JEKJAPALIASAA O COOTBETCTBHH

JEKJIAPAHT, IPHHHUMAIOIIHAN JEKJIAPAIIMIO O COOTBETCTBHUH

Q00 "OK TVALC"

Ceedenun o pezucmpayuu opeanusayuu. Hucnexyun QedepanoHoii Har02060% cayiuchsl no 2. 3ReKmpocmant
Mockoeckoit obnacmu 21.09.2018, OFPH 1025006172267, oama npuceoenus OI'PH 23.09.2002.

Aopec: 141402, Mockoeckas 06a., 2. Xumru, ya. Jenunzpadckasn, 0. 29, smavic 2, kabunem

98 Tenehor. 8(495)665-76-20

B ruye: I'enepanvriviti oupexmop Cupomun M.B.

Hosepennoe nuyo: Cmynuyvint B.3, doeepennocms 37/2016 om 30.09.20162.

3AABJSIET, UYTO

nexapcmeennoe cpedcmso: Buzapcun Ky-mab matnemxu, oucnepzupyemvie 8 norocmu pma 100 m2 4 wm.,
Grucmepi (1), nauxu xapmonneie, PY Ne JIIT-002481 om 27.05.2014 (0ama samenvt PY 21.06.2017), cepun
J72176, napmus 3600 ynaxoeox, 200en 0o 01.07.2021, npouzeodcmea AO "KPKA, 0.9., Hoso mecmo”,
Crosenust, Hosomewxa yeema 22, 8310 Hlenmvepnett, / AO "KPKA, 9.9., Hoso mecmo”, Cnosenus,
Himapsewrxa yecma 6, 8501 Hoeo mecmo, kod OKITH2 21.20.10.174, xod TH B3/ 3004900002, konmparxm Ne
013/2015 om 01.09.20135, unsotic Ne 90326925 om 14.11.2018

COOTBETCTBYET TPEBOBAHUSAM

HM-002481-210617 uzm. Ne ]

JAEKJAPATIUA IIPHHATA HA OCHOBAHHH

cepmugpuram ananuza npouzsodumens om 03.10.2018, Cepmugpuxam coomeemcmeusl cucmembt
Menednemenma xavecmea e Cucmeme 006posonvron cepmugpurayuu CHCTEMA CEPTHOHKALIHH T'OCT P
Ne POCC SIHCI1.K01271, cpox deiicmaus ¢ 01.06.2018 2 00 01.06.2021 2., Opean no cepmuurayun
cucmem menedaucmenma BHHHC-CEPT AQ "BHHHC", Poccuiickas ®edepayua, 123557, Mockaea,
Dnexmpuuecrutt nep., dom 3/10, emp. 1

JIATA IPMHATHS JEKJIAPAIIAH 21.11.2018
APAUVST AEVICTBUTEJIBHA JO 01.07.2021
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CBEJEHUs O PETUCTPAIIINA

OPTAH 1O CEPTHO®HUKAIIMH, 3APETHCTPHPOBABIIHI JEK/IAPAITHIO

POCC RU.0001, 1HHOM15 OPIAH ITO CEPTHOHKAITHH HPOITVKIHH OBLH[ECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJISA KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, am. 3, nom. I, kom. 1., adpec opzana no
cepmugurxayuu: 143581, Mocroscxasn obnacmo, Hempuncruii pation, oep. Jewwoeo, 0. 248, cmp. 1, men.:
(4935)640-96-69, (495)787-92-78 geb-catim: oyxx.pg.

JAEKJIAPALIAA O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU A-SL.OM15.B.04968/18

% 3apeiToBckas H.A.

NOAIHCE PykoBeautens OC




(T4 KRKN

KRKA,d.d., Novo mesto

Koa Ne: 7A9308 OTOENEHUE

Mponykr: Busapcun® Ky-ta6® (Cungenadmn) tabnerkn,  YNPABREHUA
.cglcneprupﬁemme 8 NosnocTH pra, 100 mr KAYECTBOM
(on ncrep) N4 Smarjeska cesta 8

Maprus Ne: J72176 8501 Novo mesto

Aara eoinycka: 07.2018 Siovenia
Hara ncrederus Tel: ++386 7 3313 333
CpoKa roAHOCTH: 07.2021 Fax: ++386 7 3312 086
MeToa ananwvsa: KPKA
YnakoBxa: 1x 4 Taén. EEK}']H%’EKAT
favs: 12.11.2018
Crpanuua : 1/ 1
TecT Cneuudukayua PesyneraTel
Onuncanre Kpyrnwie, cnerka jsonxoswinykisie Tadnetky Sencro CooreeTcrayer
wnu nowtk Benoro UBETa, ¢ MATHBIM 3aNAXOM;
AonyckasTcn HANUYNe TeMHLIX BKPANTIEHWA,
PacnapaemocTs He Bonee 3 mun 11
CAHOPOAHOCTE AOAPOUBAHUA MokasaTtens npuemnemoctu (AV) e Gonee 4,1
15,0%
NMoanunsoeTs - BOMX Bpema yaepuuBaHnA 0CHOBHOMO NIKa Ha CoorssrcTayer
XpoMaTorpaMme WEnelYyemoro pacraopa (SaS)
AOTDKHO COOTBSTCTBOBATL BOGMEHW Y1 BDKNBIHNA
OCHOBHOrO NWKE Ha XPOMATOTPAMME CTaHAAPTHOTO
pactsopa cunaerHadnna uuTtpara (SS).
Poacreertuie npumech - MoBan eanHudHanR NpUMech He 6onee (3,2 % <= (0,10
POACTBEHHLIE NDUMBCH - CYMMAa NpUMecei He Gonee 1.0 % <=0,10
KonwuecTeeHHoE onpegenenus He menee 85 % v e 6onee 105 % cunaexaduna 100
OT 3aABNBHHOIO XONUYECTBa
Pacracpanune He menes 80 % (Q) cunaedaduna or 101 -103
IARBNEHHOrO KoNWIeCTea Yepes 15 mux
Mukpofuonoruyeckan yucrota - TAMC He Bonge 1000 mukpoopranuamos/r <10
Mukpo6uonoriueckan yucrora - TYMC He Sonee 100 Mukpoopraxuamoe/r <10
MukpoGuonoruieckan uucrora - E.coli Ovcytetsue s 1r CocresrcraysT

Harvhil npenapay BbINYCKSETCR B COOTBETCTRUM © Taxytimu Tpeboaannamy GMP,
KPKA, 5.4. Hoso mecro FapanTupyeT COOTEETCTANE KAUQCTBA NPEnapara No BCBM OCTANLHBIM NIOKASATENAM, BRIIOYEHHIM B HL,

[aTa BuiInycka Ha PHOK: OTRENEHWE YMPABRNEHWA KAYECTBOM
05.10.2018 ' :Q ® Cenuua,
Kiﬁﬂﬁmm thapm. Hay

tovarmne rdreelt, o
Nove mesio

Nannbiv cepTwbuiat ananusa umeer 3NBKTPOHKHYI NOANKCE,

Ceprindurar cozaan aBTOMAETANECKM BaNUAWPOBAHHOR KOMNLIOTEPHON NPOrHaMMOiA,
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