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«Papaauentnyeeknii
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1106 ~ Benrpus. Byaanewr yu. Kepeervpn 3038,
Teaedon: (36) -1-803-3534 Tenedare: (36)-1-803-5556

Cepradurar kanecrsa Ne §612/2020/TA

Haumenonanne npenapara:

Kopaadaewe® PJL rabaetrn ¢ soandiuuposanism suicsoboaacniem

NoKpLITHIC naenoduodt oGosoroi 40 mr 3x10

Cepus Nog

Homep ananma;

JlaTa anannsa:
Aclicrayromee newectao:

R497A0420

ﬂpmnmmure.nh .1!“61'8&'!0"!&" 0 BCHICCTRA

“!’ﬁﬂ HMET kn uecmsa:

Onuenine npenapara:

Moanmmocern
= Hudennnuma;
(BKX)

= Weaem pKeMAa:

(HBCTHAN peaxiyg)
= THTAND JnoKeHA:
{NBeTHAR peaxtg)

Cpeannn macea:
Oanopoanocrs no Macce:

Pactaopenue;
- CROPOCTHL pPACTDOPCUNE HHCAHNHHA?
(BDACX, seroa nporosnoro pactropenim)
= iepea 3 vaca;
= wepes 4 vaca:
- uepes 6 wacon:
- ucpes B wacon:
= Butcnofoxaenne undeaunnna;
(YO cnexrpodotomerpus, aonacrioii meton
PUCTHODCHHA):
Poactaennnie npusecy (BKX):
= CitHuanodi maentrdHiponao NPHMECH:
= CABNON HeHACHTHAHIMPORANIOA NpHMICCH;
* CYMMA npumceedt:
MukpuOHoaDrHeckan SHeTOTR!
Oanopoanoets sosuposamin®;
Pacuerno-secosol meton
BKX)

Koanuecraennoe onpezeacnme (B YKX):

Ynakorka:

IKOA98 14

LM

XFI1Z/2020/1326, *XFIZ/TAB 20203024
07.07.2020., *17.11.2020.

{14.2020,
30.04.2025.

Jdava npomsoacina:
I"oxen ao:

Hudreaunnn
Sicgfried AG, Uinelnapsn

!!2,“"\'*"#“&[

*Cants. Tped

*Coora. Tped.

*Conrp. Tped.
*Cootn, 1ped.

*158 wr
*Coorn, Tpedi.

10 %
15 %
24 %
32%

*88 %

Hapust:

Kpyrawe.  Jroskoruinykase  1abiern, HOKPLITEIC
maenoodl odoanuxoii, KOPIUMHCRO-KPACHOTO BBEIw, ¢
hackoid, Gey tanaxa.

Bpests yACPRUBAINR 0CHORIOIO NiKA 1t NPOMATArpisve
HCHBITVEMOI0 pacTHOPE  20MKHO  CODTRETCIRONATE
Rpevenn VACPAHHBAHNR UKD Hhe g i
APOMATOrPAMME CHIRANPTHONO DUCTHOPA

RBunaaaer romvGon ocanok

Keomo-opaiskernit uper pacTaopa

Or 148 10 162 uir

OTRIAOHCHNE OT epeaueli vaccw:

Ang 1820 rabaeror - ve Boaee £ 7.5%:

A8 2720 Tadaetok = we Goace £ 15%,

(D MCKYCCTHEHNOM KEYI0UNOM COKE)

Or noMumuikiore Koanueetaa neiter BYHOHIErD Beneerna
Aankio nepefitie u pactnop:

ot § 20 25%

or 10 a0 30%

or 18 a0 45%

01 25 20 55%

e Menee 753% 0T HEOMBHATLEOTO KoIHuCCT R
ACHCTRVIONICTO FCICCTBA 0K HO nepeliti 8 pacrsop:
Heped b .

(DAteBpeMento ¢ «Koanuectnennnm onpeaeenmen)

Meniee 0,1 %
Menee 0,1 %
Metiee 0,1 %
*Coorn, Tped.
Coora. 1ped.
AV =29

398 mrfrabn

o 10 Tabaerox
8 Gimerepe w1
NBX/MBAX/an,
dhoawra. 3
fanerepa n
KapTonioit
TYKS BMEETE ¢
HIICTPYKLLeH no
npUMEen o

1/2

ne Gonee 0,5%

ne Bonge 0,2%

ne fionee 1.0%

Karerapun 3A

Cornacno Enp. apwm.;

AV 2 15,0 (n = 10), coan yeaomie 1e BRNOAURCTESR. Ta
AV = 15,0 (n= 30, u a3 30/30 Tabaerok
KONHYCCTRCHHOE conepwanue aefteryionel o BellecTra
AOTAI0 HANOANTEEA B HHTepnane 0.78xM - 1,25xM
38,0« 42,0 i mupeannsmartabiacrsa

(95-105% or nosmnansoro cotepwaimg)

Mo 10 1aGaer1ox » Gawcrepe NRXMIRIX en.oanra. |
HaK 3 Gancrepu o kaprouiofl nanke mvecte ¢ HiCTpyKIHel
NO RPEMEnS
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Teachoun: (36) «1.803.5554 Tenedaxe: (36)-1.803.5556

Mapxkuponka:

Xpaneune

Cpox roanocrn

* Howarameas Odnnpodnocmy doinro

La Dancrepe g pycexon sike skasano, topronoe
NUHMCHORMIME  Bpenapata ¢ npeaviIpeie Lo
MADKRPORKOI R, MeRAYIRPOIOS NenAT N TO B0
HUMMCHORGW,  200poRka  (vr). TERAPCTHCH KR
dupya kpatkoe wuBanne rpseL ocyniceriamomei
BLIIYCRKDIOMM KOHTPOAL KaveeTBa W anasmomelion
ACPIKATCIN  pernetpatomion NIOCTOREPCHHA
{aDIHCx ), HoMep cepitls (€ Aarofl wroToReHIR),
CPAK roanacth («l oen Anmm),

La_xaptonnoii MISIKE 1A PYCCROM HILIKG Y K
TOPIoBoe HANMCHORANME up¢iapara ¢
NPCAYNpCANTEnnOR  Mapkiponkofi &, TAprosoe
IFMEROBANKE NpenapaTa A0 uposxa (vr) wpnrrom
bpaitas, MERNY HAPOIHOE HenarTenTonaNoC
HAWMCHOBINIE,  ICKAPCTREHHAR ropma, AOINPORKQA
(MP) tamaitne W coaepwaime (mr) Acliersyomero
semectua o 1 rabacrse, HCpetCHL BCHONMOATEALNLIX
RCHECTD, KOAMMECTRO TAGICTOR B ynakomke, cnocod
NpHMERCHIN («JLag npuésn unyTp,», w/lns npnitma
QIHNC PAY B aCHLe) yeaows aThyesa,  yenomns
NPANCHI, npeayupeanTentie naanucn («Xpapnts
NPSIUPAT B NeAOCTYIIHOM  JLIn  jJereil smeereln,
«CMoTpers  ykasanmw n nueTpykimnin): - nororm
(aTunekim Gykaamu), wassanye, TOpOJ Mo crpana
GupMbL. oCyICCTRASION T BHIMYCKRIOWIA KOHTPO,
KauecTRa ] soaasiowmeticn ACPHATE M
PCIVCTPANNOHHONO  YAOCTORCPERNA,  Wuzpaume i
CTPAHA  hHpMLTPOItIRO TR AR, IITPHX-KOA, HOMEp
PENHCTRANMONIOID yAOCTOBCPEHHS, NHRTOIPAMMB ©
nanmesy (elle npuminan. s upems Bepeseniioct H,
CCAH e nmIMAMCHO apadon.n, «lfc NPUHHMATE 8
NCPHOA  KOPMACHUY  IPviIkIo'y, a¥narpetaenmns
ankorons eaeayer walberarn!y, «YTpomn), prcynok
TabIeTRI,  MBOACKHE  TexMHuECKMe JURH,  HOMEp
eepHit (Ne cepuns), nava mercuenna CPOKI TOANOCTH
(«l'oaen n0m), epencrso waeiTHduxani (2 D kon),
raoBanuiii WACHTHDHEAUBOHIN HOMEP TOProwoit
caniin (GTIN:),  wianskayaanmi cepulinil
Hosep Toprosof eanHKing (SN;),

Coorn, Tpef.

5 ner

ARy KOnmpo WYEMCR MOAKD MG Mo

Ha CHCTEPE 1A PLEEKOM HIBIKE \ KNIRBAIOT: TOPronne
HAUMCHOBMING  (Ipenupitry ¢ npeavipeanTeatol
MAPKHPOBKOIE K. MERAYIIPOANOE e el rosalioe
HANMEHORANIE,  AOJUPOBRY  (MI). JICKOPCT BORHY 1O
Dopuy. kparkoe vasmie dupa, oy meeTBasonelh
DLIIVCRAIOMNE KOUTPOAL  KEIeCTna o swismiontelics
ACPRNTEAS  PCFRCIPRUMOINONG  \AOCTOBEPCHHS
(«TUC). 1osep cepim (¢ 1arair HIIOTORICHNA),
cpak roanocti (al oaen aope),

Ha_xapronnot NAYKE 13 PYCUKOM HILIKC M KDILIBAOT
mpmmc HANMCHOBanIe npenapara <
Npeiyiperentinll - vapkuporkol ¥, topronee
TRANMCHOBANHE DPEUPATI 1 IPORKY (M) tipHd o
Bpafiaa, MEHAN Hapoanoe HEHAT2UTORANNOL
HAMMEHORAHE, AexapeToennyio hopsy, AGIHPOBRY
(M), vazwanine u canemkane (M) aclicrnyiouero
BelecTna & | rubaerke, nepeuenn BCHOMOTATEILHLI
BEUICCTR. KoamaecTno 1alnetox o ynakorke, ciocol
nprMcienns (GJas npidva nivrpns, «fLin npndsa
QI DAY RICHB.), YEIORNS OTHYCRR,  YCI08IY
XpaneHns, NPCAVNPCANTCARHIC HANIHCH luXmmm.
NPENApaT B HeaneTYIOM a8 aerelt  secrety,
CCMOTPETL  VENIAIMA D HCTPYKIEHY): toroTHn
Cravmnicknap Gyxaaviun), nassanie, MOPOa W crpany
dupMns, ocyueeTARIOM i BLIVERAOMIH Kotrtpo,
Kayeeran 1l fARASIoUIeTes nemHKaTeHeT
PETHCTPANKONHOID  YAOCTOBCPENNS, Haihmnie |
CTRANY  HPMU-NIDONIBOANTENS, WITRHX-KON, HOMCR
pcrmnpauumnmm YAOCTOBCPCHMA, MUETOIPAMML ¢
HAINKEAMH («He nprimmars 5o BPeMs GepeMeHHOCTY,
CEM e mMaEibaucHo  ppevos.s, «He ApMMMIATE 3
NEAHOA  Kopaacnua  rpyvamioln,  «YnotpeBacis
WIKOrond caciyer maberarn!n, «Yrposm), pueynox
TaGHCTRY, JANOACKHE  TONHMYCERIe  1AKIT, HOAMEP
CepHl (Ne cepiniy), AATY MCTCHEIMA CPOKA TOANOCTH
(aTanen nom), cpencrun maenndikanmn (2 D ko),
FAOBLIANT WICHTHOURAL O ] HOMEP TOpIonvil
eaimib (GTING,  svimemay waniml cepritimifi
HoMep Toprono it eauinun (SN;),

Hpw remnepatype e wnine 30 °C. & sl o
MPAMELX COMHEMIIX vl MeeTe,

5 ner
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Mot GROHNGHUR Cpoxa podnocnu. Kavecmiao no CAHOMY HOXWINIe 10 Sapannunyemca pupvas

Ipamnoantean: 3urdpua dapwa AT, HInemnapus / Sicpfried Pharma AG, Untere Bruhlstrasse 4, 4800 Zofingen, Switzerland
©aconunk, ynakoomng: JAQ a@apmanesTuncexnit annn WNC», Beurpum / Egis Pharmaceuticals PLC, 1168 Budupesr, Bokenyfoldi ui

118-120, Hungary

Bunycxammmii ko

Bokenyfoldi at 118.

TPoTk KavecTRa: TAO «®upyauesrnecknh janon I HCs
120, Hungary

% Benrpun / Egis Pharmaceutieals PLC, 1165 Rudapest,

Pupsia 3AQ «dapmanestiveckih wnon MHC» (Byzaneurr - Bempis) FAPAHTUPYET, 410 MPOITAOSICTIO YKASAHNAIG & HACIOALLEN cepmpikne

npenapaTa,

BKMOUaR ero Ynaxoagy w KOHTPRUIN KEIESTRA, NOIHOCTHIO

npasseacTsenHoN npakTkim (cGMP).

FOOTRETCIMYCT TpeGanramyn ACACTRYIOULIX allpasna wanewmuen

Dupma rapanTipyer, 4o KauecTso VKAIAHHOICO B HACTORUICM CepTHOKaTE npenaputa COOTDRTCTBYET TPEGOBANIIAM
yraep#acunoil HII No: JIC-001219-170818, Ham.Nel ot 10,02.2020.
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