JEKJIAPALIUA O COOTBETCTBHH

JEKJIAPAHT, NPHHUMA FOLIHI JEKJIAPAIIIO O COOTBETCTBHHA

000 "2I'HC-PYC"

Ceedenus o pecucmpayuy opeanusayuu: MedcpailonHas utcnekyus Dedepanbholl HAN02060u Ciyxcowl Ne 46 no
2 Mockee 12.04.2007, OTPH 5077746558160, dama npuceoenus. O'PH 12.04.2007.

Aopec: 121108, 2. Mockea,y:. Heana ®panio ,0.8. Teneghon:8(495)223-01-04,paxc:8(495)223-01-50

B nuye: I'enepaivnviii oupexmop Kuuwmodgp Mewucnas Cryn

Jlosepennoe nuyo: 3unvenxo H.C., doeepennocms P-014 om 14.05.2018 2.

3AABJISIET, UTO
nexapcmeennoe cpedcmeo: Cynpacmur, mabnemxu 25 m2z 10 wm., ynaxoexu sueiikogvle kowmyphvie (4), nauxu

kapmonnwie, PY Ne IT NO12426/01 om 23.08.2010 (0ama 3amerv 15.01.2018), cepusn 4732A0119, napmus
49320 ynaxosox, z00en oo 01.01.2024, npouseoocmea 340 "Gapmayeemuueckuti 3a600 ' HC", Benepus,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, ko0 OKIIT2 21.20.10.256, koo
TH B2 3004900002, kowmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5452258 om 02.04.2019

COOTBETCTBYET TPEBOBAHUAM

11 N0O12426/01-220917 usm. Ne 1

JNEKJIAPAITAS IIPUHSITA HA OCHOBAHHHA

npomoxon ucnsimanuti Ne 2054x om 15.04.2019 HJI OO0 HIJ "PAPMOFOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC HU.@MO8.C38221 om 15.04.2019

LUsT TIEKJIAPALLMH 75.04.2019
WEMCTBUTEJIBHA 10 01.01.2024

-}z 3unuenko H.C.

/ ——

roayMch D0
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CBEJEHUS O PETUCTPAIIUHA

. OPTAH IO CEPTU®HKAIIUH, 3APETHCTPHPOBABIIHI JEKJTAPAIIUIO

RA.RU. 11®MO8 OPTAH ITO CEPTH®HKALIHH ITPOAVKIHH OBIECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH 1JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pood Mockea, yi. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykK.pe.

JIEKJIAPALIAS. O COOTBETCTBHM 3APETMCTPHPOBAHA M POCC RU J-HU.®M08.4.21487/19

Juaenko M.b.

MOAMKCH Pykoeonurens OC
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Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-3556

3A0 «®@apmauesTHueckui  3asoa  3THC»
EG‘S 1106 - Benrpus, byaanewr ya. Kepectypu 30-38,

Cepruduxar kadecrsa Ne 918/2019./Smaza

Hanmenonanue npenapara: Cyn;aac‘rm;‘;‘ rabaersn 25 mr 4x10
Cepun Ne: 4732A0119 Aara nposisoacTaa: 01.2019.
Homep ananinia: TAB/2010/393 T"oneun a0: {11.2024
Jlava anaamiaz 19.02.2049.
Hoxaiameay sauecmaq; Hoayuennsiv Hopmor:
ﬁ?fi[-’.-?b”iﬂ"!b{.‘
Onueanne: Coots. 1peb. Besbie, witit cepoparo-Huime TableTA B BIAE HiCKa © ackoli, ¢

rpasuposkoil "SUPRASTINT na ool cropose 1aliierss u
pHekoi Ha Apyrolt cropore 6e3 wan nouTH Ge3 sunaxa.

Honmunocr: Coota. 1ped. VD-crIeKTpbl HOFIOMEHHR HCHBITYEMOTO H CTRILIAPTHONY

(Y@-cnexmpogromosempusy PACTBOPOB (IPHIOTORIEHHBIX COracHo pasaeny «Konnuectaenioe
oupe;m:!cuncm, CHATHIC QﬂﬁﬂBptMEHKﬂ B ﬂpﬁj{tﬁf’lax JIIHH BOAH OT
200 10 360 M, HOAKHE! HMETH 0AHHAKOBYIO dopMY KpiBoil.
MakcHMyMbL TOFIOWEHIR JOKHB HAXOAHTHCA NP JUTHHE BOIH
230 4 2 uv w314 = 2 M, @ MuspMyM OpH 262 & 2 v

Hoaanunocts: (7C1) Coora. 1peb. OCHOBHOE HATHO HA XPOMATOIPAMME HCTIRITYEMOTO pacTaopa A 1o
imery. REAHYMMHC # 3HAUCHHIO R. AQDKHO COOTRETCTROBETD
OCHOBHOMY HATHY Ha XPOMAETOTPAMME CTAHAGPTHOTO PACTBOPA
openupasMiia nvpoxiopuaa B.

Cpeannn macea: 1973w 200.0 mr £ 7,5% (o1 185,0 20 215.0 Mr)

(inopoanocTs no Macce! Coots. mped. GTKAOHEHHE 0T cpeneit Maceh:
8 90 %o (18/20) vabuerok — ve Bonce & 7.3%;
o 10 26 {2/20) Tabaerox — ne fomee =13 %

Paenaaaemocrs: 4 muu He Gonce 13 mun g pose npy 37 £2°C

Pacrsopenne: 98 99 % He meiee 70% () 0T HOMHHANBHOTG KOANYECTRY ACHCTBYIOUICRO

{Vd-cnexmpodhomaonepusj: Xs=99% BELCTBA TOIKEC nepefity 8 pacTeop st
45 MuHyt.

Poacrsenibie npumecn (B

- npumecs CHaq: menee 0,05 % e Gonee 0.20%

- npumecs CHox: metee (.03 % He Boaee 0,50%

- HEHICHT. FIPHMECH [0 OTACHBHOCTH? 0,1 % ne donee 0,2%

- CyMMa TipuMeceit: 0,12% e Gonee 1,00%

QAo poHOCTE N0INPOBAHMN: AV < 15,0 (n = 10), ecas yeIo8He He BBRIHOHACTCA, 10

{METO TPAMOTO OTIPEAEIEHNN) AVi=34 AV 2 15,0 (n = 30), n ans 30/30 rabaeTor KOMUUECTBEHHOE

conepKanie 1eficTByIOUIEro BENECTRA A0TKHO HAXOARTHCA B
uirepaane 0,75xM - 1,25xM

Ko tHuecTBEHHOE OUpeaAeIeHe: 24,49 mpiratn 25.00 My # 10% (o7 22,5 10 27.5 )
(Va@rcnexnipoghomosepus) XACPOIHPAMURA THAPOXIOpIKAA / TabieTka
Muxpoluonornueckan wncrora't - Kaveropus 3A

Vaawosxa: Coots. yped. B coorserc By ¢ HOPMATHBHON JOKYMEHTALHEH
Mapxkuposra: Coors. 1pel B COOTBCICTBIN ¢ HOPMATHBHON JOKYMEHTaMeH

1 Hepesyanpuoe ucnoumianiie. abinoHREMCS 017 NEPEOL CEPUl eHCEO0MD. Oiwe G KarcOon 1 0-I cepuu, nosnoNY OuHNbIN BOKEIGMETE
MuNCe s Dolltte HE EKNIGUENH & CEPIIDURm Kauecmea, DUPAA 2apaHMUPVEM KAUECmED N OanHoMY HOKAIAME YO

fipowssoaurenn: 3A0 «DapMancarraecwu sasoa HHO: 1165, byaanewt, ya. Bexenneaan HE-120, Benrpun
Daconmuk.ynaropus: ; JAD «Dapmanestiaeckini muon 3THCH 1165, Byaanewr, yi. bexensdenm F18-120, Beurpus
Boinyeraouinit KonTpon kavecraa: 3JAQ cbapmanestuueckni sanon ITHO» 1165, Byaanewr, ya. Bexesndeam 118120, Bearpus

upma JAC abapsanestiseckuil 3ason DFHC (bynanews Benrpss) 1apadiupyer, $i0 SpodIBOACIEO YKAIAHHOMO B HACTORUIEM
CopTHHKATE NPCTAPETA. BKIOUN CI0 VIAKOBKY W KOHTPOIL KaueCTBA, AOAHOCTRE) COOTBEICTRYC rpefonarm aeficTayronms «llpasna
OpranHIELn NPOHIBO/ICTRE W KOHTPOIA KAUCCTBA ACKAPCTREHHMIL epeiicrsy (cGMP).

DupMa FAPAHTHPYEST, YTO KAYECTBO YKABAHHOTO B HACTORNICM CePTHQMKATE 1Ipenapara CoOTReTCTBYET TpeoBanuam
yreepmaensoiit HA [T NO12426/01 — 220917, a raxke Hamenenuio Ne tx H/L
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