AEKJIAPAITAS O COOTBETCTBUHU

AEKJIAPAHT, IPUHUMAFOLI Ui AEKJIAPAIIHIO O COOTBETCTBUH
000 "STrHC-PYC"

| Ceedenusn o pecucmpayuu opeanuzayuu: Mescpationnasn uncnexyus Dedepanvroii nanozoeoi cayxchnt Ne 46 no
| | & Mocxee 12.04.2007, OrpH 077746558160, dama npuceoenus OI'PH 12.04.2007.

Adpec: 121108, 2 Mocxea, ya. Heana @panko ,0.8. Teneghon:8(495)223-01-04, axc:8(495)223-01-50 g
B nuye: I'enepanonuii oupexmop nodpenvu Tamaw J

Hosepennoe nuyo: Junyenxo H.C., dosepennocmy P-014 om 14.05. 2018 2,

3AABISIET, YTO

Aexapemeenroe cpedcmeo: Cynpacmun, pacmeop ons eHympusennozo u SHYMPUMblUeuHO20 68edenun 2()
me/mn 1 mn, amnynp (5), ynaxoexu saueiixogoie konumypuvie (1), nauku kapmounvie, PY No [T N012426/02 om
31.08.2010 (@ama samens: 17, 04.2017), cepun 33B0718, napmus 68025 ynaroeox, 200en do 01 .07.2023,
npouzeoocmea 340 "Qapmayeemuecruii 3ae00 OT'HC", Benzpus, EGIS Pharmaceuticals PLC. 1165
Budapest, Bokenyfoldi ut | 18-120, Hungary, xoo OKII2 21.20.10.256, k00 TH B3] 3004900002, Koumpaim
Ne RUS 1/08.11.2013 om 08.11.2013, uneosic No 5451394 om17.10.2018

COOTBETCTBYET TPEBOBAHHUSIM
TTN012426/02-170417

AEKJIAPAINUS IIPUHATA HA OCHOBAHUH
Rpomokon ucneimanuit Ne 6628 m om 26.10.2018 HIT 000 HI] "PAPMOBEOPOHA ", ammecmam
axkpedumayuu POCC RU.0001.2] DI140, Cepmughuram POCC HUJ DQMO8.C26214 om 26.10.2018

3unuenko H.C_.__
Ch D.H.0

CBEJIEHUS O PEI HCTPALIUN

OPT'AH 11O CEPTHOHKAIIMHA, 3APETHCTPHPOBABII Uil AEKJIAPAITHIO 5
RA.RU.11®M0O8 OPIAH ITO CEPT, HDHKAIL[HH HIPOAVKI[HH OBILI{ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPVIKHOE HEHTP KOHTPOJIS KAYECTRA ¢
adpec opzanuzayuu: 11 3280, 2. Mockea, . Macmeproga, 0. 4, >m. 3, nom. I, kom. 1, aopec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, yn. Macmepxosa, 0. 4, am. 5., men. (495)788-02-88, geb-
caum. oyxx.peh.

U5l O COOTBETCTBHH 3APEL HCTPHPOBAHA N POCC RU A-HU.®@M0O8.A.05556/18

AITAH 29.10.2018
(- ‘gﬁ Jlunenxo U.B.
HORMHCH Pykosomurens OC




3A0 «®apmauesTiveckuii 3aBoa 3IFHC»
1106 - Benrpns, bynanewr, yn. Kepecrypu 30.38.
Tenedon: (36)-1-803-5554 Tenedaxke: (36)-1-803-5556

Ceprudurar kauecrsa Ne 4565/2018/TA

Hauvenosanme npenapava:
20 mr/ma Sx1 ma
33BO718
INJ2018/1361
12.09.2018,

Cepus Na:
Homep anaausa:
Hara amaausa:

Hoxasameny Kauecmag: Hoayuennsiy
SnEldedn Kauecmaa: Hedyaentsie
Pe3vibmanin;
Onscanne: Coors, 1ped.
Hoannunocrs: CooTs. tpeb.

Koanvecraennoe onpejeaenne
(v d)-caelcrpoabmmscrpm):
Poncreennnie fipumecn (TCX):

20,0 mrim

- M00as enunIpag HpraMecs: 0,1 %
- CYMMa npiMecedi 0.19%
Hgernoers: Coors. Tped.
caeraee By
Mpospausocrs: Coors. ped.
pH: 6,6
Hssaexaembiii o6nem: L0 ma
Mexannueckue HACTHIILI:
T HEBMAMMBIE 43CTHLBI:
- Pasmepom 2 10 micm: 210 wrr./amn,
- pasmepom 2 25 pucn: 9 wir./amn.
© BHIHMBIC 4ACTHIIbL: Oreyrerayior

Crepuisuocts: Coots. Tpes.
Bakrepuansuuie IHAOTOKCHHEL: MeHee 3 ED/mg
Ynaxoska: Coots. Tpeé.
Mapxuposka: Coots. Tpeb.

07.2018.
07.2023.

Asta nponssoacrpa:
Foaen go:

Hopysr:

Hpoapaunni Gecupernui caabuiv

XEPAKTEPHBIM 3anaxom

BOAMBMEA  pacteop co

V®O-cnexrp u TCX AO.TKHBI OBITH NOROKHTCALHBIMM,

Or 19,0 20 21,0 My XAOPOTMHPAMHHA FHAPOXIOPHAA B | M
npenapara

(npistecu svipaxcein g nepecueme na xaoponupamuna He i/
He Bosee 00.5%

He foace 2,0%

Hipenapar aoakey BBLICPAHHBATY CPABHEHUE € ITANOHOM B,

Hpenapar noawen Gorre HPO3PAYHEIM
O1 5,0 70 7.0
HE Menee 1.0 mn

He Goiee 6000 urr./amnvaa

He Bonee 600 wrr./avn yJia

Hp# srsyansnom OCMOTPE MEXAHHYCCKHE BKTIONCHMUA AOIKHEL
OTCYTCTBOBATE

Hpenapar noawen Sarrs CTePUILHBIM.

Hpenensuoe Conepxanne ne Gonee 175 E7/ma,

B coorsercraum ¢ HOPMATHBHOH A0KYMeHTaL e

B coormercraum ¢ HOPMETHBHON JOKyMeHTauMes

Hponisoanvens: 340 «Dapmaneniunee g 3801 U 1165, byaanem, v, bBexenndennn 118-120, Beurpun
@arakmnx.ymlm BHIHK: @ 3AQ «Pipmanertuueckuii 3a80a W HC» 1165, byaanenrr, v, Bexeungenan 118-120, Benrpua
Bumycoxaomui KOHTPOIL Kaveerna: A0 «Qa PMRUEBTHYEC KNI 1ar0a DT HO» 1165, Byaanewmr, v Berenndenan | 18-120, Benrpus

Dupma 3A0 «Dapuaucsriecknit sason

OrdC» (Byaanewr -

CepTIpHKATE npenapata, sxmouas €10 YNaKoBKY ¥ KOWTPO/Ib Kaueciaa,

Benrpua) TapanTHpYeT. wio npomssoacreo YKA3AHHOTO B HACTOMIUEM
TIOIHOCTRIO COOTBETCTBYET TpefoBaHMIM ACHCTBVICILNN «Tipasua

OPraHi3aiim BpoM3BOaCTRa 1 ROHTPOAS KAYECTBA NekapeTBeHnY cpeacTey {c(GiMP).

(DH}.‘)MEI rapamup_vc’r. 49T0 Kauecrno VK41aHHOTO B HacTomuem CC[Y{H{})HK&'IQ npcnapara COOTRETCTRYET Tpeboranugm

Yreepaaennoi H/ TING12426/02 - 170417 .

Byaaneurr, QL O »;im)ig ro/1a

SAO=Dapsausrrwsecnnil 3asoa ICHC-

UT - Benrpus
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