NEKJAPALIS O COOTBETCTBUH

JNEKJAPAHT, IPUHUMAIOIIMHA JEKJIAPALIIHIO O COOTBETCTBHH

000 "KPKA ®APMA"

3apeaucmpuposano: Hucnexyus MHC Poccuu no 2. Cepeues [locao MO OI'PH 1 025005328853 om 12.11.20022.
Adpec: 143500, Mockosckas obn., 2. Hempa, yn. Mockosckas, 0. 50. Tenepon/cpaxe: 8(495)981 -10-88/981-10-90
B nuye: Jupexmop Paduenxo H.A.

Hosepennoe auyo: Myrxos P.B.
Josepennocme.: Ne 41/16 om 01.04.2016 2.

3ASIBJSAET, UYTO

nexapemeennoe cpedcmeo: Amnpunan mabremxu 10 me 10 wm., bnucmepet (3), nayku KapmoHnHvie, pee. Ne JIC-
001621 om 23.12.2010 (dama zamenvt PY 22.02.2018), nomep cepuu NF9581, napmusn 51 092 ynaxosgox, 200eH 00
01.12.2021, npoussodcmsa AQ "KPKA, 0.0., Hoso mecmo"”, Crosenus, "KRKA, d.d., Novo mesto”, Smarjeska
cesta 6, 8501 Novo mesto, Slovenia, ko0 OKII2 21.20.10.148, koo TH B3] 3004900002, xonmparm Ne
011/2015 om 20.07.20135, unsotic Ne 90331699 om 22.01.2019

COOTBETCTBYET TPEROBAHUAM
JIC-001621-141217, usm. Nel

JIEKJAPATIMSI TPHHATA HA OCHOBAHHUH

Cepmudbuxan coomeemcingus CUcmembl MeHeodICMeHMa Kavecmsa 6 Cucmenme cepmugpurxayuu I'OCT P Ne
POCC SLHC11.K01271, cpok deficmeus ¢ 01.06.2018 2. do 01.06.2021 2., Opzar no cepmudpurayuu cucmem
menedoicmenma BHUHC-CEPT AO « BHHHC», 123557, 2.Mockea, Dnexmpuyeckui nep., 0om 3/10, cmpoenue 1

Cepmucpuxam ananusa Ne  6/n om 21.01.2019, KRKA, 0. 0., Hoso mecmo

JAATA HPHHATHS AEKJIAPAIIIN 29.01.2019
JIEKJIAPAIMSL AIEACTBUTENBHA IO 01 2.2021
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CBEJEHUSA O PETUCTPALIMHA

JEKJAPALMS O COOTBETCTBHH 3APECHCTPHPOBAHA

RA.RU.10PAOI ®edepanvnan ciyxcba no akkpedumayuu Pocakkpeoumayus, adpec opeanusayuu: 117997,
Mocksa, yn. Baswiosa, 0.7, men.: +7 (495) 539-26-70; Catim Peecmpa dexnapayuil 0 cOOMEEMCMBUY NPOOYKYUU,

SRNIOYEHHOU 6 eOUHbIT Repeydelb npodykyuu Pd.
hitps://pub.fsa.gov.ru/vds/declaration )

PEFMCTPALIMOHHBIA HOMEP JIEKJIAPAIIMU POCC RU [-S1LPA01.A.18540/19
HJATA PETHCTPALLU U 29.01.2019




(T4 KRKN

KRKA d.d., Novo mesto

Koa Ne: 7B1648 OTOENEHUE
MpoaykT: Amnpunas® (Pamunpun) tabnetku, 10 mr YMPABMEHUS
(6bnucTtep) N30 (nauka KapToHHas) KAYECTBOM
MapTua Ne: NF9581 Smarjeska cesta 6
Nata Beinycka: 12.2018 8501 Novo mesto
[ara ucteyeHus Slovenia
CpoKa rogHoOCTu: 12.2021 Tel: ++386 7 3313 333
MeTton aHanuaa: KPKA Fax: ++386 7 3312 086
YnakoBka: 3 x 10 Tabn. CEPTUDU
KAT
AHAJTU3A
fara:21.01.2019
Crpanuua : 1/ 1
Tect Crneuundukayus PesynbTarsl
Onucaruve OsanbHbie, nnockue TabneTku 6enoro unu NouTy Cootsercreyer
Benoro ueera ¢ ackoi.
NoanuHHOCTL - BOMXX Bpems ysepxusanua OCHOBHOrO Nika Ha Cooreercrayer
Xpomarorpamme UcnbITyemoro pacreopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHH YAEPKUBAHUA
OCHOBHOrO NUKa Ha Xpomarorpamme pacrsopa
cranpapTHoro ofpasya pamunpuna (SS).
PoacreeHHble npumecy - Mpumecs A He Gonee 0,5 % <=0,05
PoacTeeHHsle npumecy - NMpumecs B He Gonee 0,5 % <=0,05
PoacTteeHHEIe npuMecu - Mpumecs C He Gonee 0,5 % <0,1
PoacreeHHble npuMecy - Mpumecs D + npumecs £ He Gonee 6,0 % 0.1
PoacTeeHHble npuMecu - lio6an apyran equHUIHas NpUMecs He Gonee 0,2 % <=0,05
PoacTteeHHble npumecu - Cymma npumeceit He Gonee 6,0 % 0.1
OAHOPOAHOCTE A03MPOBAHUA KoaddpuumerT npuemnemoctu (AV) He Gonee 286
15,0%
KonuyecTtseHHoe onpeaenexHuwe pamunpuna 90,0 - 105,0 % oT 3aABNEHHOro KONuYecTsa 101,2
PacreopeHue He menee 75% (Q)(pamMunpuna)oT 3aABNEHHOrO 100 -102
xonuuecrtea Yepes 30MuH
MukpoBuonorudeckas uucrota - TAMC He Gonee 1000 mukpooprasu3mos/r *1
MukpoBuonoruyeckan yucrota - TYMC He Bonee 100 mukpoopraHuamos/r "1
Otcytcreues 11 "1

MukpoBuonorudeckan yucrora - E.coli

*1 TecTupoBaHWe He NPOBOAUTCA Ha KaXA0W NapTUK (NporpamMma MOHUTOPWHIA NPEAYCMaTPUBaeT TeCTUPOBAHUE Kak MUHUMYM OAHOW NapTuu B roa).
HacToAawmum rapaHTUpyem, 4To AaHHaA NapTUA COOTBETCTBYET BCEM TpeOoBaHUAM.

[anHbiil npenapaT BbINyCKaeTCA B COOTBETCTBUM C Tekywumu TpebosaHusmu GMP,

KPKA, 4.4. HoBO MecTo rapaHTUpyeT cOOTBETCTBUE Ka4ecTBa Npenapata no BCeM OCTanbHeIM NokasaTenam, BknyeHHeM B HL.

[ara Bbinycka Ha pbiHOK:
21.01.2019

OTAENEHUE YNPABIMEHWA KAYECTBOM
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[aHHbi CepTUUKAT 8HANU3a UMEeT 3NEeKTPOHHYK NOANUCH

CepTuchuKaT Co3faH aBTOMAaTUYeCKY BaNUAMPOBAHHOW KOMNBIOTEPHOW NPOrpaMMOi.




