AEKJIAPAITVSI O COOTBETCTBUH

AEKJIAPAHT, IPHHUMAFOUIHAI JEKJIAPALIMIO O COOTBETCTBHH

000 "3rucC-pyc”

Ceedenus o pecucmpayuu opeanusayuu: Mescpaiionnan uncnexyus ®edepansroii nanozosoii cayauchvr No 46 no
2. Mocxee 12.04.2007, OT'PH 50777465581 60, dama npuceoenus OI'PH 12.04.2007.

Aopec: 121108, 2. Mockea,yn. Heana Dpanxo ,0.8. Teaegpon:8(495)223-01 -04,¢paxc:8(495)223-01-50

B nuye: I'enepanvnurii Oupexmop Dudpenvu Tamaw

Hosepennoe nuyo: 3unuenxo H.C,, Oosepennocms P-014 om 14.05.2018 .

3AABJSIET, UTO

Aexapcmeennoe cpedcmeo. Femadun, mase ons HapyscHozo npumenenus 10% 20 2, mybor (1), nauxu
xkapmonnste, PY No IT N015282/02 om 18.09.2008 (0ama samenvr 17.01.2018), cepus 353N081 8, napmua
14100 ynaxoeox, 200ex do 01.08.202] » npouzeodcmaa 340 "Oapmayeemuveckusi 3ae00 IIHC ", Benepus,
EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKIIJ]2 21.20.10.158, ko0 TH
B3 3004900001, xonmpaxm Ne 2018/07/23 om 30. 08.2018, uneoiic Ne 1300023 om 01.10.2018

COOTBETCTBYET TPEBOBAHUSIM
II N015282/02-170118

AEKJIAPAITMSI IPUHSITA HA OCHOBAHHUH
npomoxon ucneimarnuu Ne 6472 m om 22.10.2018 HJI 000 HI] "®APMOEBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.OMO8.C25728 om 23.10.2018

3unvenxo H.C.
d.H.0

CBEJAEHHUS O PETUCTPALIUH

OPT'AH I10 CEPTHO®HKAIIHH, 3APErHCTPHPOBABII U AEKJIAPAITUIO )
RA.RU. 11 PMO8 OPTAH ITO CEPTHOHKALIHH ITPOLYKIHH OBL{ECTBO C O, PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. I xom. 1, adpec opaana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockaa, yn. Macmeprkosa, 0. 4, sm. 5., men. (495)788-02-88, ge6-
caiim: oyxx.pah.

AEKJIAPAIIMS O COOTBETCTBHMH 3APE HUCTPUPOBAHA N2 POCC RU JI-HU.®M08.A.04983/] 8
AATA BEEMCTPAIIAU 23.10.2018

ﬂ? /ff Hunenko U.B.
“fonuce Pykosomurens OC




3AO «®@apmauentuyeckuit  samox INHC»
1106 - Bewrpus, Byaanewt yi. Kepecrypu 30-38.
Tenedon: (36) -1-803-5554 Tenedare: (36)-1-803-5556

Cepraduxar kavecrsa No 3988K/2018./NR

Haumenobanwe npenapara:  Beraaus® Mase ais HapYKHOTO npumenenns 10%,

Cepusn Ne: 353N0818 Jara npousseacrea: 082018,

Homep anaausa: KGY/2018/5016 Toaen no: 08.2021.

Hdara ananusa: 04.09.2018.

Horasamenu xavecmsa: Hoayuennvie  Tpeboganun:

DE3VABMAmbI:

Onucanne: Coots. Tpeb. l'oMorennas Mass  KOPHUHEBOFO UBeTA CO
c1abpiM 3anaxoM iona

Mopnuunocts: Coots. Tped. Obpazosanne TeMHO-cHHEro OKpanMBanms

(ysemnasn pearyus ¢ pacmeopom kpaxmaaa)

MoATANHOCTE: Coots. 1peb. CuHas  oKpacka  pacTROpa  He  J0MKHA

(xuMuNecKan peakyus na ce0600BIN {i00) MOABIATHCH B TedenHe 60 cexyHa

Koauuecrsennoe onpeaenenue: 1.05 % Ot 0,85 10 1,20 % akrsBHOTO Hona

(TuTpEMeTPHS )

pH soanoro pacrsopa: 3.9 O13,5104.5

Macea coaepRuMOre ynakoBgu: 2006 r He menee 20,0 ¢

Muxpobuonoruueckas uncrora:’ Kareropus 2

- obmee uncao aspobunix

MEKPOOPTaHHIMOB: menee 10/r  me Gonee 10° KOE® | ¢
- o0uiee 9HCno rpubos: Mmeree 10 /1 He 6onee 10' KOE s | ¢
- Pseudomonas aeruginosa, HE BBIABACHO  OTCYTCTBHE B | T
Staphylococcus aureus: He BRISBICHO  OTCYTCTBHE B | T

Ynakoska: Coore. Tpe6. B cooTBeTeTBHM ¢ HOPMaTHBHOI
JOKYMEHTALHEH

Mapkuposka: Coots. Tpe6. B COOTBETCTBUH ¢ HOPMATHBHOI
JAOKYMCHTAIHEH

' Menmranue MPOBOMAT 1 KK A0M 10-i cepui, HO He MEHee YoM And OaHON CepHH B I'OA.
NosroMy AarHLI ROKA3aTERL MOKET BRITE He BRIIOUCH B CepTHRUKAT kavecrsa, Pupma TApAHTHPYET KAUCCTRO (10 JAHHOMY
HOKa3areso.

Nipomsoamreas: 3A0 «DapmauesTwaeckuii 38804 OTHC» 9900, Kepmenn, ya.Marsam su pai 65, Benrpus
Dacosmak,ynaxonmme: : JA0 «da pumauesTiieckui 3usoa ITHC» 9900, Kepmena, ya.Martww kupaii 65, Benrpus
Bomyexaomuit kontpoas kauecrna: 3A0 «DapmanesTHaeckuii amsos ITHC» 9900, Kepvena, va.Maram xupai 65, Benrpun

Dupma 3A0 «Dapmaueatnuecknii 3ason I HC» (Byaanewt ~ Beurpus) FAPAHTHPYET, YTO NPOH3BOACTRC YKA3AHHOIO B

HACTOAUICM CCPTHOHKATE NPENapaTa, BKIIOYAN ero YTAKOBKY H KOHTPOIL KAYeCTAa, NONHOCTEIO COOTBETCTBYET TPEOOBAHMAM
AeHorsyrommx «fTpasun opranuzawmy NPOH3BOACTBEA W KOHTPONA KaYeCTBA NEKAPCTBEHHRBIX cpencre» (cGMP).

Dupma rapaHTHPYeT, YTO KA4ecTRO YKa3aHHOIO B HACTOALIEM CepTHdHKATe Nnpenaparta cOOTBETCTBYeT
TpeGoBanusM yTBepaensnoi HJI Ne IT N015282/02-170118.

Képmena, 05.09.2018. rona

e
3AG xmwmr:emaqscms dewon HCH

Bysanpwsy - Beprpus
Ko ipxeis Es:
5-p- Bgmapxeﬁm‘s “Ba

KBATHOHUHPOBAHHOL JHLIO
3IkO/0437



