3A0 «®apmauesTuyeckuit 3amox DIHCH
1106 - Beurpus, DByzanemrt, yi. Kepecrypn 30-38.
Tenehon: (36)-1-803-5554 Tenedaxc :(36)-1-803-5556

Hawsmenosauue npenapata:
Cepnn Ne:

Homep anannaa;

Jara ananuza:
Jlencrayontee neecTno:

Cepruduxar kavecTsa Ne.: 4148K/2021./NR

Jomernt® TaGaeriu 250 mr 50x

B4s51A0821
KGY/2021/5045
23.08.2021.

HlpouipoauTens AefiCTBYIOWErD BEUIECTBAS

TTorazamenu Kauecmea
Onucanue:

Moaavisnocre: (Y-
cnexkTpodioTOMETPHS)

IMopnunnocte: (TCX)

Koanuecraenuoe
onpeneneHuel
(Y®-cnexrpodoromerprs)
PonerBenunie npuMecn
(B2XKX):

- 3-METOKCHMCTHIIONE:

- 3,4-0MMETOKCHMETHIIONA:
- w[lapameTokcu”
COCAUHEHHE:

- CYMMa HACHT. npuMeceii;
- EAMHHYHAR HEHUACHT,
TIPHMECE!

= CYMMa npUMeceit:
Cpenusa Macca:
OAHOPOAHOCTE MO MACe:

Boaa: (Memoo K. Quepa)
Pacteopenue (Y-
CEKTPO(HOTOMETPHS)
OanopoaHoLTh

N03HPOBAHMA:
(PacuetHo-BecoROH MeTOA)

Mukpobuonornueckan

uncroTals
Ynakoska:

00492 1.11

IToa YREHHLIE pe3yabmalttbl.
Coors. TpeG.

Coora. TpeO.

Coors. 1peb,

247,5 mriTabn.
(99,0 %)

Mmenee 0,03 %
menee 0,03 %
menee 0,03 %

menee 0,03 %
menee 0,03 %

seree 0,03 %
3493 mr
Coora. Tpeb.

10,6 %

72-99%
X12=84%
AVig=22

Coots. Tpeb.

To 50 Tabaerox o Qaakone
KopuuHesoro crexna ¢ [19
KPLILKOH, C KOHTPONEM Nepsoro
BCKPBITHA H AMOPTH3IATOPOM-
rapmouko#i. 1 dnakon emecte ¢
HHCTPYKUMETT 110 NPHMEHEHNIO B
KapTOHHOM! na4ke,

142

08.2021.

Harta npousboacTsa; )&
08.2026.

Toaen no:

Metunanoner CeCKBHIHAPAT
«Tepa apMacriotikan sun Kemukan (Xawwnxoy) Ko.
Jran, Kurait

Hopator: :
Beneie sinu ceposaro-Genste, Kpyribie nnockue agnersn ¢ dackof,
¢ rpasiposkeil DOPEGYT ua onHoil cropoHe taGnerxs, 663 uian
noyTH Ges sanaxa

YM-criekTpsl  TIOTAOIUEHHS  CHCTIRITYEMOTO W CTRHARPTHOTO
pacTsopos, cHaTLIe B o6nacTH AnHH Bonn 0T 200 10 400 HM, NOMKHBL
HWMETh MAKCHMYM NOTTOWEHHA NPH OXHOM H TOH JKe JUTiiHE BOMHLL
Ha xpomarorpamme ucnsiTyeMoro pactsopa "A" ocHOBHOE naTHO
JO/BKHO MO UBETY, paiMcpaM W BenHuuHe Ry cOOTBETCTBOBATH
OCHOBHOMY TIATHY Ha XPOMATOrPaMMe CTAHAAPTHOrO pacTsopa "B,
250,0 Mr+ 5 % (07'237,5 1o 262,5 mr)

Gessoanoit MeTuagonsi/rabierka (or 95,0 no 105,0 %)

e Gonee 0,5%
ne Gonee 0,1%
ne Gonee 0,1%

ne Gonee 0,7%
#e Gonee 0,1%

He Oosiee 1,0%

350,0 mr=+ 5% (o1 332,5 20 367,5 mr)

18/20 Tabn. - ne Gonee £ 5%;

2/20 146, — He Goaee = 10%

re Bonee 12,0%

He menee 75% (Q) 0T HOMHHRIBHOIO KOAHYCOTEA HEHCTBYIOLIERD
BELIECTBA LOJDKHO NEpeliTh B pacthop 3a 45 MunyT

AV <150 (n=10), ecau ycnosHe He BLINONHACTES, TO

AV < 15.0 {n=30), ¥ anx 30/30 TaGnerox KoNHueCTBCHIOR
CoaepXXanue neﬁmyiomem. BECMECTBA NOJIKHO HAXO0AHUTLCA B
nutepsane 0,75%M - 1,25%xM

kareropus 3A

ITo 50 TaGnetok B0 daaxone xopuyncsoro crekna ¢ 113 kphilikof, ¢
KOHTPONIEM. MEPBOT0 BCKPHITHA M AMOpTHIATOpOM-rapmowkof. 1
(TaKOH BMECTE € HHCTPYKUMCH T10 NPHMEHEHHIO B KAPTOHHOM Mauke.
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«DapmanesTuuecknii
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3ason 3ITHCH

Mapruposxka:

Xpauenue
Cpok roaHocTH

Ha stukerke duaxona  (nepsmunas_vnaxosia) ua

DYCCKOM A3BIKE  VKA3AHO: TOProBOC HaMMCHOBAHHE

TIDENApaTa ¢ MPeAYNpenHTEnEHON Mapkupomkol ®,

MHH, nexapcroennag dopma, A031poRKa, KOAUUECTRO
TabCTOK B YNAKOBKE, COAEPHKAHHE (MT) METHILION.! B |
Tabnerxe, cnocob npumenenns: « ns npuéma BHYTDb.®,
YCA0DHA XPAHEHHS ¢ MpeAyNpeAnTensHON HaAMHCHIO!
«Xpanuts npn Ttemneparype ot 15 mo 25 °C,
HEAOCTYNHOM UiA ACTel MecTe!y, npeaynpenuTensian
HaanHeE:  «CMOTPeTs  YKA3aHui B MHCTPYKUMu!»,
NOroTHI  (NATHHCKHMH  GykBamu), HAUMEHOBANHE M
€TpaHY  3aDOAA-MPOHIBOAMTENA, HOMEP CEPHH, laTa
MITOTOBACHHA, CPOK roanocty («l ouceH 40:»), 3aBoackue
TEXHHUUECKHE 3HAKH,

AIBIKE YKA3AHO! TOPIOBOE HAMMEHOBAHME MpEnapara ¢
npeaynpeanteasHoll  mapkuposkoi ®,  MHH,
AexapeTBeHtas Gopama, K03Mponka (Mr), KONHYECTRO:
TabneToX B ynakoBke, TOProBOE  HAMMERHOBAHHeE
npenapara wpudrom Bpafing, nexapersennan dopma
uipudirom Bpaftna, aosnponka (Mr) mpuditon Bpatins,
HA3BANHE H COACPKANHE (MT) HeHCTBYIOMErO BelecTRa
(B QopMc MCTHAAONS! CECKBHIMAPATA ¥ B MEpECyeTe Ha

Merunnomy) B 1 Tabnerke, mepeuens BCNOMOraTeNBHLIX.

BEILECTB, YCNOBHA XPAHEHHA, cnocol npuMenenus: «1ns
npHEMa  BHYTPB.Y, YCNOBHS OTMYCKA W3 anTex,
NpeaynpeauTebibie Hannucn: «CMOTPETh YKazaHHA B
HHCTPYKUHM!D, «XpauuTh B HEROCTYNMHOM &nd netef
Mecreln, J10roTHN (maTHHCKUMH OykBamMu),
HEUMEHOBAHHE M CTpaHa  3aBOJA-MPOMIBOAMTENS,
WTPAX-KO1, HOMEP PErHCTPALMHOHHOND YAOCTOBEPEHUS,
pHeynox TafneTky, NUKTOrpaMMel ¢ Haamucsmu («He
NPHHHMATE BO BpeMA GePeMEeHHOCTH, BCIN HE HABHAYEHO
BPRHOM.», «Coraacuo HASHAYCHUIO npagan
«¥YnorpeGnenus  ankorons  cneayer  widerath!s),
3ABOACKHE TCXHMYCCKME 3HAKM, HOMEp cepuu («No

_CepHMin), NaTAa MCTeueHus cpoka roaHoctu («lomen

R0:»), cpeacteo wnentuduxanuu (2 D xon), rnoGanbHsii
HOEHTHOHRAUHOHHEI  HOMEp TOProBoH  eaHHMLL!
(GTIN:), #HanBIIyRTBHEIT CEpHANLI HOMED TCProsoi
CAMHHLE! (SN:).

Coors. Tped.
5 ner

Ha stukerse duaxons (mepsuynas  yrmakopka) na
DYCCKOM A3BIKE YKAIBIBAKOT: TOPTOBOE 1AHMEHOBAHHE
TpenapaTa ¢ MPEAYNPEANTENsHON MapkHposoli ®,
MHH, aexapcrsennyio GopMy, 103MpOBKY, KONHHECTBO
TalNeTOK B yMaKkoBKe, COACPKanue (Mr) METHILIONE B ]
tabnerxe, cnocn6 npuenenun: «Ing NpUEMa BHYTPE. ),
YCI0BHA XDAHSHUA €. NPETYNPEIHTENEHON HAMTHCHIO
«XpawnTe nph Temneparype of 15 fo 25 °C, B
HENOCTYMHOM JUIR ACTER MECTE! D, NPCAYNPEANRTCIbHYIO
naanuck: «CMOTPETh ykasaHis B MHCTpYKUum!»,
NOTOTHI (MaTHHCKKUMM OYKBRAMM), HANMCHOBAHHE M
CTpaHy 3aBOJA-NPOMIBOAMTENA, HOMED CCPHH, RaTy
H3COTOBREHHA, CPOK roaHocTH  («llomen  moin),
3ABOCKHE TEXHIYCCKHE JHAKH,

Ha xaprounoif nauke (sropuunas _ynaxoska) Ha
PYCCKOM fA3BIKE VKAIBIBAKOT: TOProBoe HAWMEHOBAHHC

npenapara ¢ npenynpenutensuolt Mapriposkol ®,

MHH, nexapereerityio  diopMy, no3MpoRky (M),
KOIHuecTso  TalneTok B ynakoeke, TOPromoe
HaWMEHOBAHME  npenmapara  mpHdtom  Bpaling,

nekapeTaeHiyo dopmy wpudrom Bpaitng, rosuponky

(mr) wpndgrom Bpaiing, Hassanme u conepxanie (Mr)

ACHCTBYIOWEro BeilecTsa (B (opMe  MeTHIHON
CECKBHTHAPATA M B JIepecHeTe Ha MeTHagony) B 1
TabnerTke, mEpEueHb  BCIOMOIATENBHEIX BELUCCTB,
YCnonua Xxpauenns, cnocol npuMenenna; «Ina mpuiMa
BHYTDE.), YCIOBHA armycxa Hu3 anTeK,
npeiynpeaiTensibie Hannuen: «CMOTPETh YKAIAHHA B
HHOTPYKUKH!», «XDaHUTs B HEAOCTYNIHOM NS AeTel
Mmecteln,  noroTun (naTuHcKUMU Byksanu),
HAUMEHOBAHHE M CTPaHy 3aBOAA-NPOM3BOAMTENS,
WTPHX-KOM, HOMED, PETHCTPALHOHHOTO VIO CTOBEPEHUS,
PHCYHOK TabneTkH, MHKTOrpasMMe! ¢ Haanucamu («He
NpUHKMATE  BO  BpeMs  OepeMeHHOCTH, ecnH  He
HA3HAuCHO BpavoM.»; «COrnacHo Ha3HAYCHHIO Bpaya
«¥Ynotpebnerus  amkorons cneayer wiberars!y),
JABOJICKHE. TEXHHYECKHE IHAKM, HOMEpP cepuu («Ne
CCPHH;»), HaTy HCTEHEHHMA CPOKd roaHocTH («logen
A0n),  CpemcTBO  MACHTHGmMkauuu (2 D xom),
ra00anbHblE HACHTHOHKAUNOHKBI HOMep TOprosoft
exnrnnnl (GTING), upausHayansusi cepuinst HoMep
TOProBod exukHusl (SN:).

[Tpy TeMneparype ot 1500 25 °C

S ner

'~ He pezyanproe ucnsimanue, uIn0OIHAEMER 015 nepeoil cepuu exce200n0, daree i xaxcdot 10-1F cepu, nosmory dannsiii noxasamens. Moxcens
Geime He gxmoven & cepmuguram xavecmea. Gupma 2aPanmupYeR Kauecmao nperapana o IMOMY ROKAZAMENK.

Tpomssoauteas 3A0 «@apmauesTnacckuil 3asoa ITHCr», Ben

Hungary

Daconmuk,yaarosinm: 340 «DapmauesTH4ecknit 3aB0a ITMCx

65, Hungary

Bemyckaowni KOHTPoIb KavecTsa: 3A0 «DapMaesTieaec kuli 19800 ATHCy,

Matyas Kiraly ut 65, Hungary

rpia / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65,
+ Berirpua / Egis Pharmaceuticals PLC, 9900 Kormend, Matyas Kiralyut

Benrpun / Egis Pharmaceuticals PLC, 9900 Kormend,

Oupma 3A0 «Dapuavestiueckiit a0 3TUCy (Bynanetut ~ Benrpus) rapaHTHPYeT, YT0 NPOH3IBOACTED YKRIAHHOTO B HACTORILEM ccpm(bxmarc
NpenapaTa, BKmCYas ero yNakoeky W KOHTPONS KauECTBA, NOAHOCTBIO COOTBETCTBYET TpeGOBaHMsM AefleTnyioiyx «[lpasun Hanfesxatel
NpoH3BOACTBEHHON NpakTHEU» (cGMP).

DUpMA FAPAHTHPYET, YTO KAYECTRO YKAIAHHOTD B HACTOAWEM CepTHdikaTe TpENapara CoOTBETETBYET TpeGoRaMIM
yroepuwnennodt HJI Ne 11 N012744/01-190718, a taxwce Hamenenuam Ne 1 o1 04.02.201 9,10711.04.2019, No2 o1 20.05.2019 1
Ne3 or 28.11.2019 x HJI, Ned o1 08.06.2020 x HA.
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