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| \ JNEKJAPALIAS 0 COOTBETCTBUH

JIEKJIAPAHT, HPHHHMAIO]HHﬁ JIEKJIAPAITAIO O COOTBETCTBHH
- 000 "ICHC-PYC"
'{ Caedenus 0 pesucmpayui op2anu3ayuil. MedicpaiioHHAS UHCNEKYUA DedepanbHol nano2060ti c1yschor Ne 46 no
| » Mockee 12.04.2007, OTPH 5077746558160, oama npuceoenus OrPH 12.04.2007.
¥ Aopec: 121108, 2. Mockea,yn. Heana Ppaiko ,0.8. Teﬁeqb(m:8(495)223-0}-04,(})6;;«:.'8(495)223-()}-50 |
B nuye: I'enepanvbviil Qupexkmop Kuauumogp Mevucaas Cryn
| Josepennoe zuyo: SUHYEHKO H.C.. dosepennocmy P-014 om 14.05.2018 2.

N

|| 3ASIBJSIET, UTO |
| | nexapcmeennoe cpedcmeo: [Jone2um, mabnemxy 250 m2 50 wm., praxonet (1), navku xapmonnvie, PY Ne Il
‘ N012744/01 om 30.11.2011 (0ama 3ameiibi 19.07.2018), cepus E610N0319, napmus 19680 ynaroox, 200eH 00 |
; 01.03.2024, npouzeodcmea 340 "PapmayesmuuecKuil sa600 DIHC", Benzpua, EGIS Pharmaceuticals PLC,
|| 9900 Kormend, Matyas kiraly ut 63, Hungary, ko0 OKIT{2 21.20.10.142, koo TH B3/ 3004900002, koumpaxm 5
\ | Ne RUS 1/08.11.2013 om 08.11.2013, unsoiic Ne 5452602 om 03.06.2019

|

L COOTBETCTBYET TPEROBAHUAM
11 NO12744/01-190718 uzm. Ne 1 om 04.02.2019, uzm. Ne I om 11.04.2019 |
| JEKJIAPAIIUA IMPUHATA HA OCHOBAHHH
| npomoxorn wenpimanuii Ne 3272m om 1 8.06.2019 HJ1 000 HL] "®A PMOBOPOHA", ammecmam |
E axkpeoumayuu POCC RU.0001.21®JT40, Cepmudguram POCC HU.(PM08.C42260 om 18.06.2019 ‘
N | \
l L ﬂATAHPHHHTﬂ?I JEKJIAPAILMH / 9.06.2019
2 )IEKJIAPAIIH}I ﬂiﬁ?lCTBHTEJIBHA JTO 01.03.2024 1-
]
| . -  BwmemoHC, |
|
CBEJEHUA O PETMICTPALIAU | \
! l‘ OPTAH 1O CEPTUOHUKAIIUH, BHEFHCTPHPOBABIIII/I]'J IIEKJIAPAI],HIO ‘
!‘ | RARU.I ®M08 OPTAH ITO CEPTHQHKALJHH ITPONYVKLHA OBIECTBO C OIPAHHYEHHOH ' \
| | OTBE TCTBEHHOCTbHIO "OKPYKHOH LIEHTP KOHTPOJIA KAHECTBA", |
aodpec opeaHusayuil 115280, 2. Mockea, yn. Macmeprosa, o. 4, am. 5, nom. I, kom. 1, adpec opeana no ‘ |
|

| cepmucpurayui: 115280, POCCHA, 20pod Mockea, ya. Macmeproed, 0. 4, sm. 5., men.:(495 )788-02-88, eed-

| catim: OyKK.pQ. \

- AEKJIAPALIMA O COOTBETCTBHH 3APEFMCTPHPOBAHA A POCC RU I-HU.®M08.A.2 7443/19

| NATATPRTHCTRAITAM 19.06.2019 |
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JAQ  «dapMaleBTHYCCKHE  3aBOX Elgiien
1106 - Benrpus, bymanewr, yn. KepectypH 30-38.
Tesedon: (36)-1-803-5554 Tenedakc :(36)-1-803-5556

Ceprudurar Kavecrsa Ne 1970K/2019/MSM

HanmenoBanue npenaparTa:
Cepnsn Ne:

Homep anaau3a:

JlaTta anaansia:

Horazame il Kaugeemead

Onncanne:

loaasHoLTL: (Y d-crekpodoToMSTRHA)

Hoaauunocts: (7CX)

KoauuecrBeHHOR ONpeaeieHne;
(V®-cnexrpodoToMepia)
PoncraeHabIC IPHMETH (BKXY
- 3oMETOKCHMETHILION A

- 3 4. ARMOTOKCHMETHIA0 AL

- Tapamerokey” coeanieHue:

- CYMML HACHT. TIPHMECTH!

- AHHMYHAY HEHIAEHT. NPUMECH!
- cymma ripamceei:

(peanas macea:
OaHopoIHOCTH N0 MaACE:

Bona: (Memoo K. dnauepa)
Pacrsopenue (Y O-crekTpodoroMerpis)

OAHOPOAHOCTH A0IHPOBAHHR:
(PacueTHO-BECOBOH METON)

MuKpolHOIOTHHECKAR gucrorals
YnakosKa:
MapxupoBra:

Homernt® radaerkn 250 mr 50x

E61ONO319
KGY/2019/2865
14.05.2019

Hpay 4enusie
pe3VABIanibi;
Coots. Tped.

Coora. Tped

Coors. 1peb.

249 3 mr/irabi.

menee 0,03 %
venee 0,03 %
senee 0.03 %
venge 0,03 %
senee 0,03 e
menee 0,03 %
35046 wm
Coors. 1ped.

10,18 %
8088 %
Xe=84%
AV =32

Coots. Tpel.
Coors. 1ped.
Coors. Tped.

03.2019
(2.2024

Jlata npoM3BOACTBAT
Foaen qo:

Be/bie WK CepoBaTO-0eibie. KPYIIIHIE NIOCKHE rabaetn ¢ Qackol,
¢ rpasnporkoii DOPEGYT ua oanolt cropone Tadnerku, 0es M
pouTy G 3anaxa

V@-crigkTphi  DOTI0MICHHEA MCTILITYEMOIG W CTHAAPTHOTO
PACTBOPOH, CHETHIC B ofnacTi aaun BonH or 200 o 400 mM.
AODKHE! HMCTh MAKCHMYM TIOITIOMEHHA TIPH O1HOM K TOH XKe JLIKHE
BOJIHBE.

Ha xpoMarorpamMme HCABITYEMOrO pacTsopa YA OCHOBHOE TIHTHO
AOMKHO IO UBETY. DAIMCpaM M BENHUHHE Rf COOTBEICTBOBAIH
OCHOBHOMY IATHY Ha XPOMATOIPAMME CTAHAAPTHOTO PACcTROPa ki 5
250.0 Mr £ 5 % (o1 237.5 720 262.5 Mr)

Gessoatol MeTaanonsy/Tadnerka (07 95.0 a0 105.,0 %)

ne Goaee 0.3%

e Goaee 0,1%

ne oaee 0,1%

ie Gonee 0,7%

se donee 0.1%

ne Goace 1,0%

350.0 Mr & 5% {or 332.5 1o 367,5 Mr)

18720 taba. - ne Goaec £5%;

2720 1aba. — He Goaee = 10%

ye Goaee 12,0%

He senee 75% (Q) 0T HOMHHATLHOTO KOJIMHECTRA JEeRCTBYIOLICTO
BENICCTBA AOKHO NEPEHTH B pacTBOP 33 435 MHHYT

AV < 15.0 {n= 10), €cay yCAOBHE HE BRINOIHACTCA, TO

AV < 15,0 {n = 30), u a0 30/30 rabaetok KOJMHHECTREHHOC
cofepanue AelicTRYIOMEro BEUECTR HOMKHO HAXOAHTHCH B
wirrepeane 0,75%M - 1,25xM

gareropis 3A

& COOTBETCTRUM ¢ HOPMATHBHOH nokyMenTatmeti

B COOTRETCTBHHU C ii()]’!.’khl"ﬁ'“ﬁ}ﬂ)ﬁ JIOKY \!GH‘T'&ilHei‘!

{ . He peiyanprie HORbIaHUE. SHIHOAHACHICR (AR NEPEOU CEPUU EOXERVDRD, datee QN Kaucooll 10+ cepuie nOSmasy’ SAHRBIT ROKAIAMCTH MOSCER

Suitin HE BAOUEH 8 CEPMUQUREm Ravecmsa. Pupsa UPANMUPY

ent KAYeCmen n,n\z’napam(: G HRGMY HOKAATNE RS,

fipouspoanieib: 3JA0 «Dapmaucnl waeckiit sapoa M HC» 9900, Kepmeni, ya.Mavaw kupai 65, Benrpus

PacosmmK.yHaKkosmHK: 1 JA0 wbapMatenTHuECKHE

Brinyc ka0l KOHTpoab KaUecTa: A0 «cbapmanesTHIECKNH

Gupma 3A0 wbapuanesTHIECKHit 3a80a Ue
Apenapata, BRAKKAS €ro YNAKOBKY H ROHTPOIL
NPOM3ROACTEY H KOHTPOAR KAuCUTRA ACKapCTEEHHBIN CPEACTBY {(cGMP}

DupMa rapaTHPYET, 10 KAYECTBO YKA3AHHOTO B HAC
vrsepmaennoit HA Ne IN012744/190718 » navenenmo

Képmena, 23.05.2019 roaa

samo I HC» 9900, Kepwews, ya.Mavam wipai 65, Beutpua
sapen I HOH 9900, Kepmew, va.Marim wnpai 65, Beurpuas

» (Byaaneurt ~ BEHIpuA) rapasTipyer, 410 (IPOMSBOICTR0 YRABANHOTO B HACTOMNEM cepradurare

KawecTRA. MOAHOCTEID COUTBETCTBYET TPEBORAHHAM Achicraviommx  «liparil oprassaunn

rofmem cepTHQHKATS HPENapaTa COOTRETCTRYET TpefaBAHMAM
No 1 o1 04/02/2019 w o7 11/04/2019.
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