- NEKJAPALIUA O COOTBETCTBHUMA

| JEKJIAPAHT, MIPMHAMAIOIHI JEKJAPALTUIO O COOTBETCTBHH
| 000 "®OK IYIIBC”
| Ceedenus 0 pecucmpayuyl 0peanusayuu. Meowxcpaiionras UHCHEKYi DedeparbHOl HATOZ0B0U cayorchvl Ne23 no
| Mocxoscroii obracmu 31.01.2019, OIPH 1025006172267, dama npuceoens Or'PH 23.09.2002.
l Aopec: 141402, Mocrosckai obn., 2. Xumru, ya. Jlenun2paockas, 0. 29, samaxnc 2, kabunem
98. Teneqpon:8(495)665-76-20
B nuye: I'enepansusiii Oupexmop Cupomut MB.
Hosepennoe auyo: Cmynuybiy B.D., doeepennocms 19/2019 om 09.01.20192.

| 3ASIBJISET, UTO

\ nexapcmeennoe cpedcmeo: Amopuc mabremxu, ROKPbIMbIE WIEHOYHOU oGoaouxoii 10 mz 10 wm., 6aucmepot

[ {3), nAUKYU KAGPMOHHBIC, PY Ne IT N015398/01 om 05.03.2009 (0oama 3ameHbl PV 25.08.2017), cepus NHOI11,

| napmus 12000 ynaxosox, 200eH o0 01.01.2021, npouseodcmea AO "KPKA4, 0.0., Hoeso mecmo”, Caroeenus,

} IInapvewxa yecma 6, 8501 Hoeo mecmo xod OKILI2 21.20.10. 149, xod TH B3 3004900002, xonmpaxm Ne
‘ 01372015 om 01.09.2015, uneotic Ne 90334784 om 04. 03.2019

| COOTBETCTBYET TPEEOBAHUAM

| IT N015398/01-250817 usm. Ne [

‘ JTEKJIAPAITASI TIPHUHSATA HA OCHOBAHHHI

\ cepmuguram anaru3a RPoUu3e00UMeEs on 06.02.2019, Cepmughurxam coomeemcmeus, Cucmemot
menedncrenma kavecmsa 6 Cucmeme 006pOBONLHOU cepmupuxayuu CHCTEMA CEPTH®HKAIIMH TOCT P

\ No POCC SLHC11.K01271, cpox Oeiicmeus ¢ 01.06.2018 2. 90 01.06.2021 2., Opzan no cepmuuraytis
cucmen menedxcmenma BHUHC-CEPT AO "BHHHC" Poccwiickan @edepayus, 123557, Mockea,

\ nexmpuneckuii nep., dom 3/10, cmp. !

|

“ JATA HPHHHTI/IH NEKJIAPALIMU 11.03.2019

CTBUTEJBHA 10 0/.01.2021
7

Crymuusii B.D.
©.HO

CBEJEHUSI O PETACTPALIAA

\ OPT'AH 110 CEPTUOWKAIINH, 3APEFI/ICTPI/IPOBABI]II/II7[ JEKJAPAIIHIO

{ POCC RU.0001. IIEDMIS OPTAH ITO CEPTHOHKALIHH TPOIVKLIHH OBIIECTBO C

‘ OFPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYIKHOE LIEHTP KOHTPOJIA KAYEC TBA",

[ adpec OpaHuIayuu: 115280, 2. Mockea, ya. Macmepuosa, 0. 4, am. 5, nom. I, kom. 1., adpec op2anad no

\ cepmugpuxayuu. 143381, Mocroscras o6nacmy, Hempunckuii pation, dep. Jlewikoso, 0. 248, cmp. 1, men.:

(495)640-96-69, (495)787-92-78 geB-catim: oyxx.pah.

JEKJIAPALIAA O COOTBETCTBHUH 3APETMCTPHUPOBAHA M POCC RU J-SLPMI5. B.11045/19
JATA PETUCTPALIMHA [1.03.2019

% 3apbitoBckas H.A.
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AEKJIAPALUS O COOTBETCTBHU

JEKJAPAHT, IPHHAMAYOLIUNA AEKTAPAIIAIO O COOTBETCTBHH !
GO0 "KPK4 @APMA" 5
3apesucmpupoeane; Hucheryus MHC Poccuu no 2. Cepzues Hocad MO OFPH 1025005328853 om | 2 11.20022.
Adpec; 143500, Mocxoscras obn., &. Hempa, ya. Mockosckaz, 0. 50. Tenepon/axe. 8(493)981-10- 88/98] 10-90
B nuye: Qupexmop Paduenxo H.A.
Hogepennoe nuyo: Hexpacos P.A.
Hosepennocms: Ne 139/16 om 14.10.2016 .

3AMBJAET, UTO
ReRapemsennoe cpedcmen. Amopc mabnemxy, ROXPemibic RAeHOUHOH 0boroyuxet 10 ma 10 wm., 6rucmeps (3),
navki kapmonseie, pez. Ne [T NO135398/01 om 05,03.2009 (dama zamenst PY 25.08.2017). nomep cepuu NHO1 1,
napmus 47845 ynaxosox, 20dex do 01.01. 2021, npouzsodcmsa AO "KPKA, 0.0., Hoéo mecrio”, Cfroo'ef-tzm,
"KRKA, d.d, Novo mesto", Smarjeska cesta 6, 8501 Novo mesto, Slovenia, koo OKIII2 21.20.10.149, koo TH
BT 3004900002, xonmparnm Ne 01172015 om 20.07.201 5, uneoiic Ne 90334953 om 06.03.2019

COOTBETCTYBYET TPEBOBAHHAM
ITNO15398/01-250817, usm. Ne !

JAEBKJIAPATIHSA IPUHATA HA OCHOBAHHHU
Cepmughuram coomeemcmaus cucmemst menedsemenma xavecmea ¢ Cucmeme cepmudpurayuu I'OCT P Ne
POCC SLHC11.K01271, cpox detiemeusn ¢ 01.06.2048 2. do 01.06,2021 2., Opaan ko cepmudghuxayuit cucmem
menedncerenma BHUHC-CEPT AG « BHHHC », 123557, 2. Mockea, Dnexmpuueckut nep., dom 3/10, CT?JpOEHHE 1

Cepmughurxam ananusa Ne  6/u om 05.03.2019, KRKA, o. ¢., Hoso mecmo

|

JATA MIPHHANTHS JEKJIAPAIHA 14.03.2019
zmmmmg,w EMCTBHTEABHA JO 01.01.2021
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JAEKJAPAIIAA O COOTBETCTBHHA 3APETHCTPUPOBAHA

RA.RU.I0PAOI Pedepanvuan cayscba no axkpedumayuu Pocaxkpedumayus, adpec opamﬁba\uuu 117 5
Mocxsa, yn.Basunosa, 3.7, men.: +7 (495) 539-26-70; Caiim Peecmpa dexnapayuii o COOMBEmMCTEH-HIDIVK YU,
BRAIONERHOU 8 edunblli nepevery npodyryuu Pd:
hitps: fipub fra.gov.rwrds/declaration

g

PETHCTPAIIMOHHBIN HOMEP JIEKJAPAITUU POCC RU [J-SI.PA401.4.24178/19
JATA PETHCTPAIIHHN 14.03.2019




( T4 KRKA

KRKA.d.¢., Novo mesto

Kon Ne: 797543 OTAENEHWE
MponykT: Atopuc® (AropBacrath H% TabneTky, YNPABIEHWA
NOKPbITbie NIIEHOYHOU 000N0UKOY, 10 mr KAYECTBOM
(6nucTtep) N30 (nayka Ka PTOHHARA) Smarjeska cesta 6
NapTus Ne: NHO111 8501 Novo mesto
[ara peinycka: 01.2019 Sloveria
,Elara UeTeHeHna Tel: ++386 7 3313 333
CpOKa FOQHOCTY. 01.2021 Fax; ++386 7 3312 086
MeTo/ asannaa. KPKA
Ynaxkopka: 3 x 10 TaBn. EE}P\?TVI}I%)K KAT
Aara:01.03.2019
Crpanuya ' 1/ 2
TecT Cneuunthukauna PesyneTaTbl
OnucaMne Kpyrneie, Cnerka ABCAKOBbINYRILIE TabneTky, CooTp@rcrayeT
nokpeiTeie aneHouHol ofonoukod Gencro nnv NCYTY
Genore yseTa.
OpHOPOARDCTYL AD3KPUBRHUA Moxasarens nprexnemocty (AV) -  He Gonee 1.8
15,0%
MoanasHoCTL ~ BIMX Bpems YAEPKUBAHUS OCHOBHOTO AWKE Ha CoorBeTCTBYET
XPOMATOrPaMME UCNLITYEMOro pacTaopa {Sas)
AOITKHO COOTBETCTBOBATEL BPEMENY YARPXKUBAHUA
OCHOBHOID NWKA HA XPOMATOrPaMMe CTaHA3PTHOrS
pacTeOpa aTopsacTaTuHa (SS).
PoACTBEHHBIE NEUMECcH - npumecs ATN1 He Bonee 0.2 % <03
POACTBEHKBIE MPUMECH - pumech ATNZ He Gonee 0,2 % <01
POACTREHHBIE NPYMESH - NPUMECH ATN4 5 He Gonee 0.4 % 0,1
PoOACTBERHBIE NPUMECH - NpyMecs ATL1 He Bonee 0,5 % 01
PoacreeHHble NPUMECH - nprmecs ATN1Z He Bonee 0,5 % <01
Pogcraentsie rpsMecy - npumecs ATN13 He Bonee 0.6 % <01
POACTEEeHHLIE npuMecy - nprmecs ATN14 He Gonee 0.3 % <1
PoACTBEHHbIE NPANMECH - ipumecs ATN1S Ha Bonees 0.5 % <01
POACTREHHBIE NIPUMECH - IDUMECH ATN1EG He 6onee 0,5 % <01
PoiCTEEHHBIS NpuMEt - roBan epuHEHHaA HEMAEHTH(DAUAPOBAHHAA He Gonee 0.2 % 0,1
NpUMECck
POACTBEHHbLIE NPUMACH - CyMMa npumecen He Bonee 2,0 % 0.2
OCTaTOMHBIE OPraKuyeckue pacTeopuTens He Bonee 3000 ppm 778
KonwsacTBEHHOE ONPELeneHny aTopaacTaTuHa a0 0 - 105,0 % 0T 3aABNEHAOTC KONWYECTRA 100,7
PacTRopexre ne menge 75%{Q) aropeacratiha yeped 30 MuH a6 -100
Mukpobuonoruueckan yucrota - TAMC He Gonee 1000 MUKDOOPrawu3MoB/ T "1
MuxpoBuonorsuackas yuctoTa - TYMC He Sonee 100 MUKPOORraHA3MOBIT *1
MukpoBuonoraueckas uweToTa - E.coll Oreytcraves 11 “1

{ TecTHpoBaHKE HE PCBOAWTER HA KEXAOW NapTur {nporp

HacToAlLues TapaHTUpyaM, YTO AaHHas NAPTUR COOTBETCTBYET BCEM TpeBosaHuAM.

ATAMA MONATOPWATS NPOAYCMATPNBAST TECTUPOBAHME KaX MIHUMYM OAHOW N3THY 8 roa).

Hannbill cCepTURRKAT SHANKIA MEET ANEXKTPOHKYK NoOANNSE.
CeprihyKkaT COIAaH ABTOMATAYSCKA BANNANPOBZHHON KOMNBIITEDHOR NPOTRaMMOR,



Koa Na: 797543
MpoayxT: Atopuc® (ATOpBaCTaTVIH%TaﬁﬂeTKM,
NOKPbIThie MJIEHOYHOM O onoqxou, 10 Mmr

(6nucTtep) N30 (nayka kapToHHasn)

(L4 KRKN

KRKA,d.d.. Novo mesto

OTAENEHWE
YNPABNEHWA
KAYECTBOM

Smarjeska cesta 6

NapTua Ne: NHO111 8501 Novo mesto

Nara ewinycka: 01.2018 Stovenia

[dara ncreqeHuns Tel: ++386 7 3313 333

CpOKa TOAHOCTH. 01.2021 Fax: ++386 7 3312 086

Mearop aHanuaa: KPKA

Ynakoska: 3 x 10 Taén. CEPTUDWUKAT
AHATTN3A
Hara: 01.03.2019
Crpavvua . 2/ 2

Tect Cneyutukayus Pesynorarel

LaxHeli Npenapar BunyCKaeTen B COOTBETCTBAN C TEKYLLIMMU ToeSoganuamu GMP.
KPKA, A.4. HOBO MECTO rapaHTMpyeT COGTBETCTYBIE KadYecTBa npenapata ng BCeM OCTaNbHbIM nokasaTenam, BkYeHHbIM 8 HI.

[lata BLNYCKA Ha PHHOK, OTAENEHME YTIPABIEHWUA KAYECTBOM

06.02.2019

3ma Nowed,

‘ :QWapM Hayk

K
?gvcrna zaravit o

Novo mesia e

DHanHeid cepTRCINKAT aHaN3a UMBET INSKTPOHHYIO NOAMMCE.

CepTUUKAT CO3AAaH ABTOMATHMECKY BANMANPOBAHHON KOMNLICTEPHOR NPOrpamMmMod.
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