:

EGIS
o4

3A0

GAPMAUEBTHYECKHI 3ABOJI 23THC

1106 - Beurpus, Byvaanewr. va. Kepecrypu 30-38.
Tenedon: (36)-1-803-5554  Tenedaxc: (36)-1-803-5556

Ceprudurar kayecrsa Ne 284/2021/LM

Haumenosanue npenapara:
Cepust Ne:

Homep anannsa:

JdaTa ananuia:
AeiicTByolee BelecTBO:

P004

IMpon3isoanTesb AefiCTBYIOUIETO BELLECTBA:

Hokazamenu Kayecmsa:

Onncauue:

IMoanuHHOCTL:
BOAX

IToamuHHOCTD:
Y@ cnekrodoToMeTpus

Cpeanas macca
OAHOPOAHOCTDL N0 Macce:

Pacnanaemocts:
PoacrBeHHble npuMecu:
BOXX

- Fi-7001;

-Fi-7011;

Eaunnunoll HenaenTuGUImpoBanHol npUMecH:

CymMa HeHZeHTHOHIMPOBAHHLIX TIpUMeEceii
CyMMa BCeX npHMeceit:
MukpoOxoaorHueckas yucToTa™:
OAHOPOAHOCTD AOINPOBAHKS:
Y@-cnexrpodoToMerpus

KoauiecTsenHoe onpeaenenne:
Y ®-cnexrpooToMeTpus
Ynakoska:

IKON538_1.1

3anann® cynnosnropun sarnna bupie 300 mr 1x
Jara nponssoacrsa:
Trommsdorft/29.10.2020. Tosen no:

29.10.2020.

09.2020.
30.09.2025.

CepTakonasoa HHTpPaT
Hureprksum C.A., Henanus

Toayuennsie

Hopsor:

PE3VAGIambL:
Coors. Tpel.

CooTB. Tpeo.

Coors. Tped.

3.00r
Coota. Tped.

20 MHH

smenee 0.09%
menee 0.09%
smenee 0,1%
smenee 0,1%
senee 0,1%
Coors. 1ped.
Coors. mpeb.

300,3 mr/cynn

| BArHHAbHBI
CYIINO3HTOPHH B
Oancrepe E]
ITBX/A12, I
OnMcrep BMmecte ¢
HHCTPYKLMEH — no
[IPHMEHCHHIO B
KAPTOHHOM navke.

CynnozuTopin 0BaieHOM (opamel, BockooOpasisie. Genoro
uBeTa.

BpeMa yaep:KHBAHHA OCHOBHOTO NMHKA HA XPOMATOTpaMMe
HCIHBITYEMOID  pacTBOpa  He JOJKHO  OTKJIOHATHCA  OT
BPCMCHM  VIACPKMBAHHMA  [IMK@  CEprakoHasona  ha
XPOMATOrpaMMe pacTROpa eraHaapTHoro oGpasua Gonee
uem na 2%.

Y® cnekrpbl HCNBITYCMOTO M CTAHJIAPTHOIO PACTBOPOR
JOKHEL ObITEH HASHTHYHBL H HMCTL MAKCHMYM 10O HICHHA
npu Jnie ronet 302 £ 2 nm.

3.00r=5%(2,85-3,151)

18720 - £ 5%

2/20 - & 7,5%

He Goace 30 MuH B Boae npu 37 °C

He 6oaee 0.25 %

He Goaee 0,25 %

He Goaee 0.2 %;

He Gosee 0,2 %

He Goaee 0,5 %

Kareropus 2.

s 10 menwrryemslX  CYNNoO3MTOPHEB  PaccuMTaHHOE
AOTYCTHMOE OTKIOHeHHe AV < 13,0, Ecain aanHoe yciosue
HC BBITOJIHACTCS, TO NPOBOAST MCIBITaRUE caeayoumx 20
CYMIO3HTOPHER.

Jiim 30 MCNWITYEMBIX  CYNMOZHTOPHEB  PACCUMTAHHOC
ponycTHMoe  oTkiaoHenue AV < 150 M s kamaoro
OTACABHOTO CYNNO3ZUTOPHA KOJIWYCCTBEHHOC COJCPHKAHHC
JCHCTH}’!OMCI'U BCILECTBA A0KHO HaxXoJAUTLCH B
paccyrtanHom uarepsane ot 0.75%M no 1,25xM

300,0 vr+ 5 % (285,0 - 315,0 mr/cynm)

| BarunansHelil cynnosuropuil 8 Gauerepe us [IBX/11D. |
ONHCTEp BMECTE € MUCTPYKUHEH 10 NPUMCHCHHIO B
KapTOHHOMH favke,
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®APMALUEBTUYECKHIT 3ABOJ

3IUC
Bewrpus, Bynanewr, ya. Kepecrypn 30-38.

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

Mapkuposka;

Xpauenue

Cpok roanocru

Ha Gaucrepe na pyeckom A3bIKE YKAZAHO: TOProBoe
HAMMCHOBAHUE  TIPERApaTa ¢  Npeay HPeAHTeanHoi

Mapkuposkoit B, MHH, nekapersennas  (opwa,
AOTHPOBKA (M), KPATKOC  HAMMEHOBAHKC  (HPMbI
tipomsgoanrens  («TPOMMCJIOPDD ), KpaTtkoe

HAUMCHOBAHHE (HPMBI-THNEHI0. AT ¢ («DEPPEPy),
Kparkoe HAHMCHOBAHWE t]mpxsl,h_twp;:-ra‘ze;m
perucTpannontoro yoctosepeHs (« IHC»), nomep
CCPHH, CPOK IOJHOCTH (IO J10).

Ha KAPTOHHON padke Ha PYCCROM A3KIKC VKA3aHO:
MERIYHAPOAHOEC  HENATCHTORANHOC HAUMCHOBAHHE,
Toprosog HAHUMEHOBANIHC npeﬂapm'u ¢

HPCAYHPEAUTENLHOR  Mapkuposkoil  ®,  Toprosoe
HAHMEHOBAHWE  npenapara wpndrom  bpaitas,
JICKapCTBenan dopma («BarnHaaLHbIH
CYNNO3NUTOPHI»),  103HPOBKA  (MF).  KOJHMYCCTBO
CYMIOIHTOPHER B YNAKOBKC.  HAHMEHOBAHHE W
Colepkanne  (Mr) AedcTBYIOWEre BeHlecTsa B |

CYTNO3UTOPHH, HEPEUEHD BCIOMOIATEILHBIN BCIICCTR.
Crocod  NPHMEHCHMA,  YCIOBHA  XpaHeHus ¢
NPEAYIPCAHTENLHOR  Hadimesio  («Xpanurs,  1ipu
Tesmiieparype ne seie 30 °C, B ueaocTvnHoM s

AeTel mecte!y),  NpeAVAPEAMTEILHAS  HAATHCE
(«CmoTpeTh yKasaus B HHCTPYKLHA! ),
{bapwm(rrcparlem‘mct‘xaﬁ I'pylitia

(«IIPOTHROIPUOKOBOE  CpeICTHOY). YCIOBMA OTNYCKA
M3 ANTeK, HaUMCHOBAHWC M CTpana NpOM3BOAKTENS
ACKAPCTBEIHONO NPEnapara, HaHMCHOBAHKE, TOPOA
cTpaHa QupmMbi-nuLen3otatens, noroTUn
(HaTHHCKAMH  GyKBaMH), HauMenopaime, ropos H

crpaHa hupMbI-epxaTens PErHCTPALHONHOrO
YIAOCTORCPEHHS, HoMep PErHCTPALONKOTO
YAOCTORCPDCHHA,  38BOACKHE  TCXHMYCCKHE  3HAKH,

WTpHX- ko, noMep cepun (LOT). aara ucreuwenns
cpoka roanocti (EXP), cpeactno uackwtndmranmn (2
D xoa). raobansneii uaenTHHKALHOmHbLI HOMEP
TOProBoii CAHHHUEI (PC). MHAKBHIY 2 iLHLIH
CEPHITHLIH HOMEP TOPrOBOMH CANHMIL (SN).

Coots. Tpeb.

5 ner

Ha Samcrepe 1na pycekom ssuike YKagugaior: 1oprogoe
HAHMCHOBAHNC  [IPCHapata ¢ NpeaynpeaHTelnHoli
MapripoBkod ®. MHI,  Jjiekaperrenuyio  opMy,
AO3APOBKY  (MI). KpaTkoe HAMMEHORAHUC  (UpMEI
npomssoAnTens  («TPOMMCIOPD@»),  kpatkoe
HaMeHOBaHNE QupMBI-TLeHzogaTess («DEPPEPy),
Kparkoe HAUMEHOBAHHC Gupmbl-aepKaTens
PErHCTpaumoniore yaocroseperits («31HC»), Homep
CEPHH. CPOK TOAHOCTH (roaeH 1o).

Ha xapronnioli ke Ha pycckoM H3bIKE VKashiBaloT:
MCAYHAPOIHOEC  HENIATCHTOBAHHOS HAHMEHOBAHHE,
TOProBoe HAHMEHOBAHHE npenapara ¢
NPEAYNPCANTEALHOH  MAPKHPOBKOH  ®,  Toprosoe
HAUMeHOBaHWe  npenapata  wpu@rom  Bpaitis,
JICKAPCTBEHHAS hopma («BarvHanLHLII
CYNMO3ZUTOPKID).  J103MpOBKA  (MI'),  KO!IMYeCTRO
CYUNOSHTOPHER B YNIAKOBKE, HAMMCHOBAHHE K
COACP®AHUE (M) nelicTBYIOIEro BeniecTsa B |
CYNTOZUTOPHH, NCPEIEHL BCOMOTATENLHLIX BELIECTH,
CHOCOE  NPUMEHEHHS.,  VCIOBHA  XpaHenmus ¢
NPEAYNPEAUTENLHON  naanuesio  («XpaHuth  npu
remmnepatype e Beiwe 30 °C. w nenoetyniom s

Aered  MecTely),  NpeAYNpPEAHTENLHAS  HANTHCH
(«Cmorpers YKa3aHUs B HHCTPYKLHH!»),
(apmakoTepanesTHYECKas rpymnna

(«npoTHBOTPUGKOBOE CPEACTBON), YCIOBHA OTHYVCKE
H3 QNTCK. HANMECHOBAHHC M CTPAHA TIPOHIBOAMTENH
NCKAPCTBCHHOTO NPENApaTa, HAWMEHOBAHNKE, FOPO H
CTpaHa DupMbr-iLeH3ONaTEN S, AOTOTHI
(1atuncknMu OyksaMu), HAMMEHOBAHMC., TOpPOL H

CTpana  (pupmbi-iepxares PEruCTpaltioHHOTO
YAOCTOBEPEHHS, HoMep PErHCTPALIHOHHOTO
YAOCTOBEPCHMA,  3ABOJICKME  TEXHUHCCKHME  3HAKH,

ITPHX- KOJ, Homep cepun (LOT), zary uerewenns
cpoka rojHocti (EXP), cpeacrso wacnruduraunn (2
D kon). raoGanknwii wacnTHdHKAHOHLI HoMep
TOPropo CAMHULBI (PC), HHIHBUAYAALHBII
CCpHitHBI HOMEp TOProBoit eauuuib (SN),

[pu Temneparype ue soine 30 °C,

5 ner

* Tokasarens «MUKPOGHOAOFHICCKAR YHCTO TN KOHTPOIHPYETCA GUPMO-NIPOHIBOHTENICM Ha OCHOBAHHH tpebosannii Esponeiickoii Gapmakoney,
HTO OTpaKeHO B cepririkare anaimia gupmel. Jlonyekaeres TIPOBEACHHE LakHoro neeaeosui no [ XI. dupma rapantipyer kasecrso no
noxazare/o « MukpoOuonornyeckas suctoran,

Mpoussoanrens: Tpommezopdpd TméX u Ko. KI',

52477 Alsdorf, Germany

Pacosumk,ynakoswnk: Tpommcaopdd Mm6X u Ko, KI'

2-6, 52477 Alsdorf, Germany
Boinycxawuumii KonTpoas kavectsa: 3A0 «DapmauesTiyecknit 3ason ST UC», Benrpus / Egis Pharmaceuticals PLC, 1165
Budapest, Bokenyfoldi ut 118-120, Hungary

Dupsa 3A0 «Dapmauestisieckuii 3aro1 IHCH (Bynanewr ~ Benrpun)
Npetiapata, BKMIOMAN €10 YHEKOBKY W KOHTPOJIb KAYCCTBA, NOMHOCTIO

POHIBOACTBEHHON NpaKTHKKy (¢cGMP),

®upma rapaHTHPYET, 4TO KaYECTBO YKA3aHHOIO B HACTOSILEM Ce
yreepxaennoi HI JIC-000021-170818, a tawcke Usmenenio

26 01 201

by nanewr,

IKOO538 1.1

rona

rapanTupyer,
COOTBCTCTBYET Tpedomanmiam aeicraylommx «lIpasun naaiexanei

Fepmanns / Trommsdorff GmbH & Co, KG, Trommsdorffstrasse 2-6,

+ epmanns / Trommsdorff GmbH & Co, KG, Trommsdorffstrasse

HTO APOH3BOACTBO YKAIAHHOIO B HACTOALLEM L‘Cp‘Tii(DHKmf

prihukaTe npenapara coOTBETCTBYET TpeGOBAIHAM
Nel k HJL o1 02.04.2020.
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