AEKJTAPAIIUS O COOTBETCTBUU

AEKJTAPAHT, NPUHUMAIOIIHIA JEKJIAPAITHIO O COOTBETCTBUM
000 "BI'HC-PYC"

3apezucmpuposaro : Mesxicpaiionnas urcnexyus OHC Ne 46 no 2. Mocxse OIPH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yn. Heana Opanxo ,0.8. Teneqpon:8(495)223-01-04, parc:8(495)223-01-50
B nuye: I'enepansuviii dupexmop Sudpenvu Tamaus

Hosepernoe nuyo: 3unuenxo H.C., dosepennocms P-014 om 14.05.2018 »

3AABJSIET, YTO

nexapcmeaernoe cpedcmeo: Amnonypurnon-IIHC mabnemicu 100 mz 50 wm., gaaxonst (1), nauxu xapmornnvre,
PV Ne [T NOI12684/01 om 31.08.2010 (Oama samener 09.10.2017), cepun J426N0418, napmus 29200 ynaroeox,
200en 0o 01.04.2023, npouzeodemea 340 "©apmayesmuneckuti 3a600 STHC", Benzpus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, ko0 OKIT2 21.20.10.226, x0d TH B34
3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08. 11.2013, uneoiic Ne 5450650 om 25.05.2018

COOTBETCTBYET TPEBOBAHUAM

IT NO12684/01-091017 uzm. Ne |

AEKJIAPAIIHSI IPUHSATA HA OCHOBAHUM

npomoxon ucnsimaru Ne 3441 m om 06.06.2018 HJT 000 HI] "PAPMOBOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC HU.OMOS.CI5518 om 07.06.2018

STBUTEJNBHA [0 01.04.2023

/)7 Sunyenxo H.C.
no&nlyb O.H.0

CBEJEHWUSI O PETHCTPALINHA

OPTAH O CEPTH®HKAIMH, SAPETHCTPHPOBABIIHN AEKJTAPATTHIO

RA.RU.11DPMO8 OPTAH I10 CEPTHOHKALIHH HPONYKI[HH OBLJECTBO C OI' PAHHYEHHOMH
OTBETCTBEHHOCTAIO "OKPYIKHOH LEHTF KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, sm. 5, nom, I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, am. 5., men. :(495)788-02-88, seb-
caim: oyxk.pe.

AEKJIAPAIINA O COOTBETCTBHHU 3APETHCTPUPOBAHA X POCC HU. DPMO8.J03130

JATA LEENCTPALINH 07.06.2018 e
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EGIS

3A0  «®apmanesTuueckuii 3ason ITHC»
1106 - Beurpus, bynarew, ya. Kepeerypu  30-3%.
Teaedon:(36)-1:803-5554 Tenedare (36)-1-803-5556

Cepruduxar kavecrna No.:

Hanmenonauue npenapara:
Cepnn No:

Homep anamma:

Hara anannza:

Hoxazanenn xavecmen:

Onucanne:

Honannnocre: (TCX)

Nonanmmocrs;
{(Y®-cnex TpodroToMeTpIS)

Cpeanns macca u
OIHOPOSHOCTE 110 Macce:

Pacreopenne:
('y’d)-crsexrpmjamom?psm)

Tovepa s macce BPH BRICY WHBAHNN:
Poacraenusie spamecs {BOXX):

- pHMECH A

- npumecs B + C:

- fipusmecs D

- fipumecs E;

- odas HenaeHTHd. npumecs no
OT/L.:

- CYMMa HenteHTHd. npumeceii:

Onmopoanocrs AOMpOBAHKN:
(PBA)

Muxpobuosoruveckas suerory:'
Koanvecrsenuoe oupesesenne
(Y®-cnextpodorom eTpusg):

Vuaxenka:
Mapkaponia:

L ucnsimgiie BHROANRCMER O30 Bepaoi CepRi excernono, duie tis kuycdod |- weep, BEIMOMY GLHHOIE BOKAIGME s
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Hpousnoaurean: 340 «Dapmanentuneckuii sasoy BITHC
3A0 «Bapuanesrnuccrui 1amon
kauecrsa: 3A0 «Bapmanestnaecksii 1800 IHOs 9968, Kepmena,

DacoBmmk,yiaronmmn: «
Brenvewawmmii KOHTpOIs

Pupya 340 eDapranerTiueckiti aanos 3FHC»

Araonypraoa-INHC tabacrin 106
J426NG4 1 &
KGY/2018/2606
14.05.2018.
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HPCIEpATE, BKNOAR €ro ymmux}' H XOHTPOML KAuerTRa,

DPupma FapauTHpyeT, 4To kauectso y
Yreepaaenson HA Ne 11 NO12684/01-0

Képmeny, (é o5 Wwid rona

IO0440

» 99040, Kepumena, ya.Maran wupaii 65,
BTHC» 9900, Kepmeny,

TIOTNOCT,
HPUHIBOACTRA ¥ KONTPOIS KaueoTsa AICKAPCTREHUERIX CpeacTa» (¢

2424K/2018./NR
Mr S0x
Hara upomssoacrea: 04.2018
T'oacn ao: 04.2023.

Hopusi:

Kpyrasie nnockne taGaeriu Seavro wan cepoBaTo-Henoro upeTa, o
Qackod, ¢ puckoll Ha canof u ¢ tpasiposkoil E 351 wa apyroif’
cropone, Ges uan nourn Get sanaxa

Ocrosroe natho va XPOMATOIPAMME HCLITYCMOTO PACTROpa 110
sHanento RYE seunne naraa u nor Notiennk 8 V&-cnete

ACTHHO COOTRETCTROBATE 3nAYeIMIO RT HEANYHHE NaTHA |
HOFIOIEHHIO B YD-CHETE GCHOBHOTO 1aTHA 1a XpOMaTorpamame
(,‘l’aﬂjlap'i‘!-h)‘l'ﬂ QECTBOPE Zi.'i;?()il}‘p}ﬂIU.'NL

Y®-cuextpy  poraomenus HCHBITYEMOrO  ®  crangaprhoro
PACTBOPOB, CHATHIC OAHOBPEMEHEO B ofnacTi Anaw soan or 220 10
350 nm, gomwen umers MBRCHMYM NOMACIEHHS APy 250 + 2 .
200,0 mr = 7,5% {(0T185,0 70 215,0 mr)

18/20 Tabaerox - e Gones + 7.5%;

2/20 rabaetok - He Gonee + 15%

He menee 75% (Q) ot HOMMHATEHOIO KOANYeCTRa
BEUIECTBA A0IKHO Hepefit & pactaop 3a 45 sun
He Gonee 3.0%

AeHersyomerg

He Gosee 0,20%
He Gonee 0,20%
e fonee 0,10%
He Soaee (,109%

e Sonee 0,10%,

He Gonee 0,30%

AV<isSin= 10}, ecnu yenosue se BRUIGHHACTCS, TO

AV =15 (n = 30), u s 30730 Tabi1eTOK KOMUYECTEECHHOE
CORCPKANME NSHCTRYIOIHETO BOIIECTHA HOMKHO HANOANTHECH B
HHTepBane 0,75xM — | 25xM

Kareropus 3A

o1 95,0 10105.0%

100,0 sr % 3% (o1 95.0 A0 1035,0 mr arnonypuHona /rabaerka)

B cootsercTai ¢ HOPMATHRHOH TOKY MeHTALMe ]

B cooraeveram ¢ HOPMBTHBHONR JIOKYMEHTRUKERH

MEWEM Goimb ne sewyen
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