OEKNAPALUA O COOTBETCTBUU

OEKINAPAHT, MPUHUMAIOLLIMA OEKNAPALIMIO O COOTBETCTBUM:

OO0 "®pesennyc Kabu", MexpaitoHHas uHcnekums deaepanbHoi Hanorosoi cnyx6bl N2 46 no r. Mockee, OT'PH:
1087746630289 ot 25.12.2009, agpec: 125167, Poccus, r. Mockea, Tlenunrpagckuit np-kt, A 37, kopnyc 9 aT 3, now.
XXV, kom. 15, Ten: +7(495)988-4578

B nuue: MeHepansHoro Aupektopa Marnosa Anekcaxaapa

[osepenHoe nuuyo: Ywakos A. B.

HosepeHHocTb Ne L-18-142 o1 12.12.2018

3AABNAET, YTO JIEKAPCTBEHHOE CPEACTBO:

Benbgopo® 500, Tabnetkm xesatensHbie 500 Mr, 90 WT., hnakoHsl (1), navku KapTOHHbIe, per. yA. Ne JIM-003354 ot
07.12.2015 (aata sameHbl PY 30.06.2017), Boigaso Budop Opesernyc Megukan Kea Penan ®apwma T4,
Useiuapus, cepust 9201011DA, rogen fo: 01.02.2022, naptus: 2496 ynakosok. KoHTpakt Ne390083-12/2013 ot
23.12.2013 r., nHBofC N2 1510238762 o1 14.05.2019 .

BbiNyCKaeMoOe U3rotoBurenem: Kog OKMAz:

Bucpop C.A., Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland/Bugop (MHTepHaLuHn) 21.20.10.138
WHk., Weeliuapus, Rechenstrasse 37, 9014 St.Gallen, Switzerland, ctpana: Weeiuapus

Koa THB3[;
COOTBETCTBYET TPEBOBAHUAM: 3004900002
NM-003354-300617, nam. Ne1

AEKNAPALNA NMPUHATA HA OCHOBAHUM

Mpotokon ucneiTaHuit N2 4565[] ot 24.05.2019, OO0 "LieHTp KOHTpPONs kayecTea Buonaiid", aTrecTaT akkpeguTaumu:
RA.RU.21L1K01 o1 22.07.2015, CepTudukar cootseTcreua Ne POCC CH.®B14.C82410 ot 24.05.2019

OATA NMPUHATUNA OEKITAPALMMW: 24.05.2019
HEKJ'IAPALI,JAFI O COOTBETCTBUU OENCTBUTENBHA [0: 01.02.2022
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CBe[eHUs-0 perncTpauvu gexnapaunm o COOTBETCTBUM

3A0 "TexkauecTso", 109044, r.Mockea, yn. nHamosckasn, 4. 1A, od. 400, Ten.: +7 (485) 876-5417, cbakc: +7 (495)
876-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OI'PH: 1057746285189, Attectar per. Ne POCC
RU.0001.11®B14 Bbigad ®enepanbHoit cnyx6oi no akkpeauTaymm

HaTta perncrpaumm: 24.05.2019
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Ceptudukar ananmsa

Vifor Pharma

APTUKYISIPHBbI 681079 Crpana Poccus

HOMeEp

[ponykr Beabdopo 500 | Homep cepun 9201011 DA
Jlata npoussoncrsa 02-2019

[Tocraska AepaTtenbtibie Hata okoHyaHus cpoka 02-2022

TabiieTku I'O/IHOCTH

JlaTta Boinycka 122.03.2019 |

B cootsercTBHM co cneunbukalmeit: SPEC029789PS-EN03y.2

[Tapamerp Ennnuuna PesyabTar Hopma

Onucanue Kpyribie Kpyrisie
MUIOCKOLMIMHAPHYECKHE | MIOCKOUMIAHHAPHYECKHE
TabeTKH KpacHo- TabneTku KpacHo-
KOPHYHEBOIO UBETA C KOPUYHEBOTO LIBETA C
dackoit 1 rpasuposkoii packoit u rpaBMpoBKoi
PA500 na oaHoit PA500 na oanoii
CTOPOHE, € HaTH4YK1eM CTOPOHE, ¢ HaJlMYHeM
ArOJIHOIO 3araxa. SIMO/IHOTO 3ariaxa.

HMopaunuHocTs

Kenezo Obpazopatine ocaaka O6pazosanue ocaska
CHHero 1peTa CHHero 1gera
PactBop menser user na | Pactop MeHsieT useT Ha
JKEJITBIRA JKEIIThit

Pacnajaemocts MHH CoorsercTryer < 30 MuH

CeobonHoe % m/m*! - He tectupyercs npu

(He cBA3aHHOE ¢ Bbinycke '

KOMI11EeKCOM)

AKeneso*

ITorepst B Macce npu | % m/m 4,6 £10,0

BbICYLUHBaHHH

Oauopoanocts

AO3HPOBAHUA

Koapduument % I <15

npuemaemocty (10

TabneToK) UK

Koappuument % - €15

npuemaemoctu (30

TabneTok) u

OTKJIOHEHHE OT M $0.25

HHAUBH/IYa bHBIX

3HavYeHHi

Ancopbuus ocdara | mr pochopa/mr | 0,29 > 0.21

AHEJIC3a




A3pobHble KOEe [ ¢ venee 1000 < 10° ]
MHKPOOPTraHH3MbI

Hposxckessie 1 KOEm|Ir menee 100 <1 ]
IECHEBbIE IPHO LI
Otcyrereue Blr COOTBETCTBYET OTcyrereyers 1r
Escherichia colj
Konuuecteennoe MI B TabfieTke | 498 01475 g0 325
onpeaeneHue ’
o 0 !
enesa | (o1 95 a0 105 %
3ABEHHOTO
oy -~ Konuyecrsa), ___“%__4
L ;

1) Creundukaumns na CPOK rofiHoCTH, HOpMa: <5.()

2) Cebinka Ha obuyee KOIIMYECTRO Kelesa

*Tect BrmIOYeH B COOTBETCTBMM ¢ TpeGoBaHMAMHM, NpeabasisieMbiM B PO CTavaapTH3aLmum
JAaHHOW  J1eKapCTBeHHOH hopmbl, W moxer OTCYTCTBOBAaTL B  ceprTU(HKATE aHaiu3a
npou3BoinTens. Pupma FApAHTHPYET Ka4eCTBO Npenapara no JaHHOMY [0Ka3aTe1o.

Mbl noaTeepxkaaem, uto ator MPOAYKT Obll NPOM3BEAEH B COOTBETCTBHM ¢ vopmamu GMP u
MTPOTECTHPOBAH OTBETCTBEHHLIM JIMLOM 3a KAYECTRO.

Otnen KOHTPOJS KayecTsa
OrserctBenubiit: C. Hohm
Hara: 22.03.2019

[oanuce:

Butop (Mureprsnn) Uuk., CH-9001 St. Gallen/ Lgeiinapus




