NEKJAPAIIUSA O COOTBETCTBUM

JMEKJAPAHT, IPUHHM AFOIINH JEKJIAPALMIO O COOTBETCTBHH

000 "DIrHC-PyC”
Ceedenusn o pezucmpayuu opzanusayun.; Mexcpaionnas uHCheKyus Dedeparbhoti Han020801 CAYHCObL No 46 no

2 Mocxee 12.04.2007, OI'PH 5077746558160, oama npuceoenuss O'PH 12.04.2007.

Adpec: 121108, 2. Mockea,ya. Hearna @panxo ,0.8. Teneqpon:8(495)223-01-04,paxc.8(495)223-01-50
B nuye: lenepanvuotii Oupexmop Indpervu Tamaw

Josepennoe auyo. 3unvenxo H.C., dosepennocmp P-014 om 14, 05.2018 e

3ASIBJSIET, UTO
nexapcmeennoe cpedcmeo. Ipandakcus, mabnemxu 50 m2 10 wm., ynaxkosxu Avelikogole koumypuele (6), navixu

xapmounvie, PY Ne 11 N013243/01 om 16.09.2011 (dama samenv: 06.1 2.2016), cepun 269440818, napmus
16160 ynaxosox, z0den do 01.08.2023, npouseodcmea 340 "Papmayesmuseckui saeod STHC", Benzpus,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, koo OKIIIT2 21.20.10.235, xoo
TH B3] 3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, unsoiic Ne 5451571 om 21.11.2018

COOTBETCTBYET TPEBOBAHHAM
ITN013243/01-061216 uam. Ne |

JEKJIAPALIMSI IPUHSTA HA OCHOBAHUH
npomoxon ucnsimanuti Ne 7495m om 06.12.2018 HJT 000 HL] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC HU.PM08.C29282 om 06.12.2018

/ 3unuenko H.C.
rioj{face ®.1.0

CBEJIEHMNS O PETUCTPAIIMA

OPTAH 110 CEPTU®UKAIIUH, SAPETHCTPHPOBABIIWH JEK/IAPALIAIO
RA.RU.11®M08 OPTAH ITO CEPTH®HKALIMH ITPONYKIHH OBIUECTBO C OI' PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxkeéa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, 6ed-

catim: oyrx.pa.
JNEKJAPAIUSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HU.®M08.4.09392/18

Hunenko M.b.
Pykosogurens OC
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3A0 «®apmanesTuueckuii 3a803 3THUC»
1106 — Beurpus, Byaanewr, yn. Kepectypu 30-38.
Tenedon: 36-1-803-5554  Tenedaxc : 36-1-803-5556

Ceprudurar kauecrna Ne 5242/2018/LM

Hanmenosanue npenapavya:
Cepun Ne:

Homep anaania:

Java ananuia:

Hoxaamenn xayecmsa.
Onucanne:

MMoaanHHoCTh:

Cpeanss Macea H
OAHOPOAHOCTHL N0 Macce:

Pacteopenne
(Vib.cnermpogomosempus):

[oreps B Macce NPH BLICYWIHBAHNUHN

Mocroponnye npumecn (BOAX):

- mobast LAMHHYHAS MICHT. NPAMECH:

- mobas eAMRNYHag HEeHIEeHT.
HPHMECH:

- C¥MMa npHMeced:

OAnOPOAHDCTL A03HPOBAHHAL

Muxpobuosorudeckan yHcToTa: ™
KoauuecTaeHHoe onipeseieHue
(Y -cnexmpothomomempus):

VYanakoska:
Mapkuposka:

Ipanaakcun” tabaerkn 50 mr 6x10

2694A0818 Jata nponisoacTsa: 08.2018
TAB/2018/2215 ["onen ae: 08.2023.
07.09.2018.

Hoayuennsie pesyasmamsi:  Hopaol:

Coors. Tped.

Coors. tped.
180,1 My

1754 - 1852 mr
101,2-104,0%
X =102,6%
1.9%

menee 0,03%
senee 0.03%

senee (1L.03%
AV;Q =] ,?

Coorg. tped,
50,12 mritaba.

Coors. 1peb.
Coors. Tpeb.

Kpyrauie, niockse TabaeT 8 BHIE JHCKE, Ge10ro i
ceposato-Benoro usera, ¢ ackoli, ¢ rpaBHpoBKCH
"GRANDAX" 14 01HOH CTOPOHE H ¢ PUCKOH Ha Apyrol
cropone. Be3 sanaxa Wi nourn Oe3 3anaxa
Kauectrennas peakuus u YO-cnekrp 10mkibl OuiTh
MONOAKHTENBHEIMEL

180,0 mr £ 7,5% (o1 166,5 20 193.5 Mr)

OTKIOHEHNC OT CPeIHEH Macchl:

ang 90% (18/20) tada. - ve Gonee = 7,5%

nng 10% (2/20) raGn. — ne Gosee £ 15%

He mesee 73% (Q) OT HOMHHANBLHOIO KOJWYCCTRA
NEHCTBYIONIETO BEIHECTBA A0MKHO Nepeiitd B pacTsop
yepes 15 MuHyT

ue Goaee 5,0%

we Gonee 0,20%

He Bonee 0,10%

He Goaee 1.O0%

AV < 15,0 (n= 10), eciH YCAOBHE HE BLINOMACTCA, TO

AV < 150 {n = 30), u aas 30/30 1abnerox KOAHYECTBLHHOC
conepwanne 1efCTBYIOMICIO BEUIECTBA J0/PKHO HAXOMHTLCE B
unrepsaie 0,75xM — 1.25xM

Kareropus 3A

50,00 mr £ 5% (o1 47,50 a0 52,50 mr)
rodusonama/rabnerka (o1 95,0 10 105.0%})

B COOTBETCTBHH C HOPMATHBHOH JAOKYMEHTAUMCH
B COOTBETCTRHH ¢ HOPMATHBHOH JOKYMEHTANMEN

*. HeperyiapHoe HCOBITAHHC, BBHIOIMACTCR JUIS NEPBOA CEPHM CKETOHO0, AaKee IS KaKIA0H [0-ACePH, HO HE MEHEES YEM LIS OJHOM CEpHH B 101

Hposisomarenn: 3A0 «@apmanesTyeckuii 1asoa M HO» 1165, Byaanemr, yir. bexenngenan 118-120, Benurpus
Pacosmmk,ynakosuink: 3A0Q «@apMauentuyecknit 1asoa M HO» 1165, Byaanenir, yiu. Bexensgeann 118-120, Benrpus
BLINYCKa i KOHTPoab KadeeTsa: 3A0 «Papmaucstnycernii sapoa ITHC» 1168, Byaaveury, yu. Bexensenan 118-120, Benrpus

@upma 3A0 «DapmanesTueckudt sasoa I MC» (Byaanewr - BeHipra) rapadTAPYET, 4TO NPOHIBOACTRO YKAGHAOID B HACTOALIEM CepTHHKATE
ApENapara, BKAIONAT €10 YIAKORKY H KOHIPOJb KAHECTBA, HOMHOCTLIO COOTRETCIBYET TpeloBaniisia ACHCTRYIOUIMY «iTpasui opraswianmm
RPOWIBOACTRA # KOHTPOJIR KAUECTRA HEKApCTBeHHLIX cpeactas (CGMP).

dupma rapaHTHPYeY, YT0 KAYECTRO YKA3aHHORO B HACTOALICM COPTH(HKATE TIPENIAPATa COOTBETCTBYET TPeGoBAHMAM
yreepaatunoit HA INO 13243/01 - 061216, a Tarowe Mamenenni Ne L w HA
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