET TpeGoBaHMAM AeiicTeyromwmx «IIpaBun Hawtexawe

NpOU3BOACTBEHHOH NpaKTHKK» (CGMP).

DupMa rapaHTHPYET, YTO KAYECTBO YKA3aHHOTO B HACTOALIEM CEPTH(HKATE NPerapara COOTBETCTBYET TpeGOBAHHAM
yreep:xaennoii HJL Ne TT N015282/03-300821
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