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JTEKJAPALIMSI O COOTBETCTBUN

JIEKJIAPAHT, IPUHUMAIOLHI JEKJAPAIIMIO O COOTBETCTBUH
000 "3r'HC-PYC"

| Cgedenust 0 pezucmpayuu opeanuzayuu. Meacpaiionnas uncnexyus @edepansHoil Harozesol caylichut Ne 46 no

2 Mockee 12.04.2007, OI'PH 5077746558160, oama npuceoenus OI'PH 12,04.2007.

Adpec: 121108, &. Mockea,yn. Heana ®Ppanxo ,0.8. Tenegpon:8(495)223-01-04,¢parc:8(495)223-01-50
B nuye: lenepanvuuiil dupermop Suopenvu Tamau

Josepennoe auyo: 3unyenxo H.C., dosepennocmv P-014 om 14.05.2018 2.

3ASABJSIET, UTO

aexapcmeennoe cpedemeo: Jeunok, matnemxu 50 me 60 wm., naxonnl (1), nauku kapmonnwvie, PY Ne I1
N015639/01 om 17.03.2009 (0ama zamenwvr 02.04.2018), cepus 2754N0918, napmun 26200 ynaxogok, 2odeH do
01.09.2023, npouzsoocmea 3A0 "Papmayeemuveckuti 3ae00 DI HC", Benepua, EGIS Pharmaceuticals PLC,
1165 Budapest, Bokenyfoldi ut 118-120, Hungary / 340 "®@apmayesmuveckuii 3ago0 ST'HC", Benepusn, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKIIJ[2 21.20.10.146, ko0 TH B3J]
3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5451786 om (9.01.2019

COOTBETCTBYET TPEBOBAHUSIM
TIN0I5639/01-020418 uzm. Ne |

| TEKJIAPAIIHS TIPUHSITA HA OCHOBAHU U

npomoxon uchetmanuti Ne 150m om 18.01.2019 H/T OO0 HI] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21@JI40, Cepmugpuram POCC HU. ®OM08.C31730 om 18.01.2019

JAPEYPUTISETING JIEKJIAPALIMH 21.01.2019
F RENCTBHTEILHA O 01.09.2023

3unuenko H.C.
D.HU.O

CBEJIEHUS O PETUCTPALIUA

OPI'AH 10 CEPTU®UKAIIMH, 3APETUCTPUPOBABIINM JIEKJIAPAIIUIO

RA.RU.11 OMO8S OPTAH I10 CEPTHOUKAIIHH ITIPOAVKIHH OFIJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opearna no
cepmuchuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxkoga, 0. 4, sm. 5., men.:(495)788-02-88, sefi-
catim: oYyxkx.pgh.

,IIEKJIAPAHHH O COOTBETCTBHUHU 3APEI'MCTPUPOBAHA M POCC RU JJ-HU. ®M08.4.13037/19

@ Hunenko A.b.

NOANUCH Pykosonutens OC




3A0 «@apmanenTHyecKui 33801 3THC»
1106 - Beurpus, Bysamemrt, yn. Kepecrypn 30-38
Tenedou:(36)-1-803-5554  Tenedaxe :(36)-1-803-5556

Ceprugukat xauecrea Ne 5468K/2018/NR

@.
Haumenosanue npenapara:  Jrajaor  rabaerku 50 mr 60x

Cepus Ne: T54N0913 Jara npowssoacrea:  09.2018.
Homep anannsa: TAB/2018/2297 Topen ao: 09.2023.
Jara ananuza: 18.09.2018.
Hoxazamenu kauecmey: Hoayuennvie Hopmsi:
PE3VIbINANBI.
Onucanue : Coots. Tpeb. Besste uau  nowrk  Gedple,  Kpyrable, JBOAKOBBINYKIWE

{fomayoeTe:!
(TCX)

HopananocTs:
(Y@-cnexmpodromorempus }

Cpeausna macea:
OAROPOAHOCTH KO MECCe:

Pacreopenne
{(V®-cnexmpogomosempusn).

fMoteps B Macee NPH BLICYIMBAHMHA:

Poacreennrie npumecu (BIXX):

- mMODas NPUMECh:

- CYMMa nipHMeceii:
MuxpoGnoserndeckan wnerora:'
OAHOPOAHOCTE A0IHPOBRHNS:

Koanuecrsensoe onpeaeicHne:
(V@-cnexmpogomosenpun):
VYnawoska:

Mapkuponka:

Coors. Tpeb.

Coors. Tpeb.

158,4 mr

Coots. Tpeb.

95 - 101 %
Xs=97%
1,3 %

menee 0,05 %
smenee 0,05 %
Coortn. Tped.
AV=34

49,73 mr/Tabn.

CootB. Tped.
Coors. Tped.

TabAeTKH, ¢ PHCKOI HA 0RO cTOpOKE M ¢ rpaBnpoBKol E 434 -
Ha JApyro# cropoue, 6e3 3anaxa

OCHOBHOE MATHO HA XPOMATOIPAMME HCHBITYEMOI0 pacTRopa
110 OKpacke, pasMepam 1 Benuumye R gomkHo
COOTBETCTBOBATL OCHOBHOMY NATHY HA XpOMaTOrpaMme
CTAHAAPTHOTO PACTROPA

Y@ ¢rekTphl NOMNTOUEHHA HCABITYCMOrO H CTAHAAPTHOIO
PAcTROPOB, APHIOTOBIEHHBIX A8 KOANUECTBEHHOrO
onpeaenesna 8 o6nactH o1 200 2o 400 #M 10/mKEL COBNANATS
# HMETH MAKCHMYM MOTAOUIEHNS NIPH ANTHHE BOMEB! 276 2 HM,

160,0 mr + 7.5% (148,0 - 172,0 mr)

nas 90% (18/20) raGnerok — He 6onec = 7,5 %
ans 10% (2/20) Tabnetox — e Gonee + 18 %

He wmenee 75% (Q) 0T HOMHHANBHOIQ  KOJHYCCTSA
ACHCTRYIOHIETO  BEWIECTBAa AQMKHO nepelith 8 pacTsop

3a 30 MuH

#e donee 4,5 %

(m.mqec'meo ﬂpl‘bﬁé’t‘c’fl BHIPUNCEHO & REPECYENIE HO MEMOnpPOIsia
mapmpain)

ue donee 0,3 %

ue donee 0,5 %

Kareropus 3A

AV £ 150 (n = 10), echy ycloBHE HE BRINOJHAECTCH, TO
AV £ 15,0 (n = 30), u as 30/30 1abnerox KOMMYECTEEHHOE
cojepKanne AeliCTBYIOMETO BEILECTBA JOMKHO HAXOAUTHCA B
unrepsane 0,75xM-1,25xM

50,00 Mr £ 5 % (47,50-52,50 Mr) meTonponona raprpara/taba.

B coOTBETCTRHM ¢ HOPMATHBHOM QOKYMEHTAUKEH
B CooTBETCTRUN € HOPMATHBHON A0KYMeHTaIIHEH

T He pe2viaphoe uenstmanie, smnoIHRenics 0 nepaotl ceptii emesuono, daiee 038 Kamool H-it ceput, RGIMOMY QQHHBIE ROKAZAMETD
Momcent Gutms HE S TOYEH 6 uepmun;buxam KUWermed.

Mpoussoantens: 3A0 «Dapmanesruiecinil 1ason DIUCH 1165, Byaanewrr, ya. Bexensdenau 118-120, Benrpus
Dacosuk,ynakosinnk: 1 3A0 «DapmauesTuuecxuit 3anoa ITUC» 9900, Kepmeny, va.Martaw kupait 65, Benrpun
Brinyekaomuil Konrpeas kagecraa: 3A0 «Qapmauestivecknit 3ason ITHC» 9900, Kepmenn, vaMatsn kupait 65, Bencpun

Dupma 3AO «@apmanesTaieckui saron 3HC, (Byaanemrt - Benipua ) rapantupyer, 4T0 NPOUIROACTRC YRA3aHHOT) B HACTORINEM
ceprrdrKaTe NPENapaTa, RKBOYAR €F0 YIAKOBKY H KOHTPO/E KAYECTRA, TOAHOCTHI cooTBetcTayer tpefonanuny aelcTayomux «Fpanui
OPrAHMIGIE NPOUIBOACTEE M KOHTPOIIA Ka4eCTBa AEKapPeTREHNLIX cpeacTss (cGMP).

dupma rapaHTHpyer,

HTO  KadyeCTBO YKasanhHoro B

HactosiieM cepTidHkaTe . Openapata  CoOTBCTCTRYET

tpefosanusam yreepxaennnoil HI TN 015639/01-020418 » aameneanio Nel.

Képmena, 04.12.2018. rona

DK0/0510_1.0
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