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Tenedon: (36)-1-803-5554

«®apmanenrndeckuit 3ason ITHO»
- Benrpus, bynanewr, vn. Kepecrypir 30-38.

Teaedake: (36)-1-803-5556

Cepraduxar kaucersa Ne 4335/2021/LM

HainmenoBanue npenapara;

20 mr/na SxT ma

Cepusi Ne:

Homep ananusa:

Jara aunanuia:
JleficTBylouiee BeMec1BO:

24A0521
QC2R2021/1509
30.06.2021.

[ponssoanTe b AeCTBYIOLIETC BCLIECTRAL

Hordazameiu Kquecmsd,

A

Onucanne:

THoaanHHOCTh:
(N P-cnexmpodhomanempust)

{loanuunocTL:
(TCX)

Iipo3lpaunocrb:
1iBeTHOCTH:

pH:
MexaHHyecKHe YacTHUBI!

- HEBHAMMBIE UACTHEHBI
- pasmepom > 10 MEM:
- pasMepom = 25 MKM:
- BUAKMbBIE YaCTHUBE

Poacteentbie npumeck (B7UKY)
Tpumecs CHag:
[pumecs CHox:

JhoGo# eaunua b
HEHACHTHOHILIPOAYKT PAITOKCHUA!

CyMMa BCCx 1IPOJIYKTOR PA3IOKCHAR!

Hisaexaemblii ofbem:
BakTepHANBLHBIE JHAOTOKCHHBL
CTepH/iBHOCT !
KoauuecTBeHHOe ONPEleTeHue
(VP-cnexkmpodiomosempus):
Ynakosra:

EAGOT 11

o ryuennoie

pesyabmanio:;
Coorn. Tped.

Coora. 1ped.

Coora. Tped.

Coora. 1ped.
Coora. 1ped.
ceerace Bo
6.6

52 wir/ amnyaa
8 i/ amnyia
OTCeVICTBYIOT

menee 2 17 ¥ma
Coors. Tpeo.

20,1 mriman

o | Ma B avnyie ¢

TOUKOH
TEMHO-KPACHBIM

HI0ME

H

KOAOBLIM KolbioM. 110
5 aMuyil B KOHTYPHOH

AUCHKOBO
AasHHOH

VITAKOBKE,

ApOIpauHoil nAcHKOI.
| KOHTYPHAR
AUCHKOBAN VIIAKOBKY B

KapToHHoit

f1auKke

BMECTE ¢ HICTPYKUMCH

MO NPHMCHCHHIO

(:\;’llp.’{(f!ll{"i pacTrop Aa% BR_\'T!\HB?HHOI'G HBHYTPHMBILTEUHOTO BBEJIEHHH

05.2021.
31.05.2020.

Jara nponiBoacTsac
F'oaen ao:

Noponupasuia THAPeXI0pHi
Ipokoc C.n A Hraaun

Hopap:

Hpospasusii - Gecuseriblii - BoAustil - pacrsop  co cadbiv
XAPAKTCPHBIM 3aHaxom
Y4 - cnexrtphl HCHLITYEMOIO M CIAHAAPTHOTO  PacTBOPOR,

lIPH]‘U‘FOﬂJICiIHM.‘C AR KOAHYCCTHCHHOIO  ONPCACICHHS. B
obaacTi o1 200 20 400 HM, J0KIB HMCTh MAKCHMYMBE 1IDH
2224 2 1M, 243 + 2 1M, 305 £ 2 um.

(CHOBHOC (ISTHO  XPOMATOTPaMMhl  HCTIBITYCMOTC  DacTBOpd
JOSAHO 1O PAIMEPaM, HHTCHCHBHOCTH HOTA0IIEHHS W BCIIMUHHE
Rt' COOTBCICTROBATE QCHOBHOMY NATHY \p(]‘:\1il'i()l'pﬂ?\1,\1hl
CTUHAGPTHOTO PACTBOPA

[Ipenapar A0:KeH OBITL HPOIPAHHBIM

Haer pacrsopa aomaeH ObITh HE HHTCHCHBHEC DTaioda Bs no
Esp. ®apm.

Or502070

ne Goaee 6000 wir. / amuyaa

ne Goaee 600 wr. / amnyia.

TIpH BH3YLIBHOM OCMOTPE MEXAITHYCCKHE IIPHMECH 10JIKHBI
OTCYTCTRORATE

e Gonee 1,0%

ne Goaee 0.2%

e Goaee ,2%

e donee 2,0%

e Menee 1.0 M1

Tpeaeanoe conepranme mence 175 EDA

Hpenapat 20/xen BRITH CTCPHIALHRIM.

O1 19.0 70 21.0 M XI0ponupaMuHa FIIPOXIopHiLa B 1 M
npenapara

110 | M B aMAYAC € TOUKOH HI10Ma ¥ TEMHO-KPACHBIM KOAOBbLIM
koapiom. TTo 5 amiya B KOHTYpHOH suelikoBoll ynakoske,
JanaAnno  npospaunoil  wienkoi. 1 omin 2 KOHTYpHBI
AUCHKOBDLIC YHAKOBKH B KAPTOHHOH NaYKe BMECTe ¢ HHCTPYKIHCH
1o llp!—IMCHCHHK?.
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Tenedon: (36)-1-803-5354

mapex IFHC»
va. Kepecrypun  30-38.
Tenedaxc: (36)-1-803-5556

«dapmanesriaecknii
- Bewrpus, byaanewr,

Mapruposka:  Hu nureise avoyan (nepsiiiag yoaxoska) na Ha  STHKCTKE  aMOyint {HEPRIMNHAR  VNAKOBKA) HA _PYCCKOM  A3LIKS
PYCCKOM AIBIKEC YRE3AHO TOPTOROC HAMMCHOBANMC  VKA3MA TOPTOBOC HANMCHOBAHUC HPCHAPATa ¢ NPSAVIPCAHTCARHON
IPCHApATa ¢ ApCAY IPCHTCARHON MAPKHPORKOI K. MapxkupoBRoii R, Hatpanue ACHCTBYIOMEN 0 Beuiecna, JCKAPCTREHITVED
HAIRAHIE JETICTBYONILTO BCUICCTRA,  OpMY, AOTMPOBKY (MI/M), ofbeM aMUYAbL (M) CHOCOD BBCICHIIR
AEKAPCTRCHNAN POPMA, TOTHPORKA (MI/MT). OOLEM  («R/M, MEAIRHHO B/RY). HOMEP CCPHIL. CPOK TOABACTI (10). KpHTROC
aMIYIbE (M) Crncob BREICHHA («R/M. MCILICHHD  HA3BAHAC 3aBOAA-HPONIBONTENA (« IO »),

BBRR). HOMED CCPUI, CPOK TOAHOCTIE (A0}, KpaTKOC Ha _Kaprossoit paske  (BIOpHYEAS  \HAKOBKA) HA_PYCCKOM  A3BIKE
HAIBANIC 3aBOIA-NPOWRO e 15 {« ) T ») YK AOL TOPFOROC HAHMCHOBAHHC HPCHAPATA C BPCIYIPEITITARHOH
Ha_kaprouuoii nause (BIoputinad yOakopsal na MAPKUPOBKCH R, TOPIOBOC HANMCHOBAILE Npenapara mpidrom Bpaiiis,
p LIKC YKAIAHO, TOPIOBOC HAWMCHOBAINC MOKAVHAPOAHOC  HCHATCHTIOBAHHOC  HAWMCHORANKC, JACRAPCTRCHHYIO
NPENEPATL ¢ NPEAYHPCNTENRHON MAPKUPOBKeH K. dopMy, 203HPORKY (MI/MT), 001EM AMAYARL (M1}, KOIMECTRO aM1v B
TOPIOBOC  HAMMCHOBAMIIC npenapiata l]![‘HIQl!’(!“\E YHAKOBRC, HAZBAHNC H COACPAHAHHC ,"kf.’ﬁt['ﬁ) HOIHETD BCILCCTRA B aMITy g,
[‘sp.’lﬁ,’iﬂ\ MCHTY HAPOAROC HETATEHTOBAHNOC  (CPCUCHL BCHOMOTGTCIbHBIX BCIHICCTB, <<Crcpn.‘n.;mn, YCHOBHS OTHYCKA
HAMMEHOBAHNE, JAckapersennas gopya. Qo mporka  («I1o peHenty»), yeaosns xpasenng {«Xpauurs npH Temnepatype He
(sr/ma), obhenm assy ant (M), koanmectBo amiyi s ghie 25 °C. Xpamrs 8 opurusaihiodi VHAKORKE C HCABIO 33Tl o1
VIAKOBKE, HATRANKC 11 COACPRANNE JCHCTBYIOMCIO  CRETA »),  HPCAVIPEAHTCALNBIC  HAMIHCH («Usotpers  vewanug B
BCHICCTRA B AMIV/IC, HCPEMCHE BCHOMOTATCILHBIX llHC’lP.\thHH?». uffljm BHY IPHARCHHOIO BRCACHNA HPHMCHSA L ¢
BEECTR, «CTCPHALHOY, YCAORMA OTAYeKa («l10 0CTOPOKHOCTBIO TONRKO 110 NOKIaHMAM ». «XPAHNTE B HCAOCTYTIHOM
PENCHTY ). VeaoBus XpaneHnus («Xpanmuth Opn UM ACTell MecTe), IIIPHX-KOA A0ToTHn (IariHeKsAMn OvERAMIE).
temieparype me meine 25 'Co Xpandis B HAIBAHIC, TOPOA M CIPANY  3ABOAA-NPOMIBOANICIS, KBAAIONCIOCR
ﬂpursmﬂ.’rmmii YIAKOBKC C© HCHBKO 3aUIMTHE OT JepiKareacm PErHCTPALMOHHM O YAOCTOBCPCHHKA, HOMCD
BCTra >J). HPCAY IPCIHTCABHBIC HAAICHE  perfcTpatnonnoro VAOUTOBCPCHEA, JABOJACKHC TCXHHUCCRMC 3HAKN.
(«Cmorpers ykazauns B wHcIpyRmi!y, «J1g Homep cepii (N cCpHi), AaTY HCTeMeHms cpoka roasoct (Foek 100,
BHYTPHBRCHHONO BRCACHNS NPHMECHATH ¢ epeactso e tmduraniy (20 koa). roGans el wacn kg
OCTOPORHOCTRIO  TOARKO 110 nokasaimmsby, HoMep Toprosoi cauumist (GTIN: ), mumBHAVAIL B CepRiliai Hovep
«XpaHHTL B HEJIOCTVIIHOM 1A% feteii Mecte!y),  Toprooi eamnmin (SN},

WHTPUX-KOL  A0rOTHI (AaTHHCKIME 6)’]{83\1“),

HAIRAHHC, TOPOA M CTpaHa FAROAS-TIPOMIBOIHTCAA,

ABAAIOMICIOCA  JICPRKATCACM  PETHCTPAIHONHOTO

YAOCTOBCPCHITH, HOMEP perHCIpaBHoORHOTO

YAOCTOBEPCHMA, 3ABOACKHC TENHHMCCKHC 3HAKM,

sHoMep cepitis (Ne cepmis). aara metencnss cpoka

roanocrin (Loaen nod), cpenciso wacHimduxaimn

(2D ko). rnodwibnEll  WICHTHOHKAUHOHNIT

HOMED TOproBoi CANHHIL {GTIN,

HHIHBRAY TRHRE  cepHituBET  HOMCP  TOPrOROi

cannnubt (SN:).

Xpanenue: Cootg. tped. XPaHuTh NPH TEMIEpaType He Beine 25 °C.

Xpanuth B OPHEHHAILHON VIAKOBKC € UCALK) 3AHUITH 01 CRETY.

Cpox 5 aer 5 zger.

FOOAHOCTHE

Hpowssoantean: 3A0 «@apvaucsrnuecknii 3ason W HO», Bewrpun / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-

120, Hungary

Paconmmr.ynakosmk: 1 3AQ «apmancsruieckui 3anon M HC», Benrpis / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi

ut 118-120. Hungary

Briyekawmuil kowrpois kavuecrsa: 3AQ «Dapmaventuneckuil 3as0a W HCO», Beurpus / Egis Pharmaceuticals PLC, 1165 Budapest.

Bokenyfoldi ut 118-120, Hungary

Dupma 3AQ «Dapmaiien ekt sano HC» (byaanenrt — Benipss) rapanispyer, 41o npoisseaciae YRAJAHHOTO B HACTOAINEM CepTHpHKaTe
APCIapaTa. BKIIOUAR IO YINAKORKY M KOHTPOIb KaueCTBA. NOJHOCTLIO COOTBETCTRYECT TpefoBaniuas JeicTRyomnx «lIparun wainewaned

APOMIBOACTREHHOI npak ki (cGMP)

G)lele FapadTHPYCT, YT0 Ka4YCeCTBO VKA3dHHOTO B HACTOSIICM CC;‘ITH{!}HK‘&'I'C fperapara COOTBCTCTRYCT lpCGﬂHﬂHHH“

yreepaaennoii JHI-N(000076)-(PI'-RU)-180920.
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