AERJAPALINS O COOTBETCTBUH

AEKJAPAHT, TIPUHUMAIOUIHI AEKJAPAIIMK) O COOTBETCTBUHH

OOV "KPKA oA M1 |
Jupecucimpuporana: Eieneryis MHC Pocer o o Cepevea Mocad MO QFPH 1025003328833 om 12.11.20024
Adpec: 113300, Mockoseran ova., . Hempa, ya, Mockoseran, 0. 30. Tenedronsiparc: §(495)981-10-88/98 11090
B oanye: Hupermop Padveno H.A.

Hosepennne nuyo:  Hexpacos P.A.

Hogepennocmn: No 13916 om 14.70.2016 »

JASBJSIET, UYTO

ACRAPCIMBEHHOC epedemen. Burapeun macnems, ANOKPLUHGLE denoviol afiogovkair 10U ate 1w, anecmepnt (3),
naunu kapionisie, pee, Ne 0004735 om 01.03.200 1 (dama sasens PY 18.05.201 7). noatep cepun DE0493,
napiniss 14007 vaasosor, cooen oo (11,07,2024, npoussodentaa Q0 "KPKA, d.0., Hoso siecmo®, Crasenua.
"KRKA, o, Novo mesto", Smevjeska cesta 6, 8501 Novo mesto, Slovenia, xod ORIII2 21.20.10.174 koo Tl
B 3004900002, wonmpam No (011:2015 om 20.07.2013, unaoiic Ne 90351982 ont 21.10.2019

COOTBETCTBYET TPEBOBAHUSAM
JHT 000475180517, 1053, Nol

AEKJTAPATIAST IIPHHATA HA OCHOBAHWHA

Cepmudghuram coomeememeusn cucmenisl seliedocmenna rauecwmed ¢ Cucmeme cepmuduxanyuy [OCT P Ne
POCCSLHCILKO1271, cpox dediemain ¢ 01,06.2018 . 0o 01.06.2021 &., Opean no cepmugburayin creme
Atenedeenmee BHIHC-CEPT 40 «BHFHCy, 123557, & Mockea. Dnexmpuvecruir nep.. Qo 3/10, empoenue 1,
Cepmudhurem anaaisa Ne 60 om 1810.2019, KRKA, &. 0., Hoso mechio

AATA IPHISITUHS NEKJIAPALLIHH 31.10.2019
AEKJTAPAIMS AEHCTBATENRHA JIO 01072024
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CBEAEHMS O PEIUICTPALIN

JIEKJIAPATIMS O COOTBETCTBHH 3APETHCTPH POBANA

RA.RUAOPAN Dedepaavias enyacta 1o axkpedumayun Pocarkpedumanyus, adpee opeanusayiar: 117997,
Mucwea, yon. Basunoca, 0.7, mex.: 17 (4 93} 539-26-70; Caiim Peecmpa deriapcpal o coomeenicmau npodyxyu,
BRUONERNOI & COUNBLL nepevens npodykipun Pd:

htips: lipub, fsa.gov.ruidstdectaration

PEFRCTPALMOIHBIA AOMEP TEKIIA PALLMH POCC RUJI-SL.PAOL.A.33306719
HATA PEI'MCTPATIMN 30402019




(T4 KRKN

KRKA,d.d., Novo mesto

Kon Ne: 7C8074 YNPABNEHUA
Mpoaykr: Buzapcun® (Cungenadun) tabnerku KAYECTBOM
NOKPbIThIE MAIEHOYHOW 0605104KoMi, 100 Mr Smarjeska cesta 6
(6brninctep) N12 (nauka kapToHHas) 8501 Novo mesto
Maptua Ne: DB80493 Slovenia
[Hara npoussogctea: 07.2019 Tel; ++386 7 3312 111
HaTa ucreueHun Fax: ++386 7 3211 6§37
CpoKa roaHocTw: 07.2024
MeTtog aHanusa: KPKA CEPTUDUKAT
Ynakoeka: 3 x 4 Taén. AHAJTU3A
Oata:18.10.2019
CrpaHuua : 1/ 1
Tect Cneuutbukauus Peaynbtatol
OnucaHue OBarkHble, ABOSKOBbLINYKNbIE TAGNETKW, NOKPbLIThIE CooTBeTcTBYET
nneHo4Hon oGonoykon Genoro unu nout Genoro
UBETE, C BbifpaBuposaHHOW Ha O4HON CTOPOHE
yucbpoi 100,
OAHOPOAHOCTS A03UPOBAHUA Mokasarens npuemnemocTu: He Bonee 15,0% 2,8
MoanuHHOCTL - BIXX Bpems ynepxuBaHua 0OCHOBHOTO NUKa Ha CooTeeTcTByeT
XpoMarorpamMmMe WCneiTyemoro pacreopa (Sas)
AOMKHO COOTBETCTBOBATD BPEMEHU YAEDXKMBAHUA
OCHOBHOrO MUKa Ha Xpomarorpamme pacteopa
CTaHaapTHOro pacTeopa cunaeHacuna
uutpara(SSs).
PoacTeeHHbIe npumeck - Nioban eguHUYHAA NPpUMeCch He Gonee 0,2 % <=0,10
PogcraeHHsle npuMecy - Cymma npumecei He Gonee 1,0 % <=0,10
KonuyecteeHHoe onpeaenexdue 950 - 105,0 % OT 3aABNEHHOro KONUYECTEA 100,3
He meHee 75%(Q) cunpeHacuna ot 96 -99

PacTBopeHune cunaeHatuna

MukpoBuonoruueckas YncroTa - O6Lee yucno

a3pobHbIXx GakTepuit

MukpoBuonoruyeckas yucrora - Obwee yucno

apoxokei v rpubos

Mukpo6uonorudeckas yucrtoTa - E.coli

3anBfeHHoro konuuectaa yepes 30 MuH
He Gonee 1000 B 1r

He Gonee 100 B 1r

OTtcytctBue B 11

"1

"1

"1

*{ TecTupoBaHue He NPOBOAKTCA Ha KaxA ol NapTuu (MporpaMma MOHWTOPUHTa NPeRyCMaTpUBaET TECTUPOBAHWE KaK MUHUMYM OAHOW NapTuu B roa).
HacToAwwM rapaHTupyem, YTO AaHHaA NapTUA COOTBETCTBYET BCEM TPeDoBaHUAM.
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WamereHue 1

NaTa Beinycka Ha peIHOK:

17.10.2019

18.05.2017
23.04.2018

YNPABIEHUS KAGECTBOM .
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OaHHbIi CepTUUKAT CepUy UMEET ANEKTPOHHYK NOANUCH,

CepTudpuiaT co3faH asToMaTUUECKW BANUAWPOBAHHOW KOMNBIOTEPHON NPOrPaMMON.



