JAEPIKABHA CJIYKBA 3 TIKAPCHKUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3EHOT0 B YKpaiHy JiKapchbKoro 3acoby
28.02.2025 Ne 10004/25/26
BAJIOIII

(uaiimenyBanns nikapckkoro 3acoy 3rifHo 3 peectpauiiium HOCBIIMCHHSAM)
Ta0JIeTKH, BKPHTI IIIIBKOBOI0 060,10HK010 110 10 Mr/160 mr o 10 Tadaerox y GJaicrepi, mo 3
OsticTepn y KapToHHiil Kopo6ui

(dopma BunycKy, 103yBawHs, BU T1aKy BAHHS Jikapehkoro 3acoby)
Homep peecrpauitinoro nocsinuenns UA/14357/01/02 crpox nii peectpauiiinoro nocsiguenns HeoGMeKeHuii
Cepis nixapcrkoro 3acoby Ne DE8987 Kinbkicts BBe3eHOrO NiKapebkoro 3acody 2496

Bupo6Huk KPKA, n.1., HoBo mecto, CiioBenis

(HaiiMeny BaHHS BUPOGHMKA f1ikapCchkoOro 3ac00y, KpaiHa HOXO/KEHHS )

Beeseno B Vkpainy CrisibHe yKpaiHChKO-eCTOHCbKE MiANPHEMCTRO y ¢opmi
TOBAPUCTBA 3 00MEIKEHOI0 BiANIOBiIa bHICTIO "Onrima-®apwm,
JITJ'", inent. cox: 21642228

(naiimenyBauns Ta kox 32 €JIPTIOY j0puanuHoi 0co6H a6o fpi3BULIE, iM'1, 110 BaTbKOBI
(hiznunol 0cobu - mianpuemis, il Micue npoxuBanHs Ta peecrpatlifinuii Homep 06iikopoi
KapTKu IJIaTHHKA 110/aTKis abo cepist Ta HoMep nacnopra)

Mporokon BisyansHoro kontposmo Bix 28.02.2025 Ne 519/01.10-25/25.

32 pesynbTataMy  IepKaBHOTO KOHTPOJIO BCTAHOBNIEHO, MO JiKapchkuit 3aci® BBeseHo B Ykpainy 3
P 74 .
AOTPHUMAHHSAM BMMOT 3aKOHOJABCTBA LIOJ0 3a0e3Meden s IKOCT] JIika CEKHX 3ac06iB.

Muxkona XOJIOOEHKO

(nocanosa ocoba oprany 1epKaBHOrO KOHTPOJIIO) (ipnuc) (iminianu Ta npissuie)

Havanpuaunk




CEPTUDIKAT AKOCTI

KPKA, a. a., Hoso mecTo
YNPABIIHHA AKICTHO
Lmap'eika Lecrta 6
8501 Hoso MecTo
CnoseHis

Ten.; +386 7 3312 111
En. nowTa; info@krka.biz

Kop, Ne: 7H0377

BANOAIN, Ta6neTky, BKPUTI nniB
kpaiHa-BUpOBHUK: CnogeHis

1 TabneTka, BKpUTa NNiBKOBOKO oBonoHkoto,
M BancapTaHy
nikapcbka cop
po3Mmip i TMN NakyBaHHA: NO 10 TabneTok y bnicrep

KOBOH 060MoHKOoo Mo 10 Mr/160 mr Ne 30
MicTUTL 10 Mr amnoaumniny y Burnsaai amnoAuniny

Ma: TabneTkW, BKPUTI NNIBKOBOK 0GOMNOHKOK
i» no 3 Gnictepu y kopobui

6ecunaty i 160

Homep cepil: DE8987

[lata BupobHuuTBea: 12.2024

|£LaTa 3aKiHYeHHs TepMiHy NpUaAaTHOCTI: 12.2027

PeecTpalliite nocaigHeHHs Ne:
UA - UA/14357/01/02

HaaBa i aapeca BUpoBHUKa, BignosiganLHoOro 3a BUMyCcK cepil:
KPKA a.4., HoBo mecTo

Wmap’ewka yecta 6

Hogo mecTo, 8501, CnoBeHin

NiueHsis Ha BUPoGHULTBO Ne:
800-16/2024-4

Poamip cepii: 30.240 WT

Lium nigTeepaxyto, WO BulleHaseneH
(BKITHOH4EAOYU nakyBaHHsA/MapKyBaHHs)
gumoramu GMP, BcTaHosneHuMiu Micuesum perynaTop
peecTpaLitHol JOKYMeHTaUIT, saTBepakeHol B YKpaiHi
BUPOBHUUTBA, NaKyBaHHA

Cepis sunylieHa y

[laTa BUNYCKY Ha PUHOK:
28.01.2025

a iHhopmMaLia € AOCTOBIPHO
i npoiina KOHTPOIb akocTi
HUM OpraHom, a TakoX Y BiarnosigHoCTi A0 cneuudikayi
Ans  [ocnimKyBaHoro  NikapChkoro 3acoby. [lpoTokonn
i KoHTpONs AKOCTi NepesipeHi i Bignos

lo Ta ToyHoto. [laHa cepis Npoaykuii byna BupobneHa
Ha BWLLEBKa3aHi [inbHALL B NOBHIN BignosigHocTi i3

iaaloTh BUMOram GMP.

BiANOBIAHOCTI i3 Ai1040I0 BEPCIED MKSA UA/M14357/01/02.

Ocoba, sianosiaanbHa 3a Bunyck N3 Ha pyHoOK
Hina Kipap

[Nanuit cepTudikat AKOCTI Ma€E enexTpoHHUA nianue.

CepTudikaT cTBOPEeHO asToMaTUHHO Banifo

aaHoto KOMM'IoTEpPHOto Nporpamoto SAP.

[ata apyky cepTudikaTy. 12.02.2025
CropiHka: 1/2

By-aw ¥ 0159 G 1L 04 02571%



CEPTU®DIKAT AKOCTI

IKRIKA

KPKA, Aa. a., Hoso MecTo
YPABITIHHA AKICTHO
Umap'euika yecta 6
8501 Hoso mecTo
CnoseHis

Ten.: +386 7 3312 111
En. nowrta; info@krka.biz

Kopg Ne: 7H0377
BANOAIM, TabneTku, BKpUTI NNiBKOBOIO oGonoHKow no 10 mr/160 mr Ne 30
KpaiHa-eupoGHuK: CroseHis
1 TabnieTka, BKpUTa MiBKOBOI 060M0OHKOI, MicTUTBL 10 Mr amnoauniHy y Burnsai amnoauniny 6ecunaty i 160
Mr BancapTaHy
nikapcbka hopma: TabneTku, BKpUTI NAiBKOBOK 00OMNOHKO
posmip i Tun nakysaxxa: no 10 TabneTok y GnicTepi; no 3 6nicrepu y kopobui
Homep cepii. DE8987
[ata supobruurea: 12.2024 lﬂ,aTa 3aKiHueHHs TEpMiHy npugaTHocTi: 12.2027
Haasa NokasHWKIB CneundikaLis PeaynbTaT BUNpobyBaHb Mpt*
Onuc OBanbHi, ABoONYyKNi TabneTku, BKPUTI NNiBKOBOIO Bianosigae -
060MOHKOK KOPUYHIOBATO-KOBTOrO KOMbopy
OAHOPIAHICTL A030BAHUX MpuitmansHe \ucro (AV): He Binbwe 15,0 3,6 -
OOMHHULL — OAHOPIAHICTS
BMICTY aMNoguniHy
OAHOPIAHICTL A030BaHUX MpuiMansHe Yucno (AV): He 6inswe 15,0 1,4 -
OAUHULb - OAHOPIAHICTL
BMiCTY BancapTany
CynyTHI BOMILIKN ~ He Ginswe 0,3 % <=0,10 -
amnoaunidy fomiwka D
CynyTHi AOMILLKN — iHLLi He 6inblue 0,2 % <= 0,10 -
OfIUHUYHI JOMILIKK
CynyTHi AOMILLIKK — Cyma He Ginbwe 1.5 % <= 0,10 3
{neHTUdbikauia BancapTaHy — | Hac yTpuMyBaHHs niky BancapTaHy Ha xpomatorpami | Bignosinae =
BEPX po3uMHy 3paska (SaS) mae sianosinaTh vacy
yTPUMYyBaHHS Niky Bancapraxy Ha xpomarorpami
pO3duHy cTanaapTy (SS)
|aeHTUdIKaLia amnoauniHy — | Hac yTpumysaHha niky amnoguniy Ha xpomartorpami | Bianosigae -
BEPX poauunHy apaska (SaS) Mae Bianosinatu Yacy
YTPUMYBaHHS MKy aMnoauniHy Ha XpomaTorpami
pO3uMHY cTaHnapTy (SS)
ineHTUdiKaLia TuTany PoaunH y TUrNi Habysae XOBTO — NOMapaH4esoro - 4
aiokeuay 3abapsneHHs
lneHTuUdikaLiin 3aniza okcuay | Ha dinkTpyBansHOMY nanepi 3anuIIAETLCA CHHIN - *1
ocag, xapakTepHui Ans ioHy 3anisa
KinbKicHWI BMicT BancapTaHy | 95 - 105 % 8in 3a3HauyeHol KinbkoCTi 100 -
KinsKicHui emict amnoguniny |95 - 106 % Big 3a3HaYeHo! KiNbKOoCTi 100 -
Po3yuHEHHs BancapTaHy He meHwwe 80 % (Q) Bia 3asHayeHol KinbKkocTi 99 -101 -
npoTaroM 30 XxBUNWH
PO3UUHEHHS! aMAOAUNIHY He menlwe 75 % (Q) Big 3aaHaueHol KinbkocTi 98 -100 =
ripoTarom 30 XBUAuH
MikpoGionorivHa sKicTb — He 6Ginslwe 1000 KYO 8 1T <10 *2
3aranbHa KinbKicTb aepobHux
mikpoopraniamis (TAMC)
MikpoBionorivHa aKicTe ~ He 6Ginbiwe 100 KYO 8 1T <10 *2
3araneHa KinkkicTs
APPKAXOBUX Ta NAiCEHEBUX
rpubis (TYMC)
MikpobionoriuHa aKiCTb - BigcytHiB 1r Bignosinae =2
Escherichia coli

Mp.* = MpumiTka

*1 He pyTuHHUiA MeToA. BunpobysarHs NpoBOANTLCA 1 pas Ha pik.
*2 BUNpobyBaHHS NPOBOAUTLCA BignosiaHo 4o nporpamu (onucaHa B MKS#)

[anuit cepTudikaT AKoCTi Mae eneKTPOHHWIA nianuc.
CepTudikaTt CTBOPEHO aBTOMaTUUHO BanifoBaHo KOMN'KITEPHOK NPOrPamMoo SAP.

[ata gpyky cepTudikaty: 12.02.2025
CropiHka: 2/2
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