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Ceedenus 0 peaucmpayii op2aHUSaYUL: MeokpationHal uHCnexyus DedeparbHou nano2o60wu cyoichut N 46 no
2. Mocxee 1 2.04.2007, O PH 50777465581 60, dama npuceoeHd OrPH 1 2.04.2007.

Adpec: 121108, 2. Mockea, Y- Heana Ppanko ,0.8. Teﬂed)ou:8{495)223-01 -04,¢a;<c:8(495 )223-01-50

B nuye: TenepanbHeill dupexmop Indpensu Tamau

Jlosepennoe AUHO: Funyenxo H.C., dogepeHHocmy p-014 om1 4.05.2018 2.

JleKapCMBEHHOE cpedcmso: Bemadun, pacmeop dns MecmHo20 U HapyJCHO20 npumeHeH 10% 30 mn, Graronvl
(1), nauxu KapPMOHHBLE, PY Ne 1T N015282/03 om 18.09.2008 (oama 3aMeHbl 25.08.2016), cepui 667IN1018,
napmus 33600 ynaxogok, 200en 00 01.10. 2021, npouzsodcmea 340 "diapmaueamuuecxuﬁ 3a800 DTHC",
Benapus, EGIS Phannaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, ko0 OKIIJ[2
21.20.10.158, ®00 TH B3I 3004900001, xoHmpaxm Ne 2018/07/23 om 30.08.2018, ungoiic N 1300067 om

04.12.2018

COOTBETCTBYET TPEBOBAHESIM

HI 42-7907-02 usm. Ne ]l om 18.01.2005, usm. Ne 1 om 12.09.2012, usm. MNe2, 3,56
}IEKJIAPAIIHSI I’_IPHI{ﬂTA HA OCHOBAHH]?[

HpOMOKON ucneimanuil Ne 7870m om 20.12.2018 HJT 000 HI "dbAPMOBOPOHA " gmmecman
axkpeoumayui POCC RU.000! .21@JH0, Cepmudpuxam POCC HU. DOM08.C30581 om 20.12.2018

¢4 : unuenxo HC.
cb ®n.0

CBEJIEHMS O PEI'HCTPAIH(IFI

OPTAH IIO CEPTH@IIIKAIII/IPI, 3APEFHCTPI/IPOBABHlﬂﬁ JIEKJIAPAIIHIO
RA.RU.11®MO08 OPIAH IO CEPTH&HMHHH 11POOYKLHH OBIIECTBO C or’ PAHPI’-IEHHOIZV
OTBET CTBEHHOCTBIO "OKPY)KHOFI' [[EHTP KOHTPOJIA KAYECTBA",

adpec 0p2aRU3ayuL: 115280, 2. Mockea, 2. Macmepxoéa, 0. 4, 1 5, nom. I, koM. 1, adpec op2ana no
cepmugurayu: 115280, POCCHA, 20pod Mocksa, VA Macmepxoéad, d. 4, am. 5., men.: (495 )788-02-88, geb-
caiim: oyKK.p@.
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sapoa JTHC»
KepectypH 30-38.
1-803-5556

3A0 «d’apmauemmecnnﬁ
1106 - Benrpus, bypanewiT yi.
Tenedon: (36) .1-803-5554 Tenedaxc: (36)-

CepruduKar KayecTsa Ne.: 4813K/2018./N-DE

Hanmenopanne npenapata: Beraaun’ pacTBop

Cepusn Ne: 667IN1018
Homep anaiuia: KGY/2018/6018
Jara apanuia: 17.10.2018.

[Hoxazamenn KA4ECMEd: Hoay4ennse

pes y.rmmamw !

OnucaHue Npenapara: Coots. Tpeb.

[loaauHHOCTH:
- aKTHRHBII HHTPEAHEHT: Coots. Tpeb.
- caoboHbIA HOL Coors. Tped.

Ko/nuecTREHHOE COREPRANNE

aAKT. MHFPEAHEHTA (TUTpHMETPHR): 1,02 /100 M

pH pacTBopa: 5,0
[l/ioTHOCTH PACTBOPAL 1,03 rima
O6neM COAEPRAMOTE YHAKOBKH! 30.7 ma
MukpoGrOI0IHHECKaR
yueroTa**
- ofiee HHCHO a3POGHBIX

MHKPOOPIaHH3MOB. menee 10T

. oButee yueno rpudos: menee 1071

. Pseudomonas aeruginosa: HE BHIABIEHO
- Staphylococcus aureus. HE BBIABICHO
YnakoBKa: Coots. Tped.
MapkHpoBra: Coorts. Tped.

#x . Henpimania nposossint KaNRCOBIT
roscem Buime HE BKAIOREH B cepmugburam kauecmea

fipoM3BoAUTEIb: 3A0 «G’apmautm‘nqccuuﬂ aapos IHO»
@acoBmHK YITAKOBUIHED
BrinycKalonnil KOHTpaIL

Qupuma 3A0 «hapMaueBTHICCKIA sapop DTHC» (bynaneit

Qupma rapaHTHpyer, 410 KAUECTBO YKA3aHHOTO B
3TUC AHI 2015-2685-RU-01

Képmenn, 18.10.2018. rona
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Sx0/0365

wauecTna: JA0 «@:pm:mwmﬂecmm sapon IHC» 9900,

T
m’pw@nxm npenapar, BrIKOMas €10 ynamsxy B OKOHTPONL KaMeCTBa, ROAHOCTHID COOTBETCTRYET TPCBOBEHE!SM
cpranmmxu;i ﬁpﬂﬂ'iﬁﬂ}lﬁﬂa # KOHTPOAR KavecTad HCKﬂpﬂ'ﬁﬁﬂHMX CpeaAcTE?

1481 MECTHOTO H HAPYKHOTO fpHMEHEHHT 10% 30 M0
JaTa TPOM3BOACTBA 10.2018.
Toaen 10! 10.2021.

Ipefosantii:

PacTBOp WMHO“KO{)K‘!HCBO!‘O usetTa, HE co;xep:xaumi&

B3BEIICHHBIX HITH OCaRAEHHBIX HACTHIL
LipeTnas peakuni nosmxua ObiTh ONOKHTENIBHOR.

KaueCTBEHHAA Peakilitd pomkHa ObiTh oTpULEATeNLHOH

0.85 - 1,20 /100 M (0,85 - 1,20% (m/0) #oa B pacTBOPE)
3.0-60

(1,02 - 1,04) r/mn

ne menee 30,0 ma

we Gonee 10° B 1 1 npenapard

we Gonee 10' B 1 r npenapara

OTCYTCTBUE B | r npenapara

otcyTcTBHE B 1 T npenapara

B COOTBETCTBHH C nopmammtoﬁ noxyuemauacﬁ
B cooTBETCTBHN € HOPMETHBHOH onymemauueﬁ

200 OaA HEPEOIl CepuU, IAMEM aan kaxcoon 10-u ceputt, nOamMOMY OQiiNbliL HORAZAMELE

9900, Kepsena, ya.Marai xupait 65, Benrpus
: JA0 abapmaneBTHUECKHE 38801 IFHC» 9900, Kepmena,

ya.Marsi wupait 63, Benrpua
Kepmeun, yaMara kupai 65, Benrpus

- Beunrpus) TApanTUpyeT, Yo NPOH3BOACTBO VKE3AHHOTO B HACTORLUEN
ASHCTBYIOLIHX «lTpasui
{cGMP).

qacTOAMEM CepTH(uKaTe npenapara cOOTBETCTRYET TPEOOBAHMAM

EGIS

1-p. Bamapxeiin Esa
KeanuhyuudposaHHOe THHD




