TEKJIAPAIIUSL O COOTBETCTBHHA

JNEKJIAPAHT, HPPIHHMAIOIIH/II}’I IlEKJlAPAIIHIO 0 COOTBETCTBHUH
000 "3rHC-PYC"
Ceaedenus 0 pesucmpayuy OpeaHusayuu. Meoicpationnas wHCnexyus Dedepanbrol nanoz060i caydicher Ne 46 no !
2 Mockee 12.04.2007, OTPH 5077746558160, oama npuceoenui OrPH 12.04.2007.
Adpec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8. Teﬂe¢0u:8(49§)223-01 -04,¢axc:8(495)223-01 -50

| B nuye: Ienepanbrviil dupexmop Cupyucko O.B.
Jlosepernoe MUYo. Sunuenxo H.C., 008epeHHOCIb P-014 om 14.05.2018 2.

3ASBJSIET, UTO

nexapcmeenroe cpeocmeo: Deunox, mabnemxu 50 M2 60 wim., raxorst (1), nauxu KapmonHyie, PY Ne IT
N015639/01 om 17.03.2009 (0ama 3amenvl 02.04.2018), cepua 3115N1118, napmus 25850 ynaxoeok, 200ex 00
01.11.2023, npouseodcmsa 340 "Dapmayeamuseckuil sa600 DTHC", Benzpus, EGIS Pharmaceuticals PLC,
1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340 "Dapmayesmuyeckuii 3a600 DTHC", Benzpus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKIIA2 21.20.10.146, ko0 TH BBH
3004900002, xowmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5452068 om 01.03.2019

COOTBETCTBYET TPEBOBAHHAM

1T N015639/01-020418 uzm. Ne 1

JEKJIAPAIINSA [IPUHATA HA OCHOBAHHUU

npomMoKon ucnvimanuii Ne 1416m om 1 3.03.2019 HJ1 000 HI "pAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®OM08.C35887 om 1 3.03.2019

JIEKJIAPAIIAA 13.03.2019
i CTBUTEJBHA 10 0/.11.2023

3MHYECHKO H.C.
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CBEJIEHUSI O PETUCTPAIINH

OPT'AH IO CEPTUOUKALIUH, 3APEI‘PICTPHPOBABIHHH JNEKJIAPAITHIO

RA.RU. 11 ®MO08 OPIAH 11O CEPTH®HKALJHH ITPOL VKIJHH OBUJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec op2anusayuu; 115280, 2. Mocxea, yn. Macmepkoéd, . 4, sm. 5, nom. I, xom. 1, adpec op2ana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yi. Macmepxoea, 0. 4, am. 3., mel. :(495)788-02-88, 6¢6-
caiim: oYKkK.pa.

JNEKJIAPAIIAS O COOTBETCTBUH 3APETHCTPHUPOBAHA M POCC RU -HU.®OM08.A.18433/19
JATA RPEEIEC PALIMIM 13.03.2019
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Juneuxo U.B.
OJITHCh Pyxosoautens OC ‘;




3A0 «DapmaneBTHIeCKHH 33807 IHC»
1106 - Bewrpus, byuapemrt, VI Kepectypn  30-38.
Tesnedon:(36)-1-803-5554  Tenedaxe :(36)-1 -803-5556

Cepruduxar kauecrsa Ne 1004K/2019/NR

HauMenoBaHHe npenapaTa: Iraaok” radaerin 50 mr 60x

Cepus Ne: 31I5N1118 Jlara npouwssocrsa: | 1.2018.
Homep aHaIN3A: TARB2018/3065 Tojen ao: 11.2023.
Jara anaan3a: 30.11.2018,

Hoxazameu Kauecmed: Hojy4ennsie Hopmbi:

pesyapmanel:

Onucanne : Coors. Tpeb. Bensie wWnn  mouTH  Oensie,  KPYrisie, NBOSKOBBITYKIbIE
TalAeTkH, ¢ pHCKOil HA OfHOMN CTOPOHE H € rpasuposkoif E 434 -
wa Apyroil cropone, Ge3 3anaxa

TloAAHHHOCTD: Coots. Tpeb. OcHOBHOE NATHO HA XPOMATOrPaMMe HCMEITYEMOro pacTsopa

(TCX) 110 OKPACKE, PA3MEPAM H BETHHHHC Rf pomxuo
COOTBETCTROBATH OCHOBHOMY MATHY HA XPOMATOTRAMME
CTAHAAPTHOrO PacTBOpa

TTopnuunocTs: CooTs. Tped. Vb crexTpsl NOTICIIEHHA HCTHITYEMOTO ¥ CTAHGAPTHOTD

(Vb-cnexmpogomomempus ) PAcTsOpOB, APHTOTOBICHHBIX 113 KOAHHECTBEHHOTO

onpeaenerus B obnacTh T 200 o 400 HM JOMKHBL COBHANATE
1 UMETH MAKCHMYM NOrAOUIEHHA NIPH [UIHHE BOTHRL 276 % 2 uM.

Cpennas Macca: 158,0 mr 160,0 mr £ 7,5% (148,0 - 172,0 mr)
OAHOPOIHOCTS TI0 Macce: Coots. Tpeb. aas 90% (18/20) rabaerox - He Gonee = 7,3 %
s 10% (2/20) TabneTok ~ He Gonee+ 15 %
Pacrsopenne He wmemee 75% (Q) or HOMHHAIBHOIO  KOAHYECTBA
(V@-cnexmpodomormempual. 95 - 100 % AeHCTRYIONEro  BEUWlECTBA  OMKHO nepefiTH B PacTBOp
X.=97% 3a 30 Mun
TloTepst 8 Macce IPH BBICYIHBARNME: 1.0% He Gonee 4,5 %
PoacCTBEHHBIE NPHMECH (BIXKX): {KomuMecmao npUMecel EpIPUNCERo & nepecueme W MEMONpoOIesd
mapmpant}
- moBax npHMeECh: menee 0,05 % se Gonee 0,3 %
- CyMMa npHMeced: menee 0,05 % we Gonee 0,5 %
Muxpofuoiornyeckas ancrora:’ Coora. Tpeb. Kareropus 3A
OaHOPOAHOCTL JO3HPOBAHME: AVie=3.1 AV < 150 (n = 10), ecnu ycnosue HE BBITONHACTCH, TO

AV < 150 (n = 30), u nas 30730 TabneroK KONHYeCTBEHHO
cofepianie AeHCTBYIOMETO BEWIECTRA JOMKHO HAXOAWTHLCH B
unTepsane 0,75xM-1,25xM

KoanuecTaennoe onpeeienie: 49,55 mr/rabi. 50,00 Mr £ 5 % (47,50-52,50 Mr) MeTORPON0AA raprpara/Taba.
(V@-cnexmpohomomempus):

Ynakobkra: Coots. Tpeb. B COOTBETCTEBHE C HOPMATHBHOH JoKyMeHTaUHEH
MapkupoBxa: Coots. Tped. B COOTBETCTBHY ¢ HOPMATHBHOR JIOKYMEHTAIHEHA

i He peayarpuoe ucnsimanue, EoinOMMAEMCA O NEPEOH cepuu encecotny, danee AR KAXCOUE 1011 cepun, no3MOMY OaHHbLE HOKGIEMERY
Odcem Boimy HE BKIOUEH 6 CEPMUPUKUN KANECMAA.

Mpousoaureis: 3A0 «DapmatieBTHYeCKHI 33801 FUCH 1165, Byaanewrr, yi. Bexenbpeann 118-120, Benrpus
®acosmmk,ynaxosmuk: : 340 «®apmanesTuyeckuii sanon ITHCH 9900, Kepmens, ya.Matau kupait 685, Beurpus
Boiayckarumnii KOHTPOIL KayerTaa: A0 «DapmMaueBTHIECKHH 38B0A PO 9900, Kepmenn, ya.Marau kupai 65, Benrpun

dupma 3A0 «Dapmanes rwuecknit 2asoa DTHC» (Byaanemt — Benrpus) rapantapyer, 910 [POMIBOACTS) YKAIAHHOTC B HACTORLLEM
cepTHdMKATE TPENAPATA, BRI0YAR €10 YIAKOBKY H KOHTPO/Ih KAYECTEE, NOAHOCTEIO cooreeTcTByeT TpeGoBannaM JCHCTBYIOWMX «lipanun
OpraNH3ALHA POA3BOICTEA H KOHTPOJIA Ka4eCTBa JIEKapCTREHHENX cpencrer (cGMP).

dupMa TrapaHTHpYeT, YTO KAuecTeo yKa3aHHOYO B HACTOSLIEM cepTMUKaTe npenapara COOTBETCTBYRT
tpeboBaniaM yTBepKACHHHOH HA TN 015639/01-020418 n navenennio Nel.

Képmenz, 25.02.2019. rona
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