JEKJIAPAIIVSI O COOTBETCTBUU

JIEKJTAPAHT, IPUHUMAIOUIANA JEKJIAPAITMHO O COOTBETCTBHA
Q00 "BI'HC-PYC"

| Cacdenus o pezucmpayuu opanuzayuu; Meswepationnas uncnexyus Qedepansnoti Hano2060iu cayxcbot No 46 no
2. Mockee 12.04.2007, OI'PH 5077746558160, dama npuceoenus OI'PH 12.04.2007.

| Adpec: 121108, 2. Mockea,yn. Heana ®Ppanko ,0.8. Tenepon:8(495)223-01-04,paxc:8(495)223-01-50

1 B nuye: I'enepanvhvtit dupexmop Sropenvu Tamau

% Josepenrioe nuyo: 3unvenxo H.C., dosepennocmnb P-014 om 14.05.2018 2.

ZASBJISIET, UTO
Jnterapemeentoe cpedcmeo. Deunox, mabnemxu 25 mz 60 wm., naxowse: (1), nauxu kapmonnwie, PY Ne IT
NO15639/01 om 17.03.2009 (0ama zamenwvt 02.04.2018), cepus 294IN1018, napmus 51550 ynaxoeox, 200ex 00
01.10.2023, npouzsodcmea 340 "Papmayesmuneckut 3a600 STHC", Benepun, EGIS Pharmaceuticals PLC,

| 1165 Budapest, Bokenyfoldi ut 118-120, Hungary / 340 "®apmayeemuveckuii 3a6od SI'HC", Benzpus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKIT[2 21.20.10.146, xoo TH B3/
3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, unsouc Ne 5451776 om 07.01.2019

COOTBETCTBYET TPEBOBAHHSIM
1T N015639/01-020418 usm. Ne ]
P HMEKJTAPALIUSI IPUHATA HA OCHOBAHUH
npomoxon ucnsimanuti Ne 163m om 18.01.2019 HIT OO0 HL "®APMOBOPCOHA", ammecmam axkpedumayuu
POCC RU.0001.21®JI40, Cepmugpuxam POCC HU @MO8.C31901 om 21.01.2019

ST IEKJIAPALUAH 22.01.2019
WCTBHTEJBHA 10 01.10.2023

]
/ﬁ‘ 3unuenxo H.C.

offincs O 1.0
1

CBEJIEHUS O PETUCTPAIINH

OPT'AH 110 CEPTU®HKAIIHU, 3APETHCTPHPOBABIIHH JEKJIAPALIHIO
RA.RU.11®MO08 OPTAH ITO CEPTH®HKALIHH ITPOIYKIHH OBIECTBO C O PAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPY)KHOHM IJEHTP KOHTPOJISI KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, kom. I, adpec opzana no

| cepmudpurayuu: 115280, POCCHA, 20poo Mocksa, yi. Macmepxosa, 0. 4, am. 5., men.: (495)788-02-88, eef-

| caim: oyrk.pg.

JEKJIAPAITAS O COOTBETCTBHHU 3APETHCTPHPOBAHA M POCC RU J-HU. @MO8.A.13208/19
g LI CTPALTAH 22.01.2019

AT
«OKpYyXHon @‘
UEHTP_KOHTpONS Hupenxo H.b.
KEHECYEAY noartce ' Pykosoaurens OC




s

&

3A0 «PapMauesTHUCCKUi 3apoa IrUC»
1106 - Benrpus, Byaanewr, yn. Kepecrypu 30-38.
Tenedon:(36)-1-803-5554  Tenedaxc (36)-1-803-5556

Ceprudurar kagecrna Ne 5641K/2018./MSM

&

Hanvenosanue npenapata:  Jrmiok rabiaeTss 25 mr 60x

Cepusa Ne: 204IN1018 Mdara npomssopcrsa:  10.2018.
Homep ananunia: TAB/2018/2651 Foaen no: 10.2023.
Jara anannza: 19.10.2018.

Hoxasamenu kauecmen:

Ounucanue :

Heannunocrn:
(1CX)

Moanmunocrs:
(Y®-cnexmpodgomomempun )

Cpenunn macca:

Oasopoinocrs no Macce:

Pacrsopene
(Y@-cnexmpodomomempun).

floTepst B8 Macce NPH BRICYINKBRHNNT
Poncrsenubie npumecn (BOXX):

- 008 NIPHMECH!

- CYMMA puMeceit:

Mukpobnonornuecan uncrora:’

O:‘lﬁﬂpﬂﬂﬂoﬁb ACINPOBAHNA!

Koauuecrrennoe onpesenenne:
(Y@-cnexmpogomomempus):

Yuaxosxa:
Mapkuposka:

Hoayuenusie
pesyiasmanmsi;

Coors. Tped.

Coora. Tpef.

Coore. tped.

79,8 M1

Coots. 1ped.

96 - 102 %
X5 =99 %
1.2 %

menee 0,05 %
menee 0,05 %
Coors. Tped.
AVo=5,7

25,13 mr/raba.

Coors. Tpeb.
Coorg. Tped.

Hopysi:

Bennie Hian nouTH Gebie, kPyrisie, ABOAKOBLINYKILIC TabneTky
¢ kpecToobpaskoit pasacinrensHofl aHaiell 1 ABOIHEIM CKOCOM
(opma «180MHON CHENY) Ha OAHOH CTOPOHE H ¢ IPABMPOBKOH
E 435 - na apyrof cropouc, Ges sanaxa.

OCHOBHOE ATHO HA XPOMATOIPAMME HCHBITYEMOTG PACTRODA
A0 OKpacke, pasmepam ¥ seanuune RI 1010600 COOTBETCTROBATE
OCHOBHOMY OATHY Ha XPOMaTOTPAMME CTAHAAPTHOIO PACTBOPR
Y@ criekrphl HOrAOUCHHA HCIBITYEMOIO M CTRHIAPTHONO
PACTBOPOR, NPHIVTOBACHHBIX 118 KOMMUECCTREHHOTD
onpesenenns s obnacru ot 200 g0 400 uM 101KHR COBUARATS
H UMETE MABKCUMYM TIOMIOISHHUS NIPH JLIHHC BOIHLE 276 £ 2 Hm.

RO0 mr+ 10 % (72,0 - 88.0 M1}

Ans 90% (18/20) tadnerok — ne Gosee £ 10 %
ana 10% (2/20) rabaerok ~ we Gonee £ 20 %

He wserdee 75% () 0T  HOMHHANBHONG  KOAMMECTHE
ACHCTBYIOUIETO  BCIICCTBA  JIOJDKHO  nepeliTh 8 pacTsop
3a 30 MuH

He Gonee 4.5 %

{koauuecmsan l’f’ﬁMH‘u‘:ﬁCHﬁ BOPAREHO & NEPecHente Hd Memonpoioia
mapmpam;

He Gosee 0.3 %

ne Gonee 0.5 %

Karcropus 3A

AV £ 15,0 (n = 10), ¢cad yCHOBHE HE  RRHIOIHACTCH, TO
AV < 150 (n = 30), u aan 30/30 1abaerox KOAMMECTBEHHOE
cojlepxkaiine AeHCTRYIONIETO BELeCTBE J0JOKIO HAXOAHTHCH B
unrepsane 0,75xM-1 25xM

25,00 Mr £ 5 % (23,75 - 26,25 mr) Metonposiona
raprpara/tadn.

B COOTBETCTBHY ¢ HOPMATHBHOH AOKYMEHTALHCH

B cooTBeTCTBIK ¢ HOPMATHRHON HOKYMEHTALKEH

' — He pecyaspuoe ucnoimanue, enoIHaemes: dns REPROE CEpuN eXe200HO, daree Oant kadedon 10-1t cepuu, nosmomy danneii noxazamens
MOSCEN! GoIly He GRIOHEH 8 CEPMUGUKAm Kusecmea.

Hponisoantenn: 3A0 «Dapmanesrauccknii 3as0n I HCH 1165, Byaanewr, ¥a. Bexenngeanan 118-120, Benrpus
Dacosuk,ymakosmur: @ JAQ «Bapmanesravecknii 1soa JHO» 9900, Kepumena, ya.Mataw kapaii 65, Benrpun
Brinyckaowmil konrpois Kavecrsa: 3A0 adapmanesrnueckuit 180 W » 9900, Kepmena, veMaram gupaii 65, Benrpus

Dupma 3A0 «hapmanestmuccxnii 3ason T HC» (Byaaneurt - Benipisn) rapaumHpyer, 410 NPORBOACTED VEASRHION0 B HACTORILIEM
CepTHOMKATE NPenapaTa, BIONEA €10 YIAKOBKY H KOHTTIO/b KA4eCTBA, OAHOCTIO coOTBETCTRYE I IpehUBatnam aclicreyrownx «lipasun
OpTaHiaiing NPOHIBUACTER H KOHTPOMA KAYeCTHA JEKAPCTBeHHRIX epeactny (¢GMPY

QupMa  rapaHTHpYET, 4TO KaYeCTBO YKA3aHHOTO B HACTOAILEM CcepTHpHKaTe Openapard  COOTBETCTBYET
TpeGoBannaM yraepxaenuHoi HJL TN 015639/01-020418 u wavenenno Nel.

Képmenn, 17.12.2018. roua
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