JEKJTAPAIIUSI O COOTBETCTBUM

AEKJAPAHT, MTPUHUMAIOIAH JEKJIAPALIMIO O COOTBETCTBUM

Q00 "KPKA APMA"

Japezucmpuposano: Hncnexyus MHC Poccuu no 2. Cepaues ITocad MO OI'PH 1025005328833 om 12.11.20022.
Adpec: 143500, Mockosexas o6, 2. Hempa, yn. Mockoscxas, 0. 50. Teneon/haxe: 8(495)981-10-88/981-10-90
B muge: fupexmop Paduenxo H.A.

Hosepennoe nuyo: HKyxos P.B.

Hoeepennocmy: Ne 41716 om 01.04.2016 2.

3AABJAET, UTO

nexapemeennoe cpedemso: Cenmoneme moman mabnemxu Ona paccaciganus 3 mz + 1 sz 8 wm., baucmepet (2),
nauxu kapmoniuwe, pez. Ne JUT-002981 om 29.04.2015 (dama samenwr PV 13.11.2017), cepus L89206, napmus
82498 ynaxosok, 20den do 01.11.2020, npouseodcmea AO "KPKA, 8.0., Hoso mecmo”, Crosenus, "KRKA, d.d.,
Novo mesto”, Ulica Rada Pusenjaka 10, 9240 Ljutomer, Slovenia / sunyckaouguii xonmpons kavecmea AQ
"KPKA, 0.0., Hogo mecmo”, Cnosenus, "KRKA, d.d., Novo mesto”, Smarjeska cesta 6, 8501 Novo mesto, Slovenia,
xod OKTIA2 21.20.10.253, kod TH B3 3004900002, xowmpaxm Ne 011/2015 om 20.07.2015, uneotic Ne
90330896 om 10.01.2019

COOTBETCTBYET TPEBOBAHHAM
JIT-002981-131117, usm. Nel

AEKJAPALMSI TIPUHSTA HA OCHOBAHUH

Cepmughixan coomsememeus cucmexist menedaicmenma kavecmaa 8 Cucmene cepmugpuxayuu IOCT P Ne
POCC SLHC11.K01271, cpox deiicmeun ¢ 01.06.2018 2. 00 01.06.2021 2., Opzan no cepmudpuxaruu cucmem
menedsemenma BHHHC-CEPT AQ « BHHHC», 123557, 2.Mocksa, Dnexmpuveckuii nep., dom 3/10, cmpoenue 1;

Cepmudhuxam ananuza Ne. o/n om [10.01.2019, KRKA, 0. 0., Hose mecmo

JATA HPUHSTHA JEKJIAPALHH 17.01.2019
JIEKJAPAUMS JEACTBUTEJBHA J10 01.11.2020
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CBEJAEHUS O PETUCTPALIMU

AEKJAPALINS O COOTBETCTBHH 3APETHCTPHPOBAHA

RA.RU.10PAOI dedepanvnas cayocba no axkpedumayuu Pocakkpedumanyus, adpec opzanusaiyuu: 1 17997
Mockea, yn. Bacwicsa, 0.7, men.: +7 (495) 539-26-70; Caiim Peecmpa dexnapayuti 0 COOMEeMCMmEUU NPoOYKyu,
gruOuennoll ¢ edunblli nepeyens npodykyun PO; >

hitps. ffpub. fsa.gov.ru/rdsideclaration

PErMCTPAIMIOHHBIH HOMEP AEKJIAPAIIUY POCC RU [-S1.PAOI A.17386/19
JATA PETHCTPALHH 17.01.2019




(74 KRN

KRKA.d.d., Novo mesto

Kon Ne; 737381 OTAENEHKUE
Mpoay«r: Centonete® ToTan Taﬁn eTKHU émn YMPABMEHUSA
accacbiBaHusi, 3 mr+ 1 mr (onucrep) N16 KAYECTBOM
nayka KapTOHHaA) Smarjeska cesta 6
Maptus Ne: L89206 8501 Nove mesto
[ara sbinycka: 11.2018 Slovenia
[ara ucteyeHun Tel: ++386 7 3313 333
cpoka rofAHoCTU: 11.2020 Fax: ++386 7 3312 086
MeTop aHanuaa: KPKA
YnakoBka: 2 x 8 nacr. CEPTUDUKAT
AHAJIU3A
[ara:10.01.2019
Crpanaua: 1/ 2
Tect Cneuudmkauma Pesynstarhl
Onucanue Kpyrnsie TabneTkn CO CKOLUEHHBIMA Kpaamy ¢ CooTseTcreyer
LLIEPOXOBATOM NOBEPXHOCTBIO OT CBETno-ronyboro Ao
ronyBoro ysera. [lonyckaerca 6enwift Haner,
HEPaBHOMEPHOCTL OKPALLMBAHUA, HANUYUE NY3bIPLKOB
503AYXa B KAaPaMENkHOR MacCe W He3HavuTenbHaA
HEePOBHOCTH Kpaes.
MNoanurHocTs Bexangamuna - BOMKX Bpems yaepkusaHuA nuka GeHanamuna na CooTseTcTBYET
XPOMABTOTPaMME UCTILITYEMOTO PACTBOPA ACKHO
COOTBETCTBOBATE BPEMBHY YASPXUBAHUA NUKE
GeHsnaamMuta Ha xpomarorpamme CTaHABPTHOMC
pacreopa.
NoanuHHocTs Lietunnupuaunug - BEMX Bpems YASDKUBAHUA NUKE UETUNNMUPUANHUA Ha CooTeeTCrayer
XPOMATOrPaMMe UCNILITYEMOro PacTBopa AOMKHO
COOTBETCTBOBATL BpEMEH YABPKUBEHUA nUKa
HETWIMMPUAUHUA Ha XpOMaTorpamme CTaHAapTHOIO
pacrsopa.
POCTESHHbLIE NPUMECH BEHIULAMUHE TUAPOXIOPUA - Tpumecs B He Gonee 0,5 % 0,2
PoacTaeHHBIE npuMeck Bexauaamuna rmapoxnopus - fioGan Apyras He Gonee 0,2 % <=0,10
SAHHUYHaA NpUMeECs
PoaCTBEHHEIE NpUMeEcH BeHauaamina rmapoxnopus - Cymma He Gonee 2,0 % 0,2
npumecen
PoacTBEHHBIE npuMecy LieTunnupuauHus xnopug - MioBas He Sonee 0.5 % <= 010
@4UHWUYHAA NPUMECH
PoacTaeHHbe npuMec Lietunnupuaunns xnopua - Cymma npunecedt  He Gonee 2,0 % — <=0,10
OAHOPCAHOCTL AOUPOBAHAA - BEHSWAAMUHE MU POXNOPHA KoathchuuuenT npuemnemoctu (AV) He Gonee 36
15,0%
OAHOPOAHOCTE 403UPOBAHUS - LIETUNNUPUAUHUAR XNOPUA KoadchuuymeHT npuemnemoct (AV) He Gonee 6.2
15,0%
KonuuacTeexHoe onpesenexue - BeHaugamuna rugpoxnopun 80 - 110 % OT 3aABNEeHHOro KoNuyecrea 101
KonuuecraerHoe onpegenenue - LIsTUANUPUARKHUA XA0PKHA 90 - 110 % oT 3aABNEHHOrO KONUYECTEA 102

MuxpoBuonorudeckas uucrota - TAMC
MuxpoBuonorudeckas uucrota - TYMC
MukpoBuonoruieckas uucrora - E.coli

He Gonee 1000 Mukpoopranuamos/r
He Gonee 100 MUKPOOPraHWaMoB/r
Orcytcreues i1

1 TecTHPOBANWE He NPOBOAWTCA Ha KAXA0WH NApTUM (NPOrpamma MOHUTODUHIA NIPEAYCMATPHBAET TECTUPOBaH!E KaK MHHMMSE!X,
HacToALmMM  rapaHTupyen, YTo AaHHanA NapTUA COOTBETCTBYeT BCEM TpeboBaHuaM.

.wﬁ napm 5 Ton)

JlanHbi CEpPTUMMKAT aHANU3a AMEET JNIEKTPOHHYIO NOANUCSE,

CepTudukaT CO3AaH ABTOMATUUECKM BANMAUPOBAHHON KOMNBIOTEPHOR NPOTPaMMOi,




(L4 KRKN

KRKA,d.d., Novo mesto

Kog Ne: 737381 OTOENEHKE
MpoaykT: CenTonete® Totan Tabnerku gnﬂ YNPABNEHUSA
accacbiBaHus, 3 Mr+ 1 mr (onucrtep) N16 KAYECTBOM
navyka KapToH Haﬂ) Smarjeska cesta 6
Maprus Ne: 1.89206 8501 Novo mesto
Nara Bbinycka: 11.2018 Slovenia
[ata ncreveHun Tel: ++386 7 3313 333
CpoKa roAHOCTU. 11.2020 Fax; ++386 7 3312 086
MeTon aHanuaa: KPKA
Ynaxkosxa: 2 x 8 nacT. CEPTM‘DMKAT
AHANU3A
flata: 10.01.2018
Crpanuya 2/ 2
Tect Cneuudukarus Pesynbrarsl

[anHsiil npenapar BbiNnyCKaeTCA B COOTBETCTBUM C TOKYLMMU Tpebosatuamu GMP.
KPKA, .4. HOBO MECTO rapaHTMpyeT COOTBETCTBME KayecTsa Npenapara no BCaM OCTanbHLIM NOKAIATENAM, BrAOYeHHbIM B HI.

[lata sbinycKa Ha PbIHOK: OTAENEHUE YNPABIEHUA KAYECTBOM
05.12.2018 Anrena Konapuy,
KaHAMAST hapM. Hayk

(4 KRKA

KRKA,
tovarng rdrovit, d.d.
NorFe TREIS

- €1

TlanHEIR CEPTUMNKAT BHANN3A UMEET BNEKTPOHHYIO NCANUCE.

CepruchukaT cO34aH aBTOMaTHIECKU BANVAUPOBAHHON KOMMNBIOTEPHON NPOrPamMMON.




