NEKJAPAITUA O COOTBETCTBHUU

JEKJAPAHT, MIPUHHAMAIOIHAN TEKJIAPALIMIO O COOTBETCTBHH

000 "3IrHC-PYC"

3apezucmpuposano : MexcpanonHan unCHeKyus @OHC Ne 46 no 2 Mockee OI'PH 50777465581 60 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8. Tenedon:8(495 )223-01-04,paxc:8(495)223-01-50
B nuye: I'enepansuuiii Oupexmop JHOpeHsY Tamaw

Jloeepennoe nuyo: Bacunenxo M.H., doeepernocme P-012 om 07.06.2017 2.

3AABJSET, HTO

nexapcmeenroe cpedcmeo: CynpacmuH mabnemiu 25 Mz 10 wm., ynaxoexku 4euKossie KOHmyprule (2), nauxu
xapmonnvie, PY Ne IT NO12426/01 om 23.08.2010 (dama 3amenvt 15.01.2018), cepus 1706A0218, napmus
97681 ynaxosox, z00ex 0o 01.02.2023, npouzeodcmsa 340 "Oapmayeemuyeckiil 3a600 OI HC", Benzpua,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, xod OKIIA2 21.20.10.256, K00
TH B3J] 3004900002, xowmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5450557 om 09.05.2018

COOTBETCTBYET TPEBOBAHUAM

I1 NOI2426/01-220917 uzm. Ne 1

JNEKJAPAIUS MPUHATA HA QOCHOBAHHM

HpOmMoKOR uchuimarui Ne 3022 m om 18.05.2018 HJT OO0 HI] "DAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC HU. PM08.C14209 om 18.05.2018

JEKJIAPAIIMH 21.05.2018
TBUTEJLHA J0 01.02.2023
—
W Bacunenko MM,
\_Aonnics ®U.0

CBEJEHUS O PETUCTPALIUN

OPIrAH IO CEPTHO®HKAIIUH, 3APETHCTPAPOBABII N NEKJIAPAINHIO

RA.RU.11®MO8 OPTAH [10 CEPTHOHKALHH TPONYKIHH OBLECTBO C OTrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH [JEHTP KOHTPOJIA KAHECTBA",

adpec opeanuzayuu. 115280, 2. Mockea, yn. Macmeproaa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pood Mocxkea, yn. Macmepxoea, 0. 4, am. 5., men. :(495)788-02-88, aeb-
catim: oykK.pa.

COOTBETCTBHH 3APETHCTPHPOBAHA M POCC HU. @MO8./[01359
RAIIAN 21.05.2018 P i
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3A0  «dapmauesTHYEIKHE 3B ITUC»

A |
( EG'S 1106 - Benrpus, Byaanew yn. Kepectypu 30-38.
k4

Tenedon: (36) -1-803-5534 Tenedaxc: (36)-1-803-3556

Ceprudurar kauecrsa Ne 18847201 &/LM

Haumexosawie npenapaTa: Cynpac'mu‘!" rabaerky 25 mr 2x10
Cepusn Mg 1706A0218 Nara npowIBOACTRA! 02.2018.
Homep ananusa: TAB/2018/399 Fonew ao: 022023,
Aara anaania: 28.02.2018.
Tloxazameny Kayecmea: Hoaywennsie Hopawi:
p_egy.-umamu:
Onsncanne: Coors. tpeb. Beipie, 1 ceporato-Oenpie TalieTKH B BHIC JHCKA C hackoi. €

rpasmporkoil “SUPRA STIN ya oanoit cropose TalneTsil i
prckolt na apyroft cropoue Ges wnt nouTH (e3 3anaxa

!i(’x:mmmoe'm: Coot, Tpebd. VOP.crekTphl HONIOWEHIE HCULITYEMOTG | CTRRABPTHONO
(V-cnexmpogomomenipies) PACTROPOB {IIPHIGTORICHHBIN COMIACHO PATACTY sKonuuecrpenio

OUPEARICHIED ). CHATHE OXHORPEMEHII B TIPEACAAN Jaith B o1
200 10 360 HM. AMKHLL HMETH GAHHAKOBY IO (OpMY KPHBOH.
MaxcHMyMbl IOTIOMISHHS J0INKHE HAXOINTHCS NPH UIHHE BOAH
230 % 2 v v 314 & 2 v 8 MusHisy™ TpH 262 = 2 HM.

Mogamnnoctu: (7CY) Coorre. 1ped. OcHOBHOE NATHO HA XPOMATOTPAMME HCIRITYEMOTO PACTBOPA A 10
UBeTY, BEAIIHIE 7 3Haueni0 Re BOKRD COOTRETCTEORATS
GCHOBHOMY TIHTHY H XPOMGTOTPAMME CTRIIEPTHOND PACTROPA
wioponupamesa rnapoiopias B.

Cpennsn macca: 197.9 s 2000 mr + 7.5% (o1 185,0 a0 215.0 M1}

(e poHecTh N6 Macee: Coore. 1ped. OTKIOHERHE OT cpenell Maccsl!
s 90 % (18/20) radacyox — ne Bosec & 7.5%;
umt 10 % (2/20) TabreTox - ke Gonee £15 %

PacnaaaemocTs! 5 aeunl He Gonce 15 vmun 8 roje npu 37 £2°C

Pacrsepenue: 49,8 - 162,0% He menee T0% (0} 0T HOMHHAIBLHOTO KOMIMECTBA ACHCIBYIONILIO

(YD -cnexmpothomormepus: K= 100,8% BEHICCTRY SIOIRHO nepefity 8 pacTROp 1a
45 MunyT.

Poacrsestipie npuvecn (BOHKX):

- npumecs (Hag: setiee 0,05% e Boaee (L.20%

- npusecs CHox: senee 1L05% ue Gonee 0.50%

- HCH/CHT. IPUMECH RO OTIALABHOCTIE senee 0.1% we Gonee 0.2%

- CYMMa TIPUMECEi: metiee 0,05% ne Gonee 1,00%

OnnepoantCTE 10 HPORAHNR AV < 15,0 (n = 10). cCiti YCAOBHE HE BRINOAHACTCR, 10

{MET0 NPRMOTC ONPEABICHIB) AVi=49 AV < 15.0 (n = 30% 1 i 30/30 1alaeTor KOIHHECTRCHHDS

cosepratie ASHCTBYIONIETO BEIECTRE JI0KHO HAXOAHTLEN B
wrepsase 0.75xM - 1.25xM

KoandecTsedsioe oppeie cHne: 24,99 mr/rabs 25.00 mr £ 10% (o1 22.5 20 27.5 Mr)
(Vipcnexmpodomaonepust) XTOPOIHPAMHEHY PRAPOXIOpIAZ [ TalneTra
Muxpobuoioruuecnan aperera’: Cooye. 1ped. Kareropus 3A

Yanawoswa: Coorn. 1peb. B coOTRETCTRN ¢ HOPMATHEHON JOKYMEHTARNCH
Mapruponra: Coora. Tpeb. B CoOTHETCTRI ¢ ROPMATRBHON A0KYMeHTAIICH

Vs Hepe sy isapuoe UCbInanue, Sbin0aHAENICA 00 NEPEOE CEpUN CHCCZOONG, daaee OaR KuxcOnil P00t cepui, ROYMOMY (NI NOXAZAINETL
MORCEH Ghlifb #E GRAOHEH 8 CEPIMLURAm Kaiecmsd. SupMa LAPAHMEPYEm KAuECmeo 1o DaAnHOMY AL KAIAMETI.

iposssoanTess: 3AQ «Dapmaucsinueckuil 1anoa FHC» 1165, Byaanemr, va. beweusde/ian 118-120, Benrpaa
Dacosummr,ynaropug: : JAD «c@apuauenrnueckud 13801 ITHC» 1165, Byaanemr, vi1. bexebein 118-126, Benrpus
Boinyckatomnii KOHTPoAS KauerTea: 3A0 «apmauenrnueckuil 1asoa I 1165, hyaanewmy, y1. bexenndesaan 118-120, Besipus

Gupma 3A0 «hapmanesTHIcckul 3a501t SIMC» (Byaanewrt ~ Beurpus) TapaHTHpYeT, HIO fIPGHIBUACTRC VEA3AHHOTC B HACTURLLEM
ceprdiKaTe NPENAPATA, BKIAONAR CrO YIAKOBKY H KOHIpOIL KARECTRIL NOMNOCTLIO coOTBETCTBYeT TpedDBaniis ACicTBYIONIY «llpasun

OPrARMIALIN BPOKIBOACTBA 1t KOHTPO/N KAMCCTRA ICKAPCTREHHLIN epencren (WGMP)
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