JNEKJAPAIIUSI O COOTBETCTBUHA

JAEKJIAPAHT, MPHHUMAIOLIINAN JEKJAPALIMIO O COOTBETCTBHHA
000 "3T'HC-PYC"

Ceedenus o pezucmpayuu opzanusayuu; Mexcpationnas uncnexyus Dedepanvroil Hano2060t cayxcbvt Ne 46 no
2 Mockee 12.04.2007, OT'PH 5077746558160, dama npuceoenus OI'PH 12, 04.2007.
Adpec: 121108, 2. Mockea,yn. Hearna ®panko ,0.8. Tenegpon:8(495)223-01-04, paxc:8(495)223-01-50

B nuye: Ienepansuuiii Oupexmop Snopenvu Tamaui
Jlosepennoe nuyo: 3unvenxo H.C., doeepennocmo P-014 om 14.05.2018 2.

3AABJISIET, UTO
nexapcmeennoe cpedcmeo: Cynpacmun, mabnemxu 25 m2 10 wm., ynaxosku Avelikogble KOHmMYpHbie (2), hauku

xapmonnsie, PY Ne IT N012426/01 om 23.08.2010 (0ama samenwt 15.01.201 8), cepua 2439406 18, napmus
96320 ynaxoeox, 200en do 01.06.2023, npouseodcmea 340 "“Dapmayesemuyeckuii 3a600 SI'HC", Benzpus,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, koo OKI[/[2 21.20.1 0.256, koo
TH B2J] 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5451363 om 09.10.2018

COOTBETCTBYET TPEBOBAHHUSIM
I1 N012426/01-220917 uzm. Ne 1

JNEKJIAPAIIUS ITPUHATA HA OCHOBAHUH
npomoxon ucneimarnuii Ne 6443 m om 19.10.2018 HJT OO0 HI] "®APMOEOPOHA", ammecmam

axkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.PM08.C25652 om 22,10.2018

,4/7/ / 7 3unuenko H.C.

E#{u% O.H.0

CBEJIEHHS O PETUCTPALIUUA

OPTAH MO CEPTU®UKAIINH, 3APETHCTPUPOBABIINHI JEKJIAPALIHIO

RA.RU.11 ®M08 OPI'AH 110 CEPTHO®HKALJHH ITPOAYKIHH OBLJECTBO C OTrPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPV)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no

cepmuguxayuu: 115280, POCCHA, 20pod Mocxaa, yr. Macmepxoga, 0. 4, am. 3., men. :(495)788-02-88, geb-

catim: oykK.pQ.

NEKJIAPALIMS O COOTBETCTBHH 3APETMUCTPUPOBAHA & POCC RU J-HU.®M08.A.04810/18
AL T ALTAH 22.10.2018

Junenro U.b.
noanuée Pykosoautens OC




A 3A0 «®DapmauenTuyeckudi  3ason  ITHO»

( EGIS 1106 - Benrpus, bynanmewr va. Kepectypu 30-38.
e

Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

Ceprunuxar kauecrsa Ne 4535/2018 /Smaza

Hanmenosanne npenapara: Cynpactun® tabaerkn 25 mr 2x10

Cepusn Ne: 2439A0618 [ara npowssoacysa: 06.2018.
Homep auannia: TAB/2018/1735 Poaen ao: 06.2023.
Hara ananua: 05.07.2018,

Hoxazamenu xauecmea: Hoayuennsie Hopasier:

Onucanne:
Hoaauunoers:

(Y@-crexmpoomomempus)

Hleaauunacte: (7C0)

Cpeannn maces:
Onnopoanoers no macce:

Pacnajaemocrs:

PacrBopenue:
(YD-cnexmpaodomomepusn):

Poacreennnie npamecy (BOXX):

- npumecs CHaq:
- nipumeck CHox:

- HCHACHT. [IPHMECH A0 OTACHBHOCTH!

~ CYMMa fIpHMECei:
Oanopontocts A03HPORAHNS:
{METOJI APAMOrO ONPEACTCHIN)

Konanuecrsennoe enpeaeacuue:

(¥ @-cnexmpogomomepus)

Muxpoluooruueckas uncrora’:

VYnakoska:
Mapruposxa:

pE3YTOIMAnTSL:
Coors. 1peb.

Coors. 1ped.

Coors. Tpeb.

197.8 mr'
Coors. 1ped.

3 mun

96.5 - 104,1%
Xs = 100,0%

menee 0,05%
menee 0.05%
0,1%

0,15%

AVm'—‘f‘J,K

25,08 mr/Tabn

Coors, 1ped.
Coots. Tpeb.
Coors. 1pef.

benste, wan ceporaro-Geasie Tabnerk B BHAE AHCKa ¢ dackoil, ¢
rpasuposkoit "SUPRASTIN™ na onnoil cropone tabnersy u
prCKoH 1a apyroit cropose Ge3 win nowti 0e3 3anaxa.

Y®-crnexrpsl NOTIOMEHNS HCNBITYEMOFO H CTRHAAPTHONO
PAacTBOPOR (NPHIOTORACHHBIX cOlacHo pasaeny «Konwuecrsennoe
CUPCACICHEED), CHATHIE OAHOBPEMEHHO B HPEAEAAX AAHH BOIH OT
200 70 360 1M, 20/Hb! HMETH OHHAKOBYIO (JOPMY KDHBOI.
MakcHmyMbl TOFIOWCHHH T/DKHB HAX0HTLCS NPH JUIHHE BOAH
239+ 2um 1 314 £ 2 uM, 8 MUHNMYM TIpH 262 + 2 M.

OCHOBHOC TIATHO HA XPOMATOIPAMME HCTIMTYEMORO PacTsopa A no
lme'ry. BCAHYHHC 4 3HAUCHHIO Rf JOFKHC COOTBCTCTBOBATL
OCHOBHOMY HATHY HA XPOMATOrpaMMe CTAHAAPTHOIO PACTBOpa
XIopotMpasuna ruapoxiopuia B

200,0 Mr £ 7,5% (o7 1850 50 215.0 M1}

OTKIOHEHHE 07 cpeineil Macest:

s 90 % (18/20) rabaerok — ne Gosee £ 7,5%:

ana 10 % (2/20} Tabnerok — e Gonee =15 %

He Gosnee 15 mun 8 Boae npn 37 £2 °C

He menee 70% (Q) 0T HOMHHANBHOIO KOIHYECTBAE ACHCTBYIONETO

BEHIECTBA JONKHO HepeiTi B pacTeop k)
45 munyr.
ue Gonee 0,20%

He Goace 0,50%

ne foaee 0,2%

He fonee 1,00%

AV < 15.0 (n = 10}, ecnu yenosue He BHAOIHACTCA, TO

AV < 15,0 (n= 30}, u ans 30/30 1a63¢TOK KOMMYCCTREHHOS
COCPAEHHE JCIICTBYHOLICTD BEHIECTBA A0MKHO HAXOAHTLCH B
unrepnane 0,75xM — 1,25xM

25,00 mr 4 10% (o1 22,5 20 27.5 mr)

XAOPONHPAMHHE THAPOXICPHAA / Talierka

Kareropus 3A

B coorrercrann < %{UpMﬂ.THB[i(}ﬁ ﬂDK)’ML‘HTi}HﬂCﬁ

B coorBeteTBUM ¢ HOPMAaTHBHON TOKYMEHTRIHEH

1 » N . s p .
- Hepecyaaproe ticnoimanue, $oinoansemca 68 nepol cepu exce20010, duiee Oar xaxcoon 0.4 CEPULE. ROINOMY OAHHBIE HOKQ3AMETs
MOJCEN Grlib HE SIIIONCN & Cepmuhukan kavecmaa. DupMa 2apaumupyent Kauecmeo no GanoMy OKAIAMEN.

fponisoantens: 3A0 «Dapmsucsrnueckuii 1asoa I HC» 1165, Byaanewr, v, Bexenndenna 118-120, Benrpun
Dacosmurynakosink: : 3JA0 «Papmanesruseckuii :anoa I HC» 1165, Byranewsr, ya. bexensdean 118120, Benrpun
Brnyexkawmui konrpoas kavecrsa: 340 «®apmauesruuecknil 3apoa ITHC» 1165, Byaaneurr, v berensdeaasn 118-120, Benrpus

®upma 3A0 «Dapmanestuvecknil sason DHC» (byaanewrr — Beuwrpus) rapamrupyer, 4ro HPOMIROACTBO  YKA3AHHOIO B HACTOALCM
COPTHOHKETC NPENapaTa, BIIOMAR €10 YIAKOBKY M KOHTPONL KAMECTRA. MOJHOCTRIO COOTRETCTRYeT TpeGOpanmsm aeficrayiomx «lIpasua
OPFraHnIatHK NPOHIBOACTBA H KOHTPOIN KEYCCTRA ICKAPCTBENHRX Ccpeactey (cGMP)

Dupma rapaHTHpyeT, 4TO KAUCCTRO YKAIAHHOIO B HACTOALIEM cepTudukare npenapara couTBeTCTBYeT TpefoBanam
yreepaaennof HA I NO12426/01 - 220917, a rawe Mavenenmio Ne |k HJL

A

Bymanewr, ‘.5 ((

JAO-wapmauerTHacckuR Tamos ITHC - 450

roda

Byaaneiry - Benrpis

DkO04187<

A

Cramecrepne [1p. Kum Jprxa
Kpanudhummpopannoe nuno
& EGIS
ol




