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NEPKABHA CIYXEBA 3 JIIKAPCHOKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitimunol, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK

Npo AIKIiCTL BBE3€HOr0 B Y Kpainy JikapebKoro 3acoly

27.12.2024 Ne 70940/24/26

POKCEPA®

(HARMEHYBAHI JTKAPCHKOTO 3aC08Y 301LLIHO 3 PECCTPALIRHNM HOCBIAYSHHHM)
Ta0JeTKH, BKPHTI NJIiBKOBOIO 06010HK010, 110 30Mr, 1o 10 Tabaerok y oJictepi; no 3 daicrepu
y KapToHiii kopoOui

(opma BHIYCKY, AO3YBAHEHHA, B NAKYBAHHS TIKAPCLKOIo 300y )

Homep peectpaiiifioro nocsimuenns UA/11743/01/06 erpok aii peecrpauiiinoro noceiauenns 11e0OMCIKEHHH
PP p P [ P

Cepis nikapebkoro 3acody N DE7125 KijibKicTb BBE3EHOTO Aikapebkoro 3acody 60
Bupo6Hik KPKA. 1.1.. Hoso mecro, Cinosenis
(HafMeny Baliis BHPOOHHKA JIKAPCLKOIO 3aco0y. KpaiHa MOXO/ZKEHHS )
BeeseHo B VKpaiHy CriibHe yRpailehKko-ecTOHCLKE HANPHEMETRO y popMmi TOBApHCTBA
3 06MeKeHo010 Bianosigaabhicrio "Onrima-®apm, JITIL", irenr. kon:
21642228

(HaiiMenyeanns ta ko 3a CJIPIOY jopuanynoi ocobu afo npissuile, iv'd, no darbkosi HisuuHoT
0COGH - MiANpHEMIEL, Ti MICIC IIPOKHBAHHS Td PEECTPaLliiiiuit HoMep 00IKOBOT KAPTRH NIATHHKD
HOAaTKIB abo cepis Ta HOMEP [AcnopTa)

Mpotokon Bisyajubioro kontposio sin 27.12.2024 Ne 4464/10.

3a pe3ynbTaTaMH AEPKABHOIO KOHTPOMIO BCTAHOBJIEHO, WO Jikapchbkui 3acid  Bseseno B Ywpainy 3

AOTPHMAHHSM BHMOr 3aKOHOAABCTEA OO 3a0€3MCUEHHI HKOCT NIKAPELKIN 3ac00iB,
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(B4 IKRKA

KPKA, a. a., Hoeo Mecto

YNPABAIHHA AKICTIO
CEPTU®IKAT AKOCTI Llimepous yeora 6

8501 Hoso Mecto

Cnoeexia

Ten.: +386 7 3312 111

En. nowra; info@krka.biz

Kog Na: 7H2935

Pokcepa®, Tabnetkn, BKpUTI NiBKOoBOK 060f0HKOK no 30 Mr Ne 30

KpaiHa-Bupo6HuK: CrioBeHin

1 TabneTka, BKpnTa nniskoBok o6onoHkoo, MicTUTE 30 M posyBacTaTuny (Y BUrRAAI KanbLito po3yBacTaThHy)
nNikapckeka copma: TabneTku, BKPUTI NNiBKOBO 060N0HKOK

po3mip i TYn nakyeaHHA: no 10 Tabnetok y 6nicTepi, no 3 6nicTepy Y xapToHHIA Kopobui

Homep cepii: DET125

Aata supobHuuTea; 10.2024 | Hata 3akiHdeHln Tepminy npugartHocTi: 10.2027

PeecTpauifiHe noceigyeHHa Ne:
UA - UA/M1743/01/06

Haaea | anpeca BupoGHUKa, BignosigansHoro aa Bunyck cepii: | NiueHsis Ha BupoGHMUTBEO Ne:
KPKA no.5., HoBo mecTo 800-16/2024-4

[Hmap’ewka uecra 6

Horo mecTo, 8501, CnoeeHnia

Poamip cepii: 5.110 LWUT

Uum nigTeepmkyto, Wo BUILeHaBeaeHa iHOPMaLIs € JOCTORIpHOK Ta TouHo. faHa cepin npopykuUil Gyna supoGneda
{BrAIOYaOYM nakyBaHHA/MAPKYBAHHA) | NPOHLUNE KOHTPONL SKOCTI Ha BULIEBKa3aHii AIALHWLI B NOBHIA BianosigHocT is
BuMoramn GMP, BcTaHOsneHWMM MICUEBUM PerynaTOpHUM OpraHoM, a Takox Y BianosigHocTi Ao crneuvchikauii
peecTpauiiiHol foKymeHTaLii, 3aTeepaxeHoi B Ykpaihi Ana  pocnimkysaHoro nikapckkoro aacoGy. [ipoTokonu
BUPpOBHMLTBA, NakyBaHHR | KOHTPONA sKocTi nepesipeHi | BignoeigawTs euMoram GMP.,

Cepin BUnyLieHa y BinnoBiAHOCTI i3 Ailoyolo sepcielo MKH UAM1743/01/06.

[lata BUNycKy Ha puHoK: Ocaba, pignosinancHa 3a sunyck J13 Ha puHok
28.11.2024 Tauns JpHoswex

Cbxuowfeg\

Nanwii cepTuddikar AkacTi Mae eNeKTPoHHUA nignuc. [ara apyky ceptucbikary: 11.12.2024
CeprudikaT cTBOpEHC aBTOMATUMHO BANIACBAHOK KOMMIOTEPHOIO NporpamMon SAP. CropiHka: 1/2
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CEPTUDIKAT AKOCTI

(£4 KRIKA

KPKA, A. 4., Hoeo mecto
YNPABAIHHA AKICTIO
Wmap'ewka yecra 6
8501 Hoso mecTo
Cnoeehist

Ten.: +388 7 3312 11t
En. nowra: info@krka.biz

Kop Ne: 7H2935
Pokcepa®, TabneTku, BKpHTI Nniekoso oBonoHkow no 30 mr Ne 30
kpaiHa-BupoGHKK: CnoseHis
1 Tabnerka, BKpUTa NNIBKOROK 0BOMOHKOR, MiCTUTE 30 Mr posyeacTaTuHy (Y BUrNsiAi KanbLito po3yBacTaTuHy)
nikapcbka thopma: TabreTky, BKpUTI NnNiBKOBOID 060A0HKOI0
poamip i Tun nakyeauHA: no 10 Tabnerok y BnicTepi, no 3 GnicTepn Y kapToHHINA Kopobui
Homep cepii; DE7125
farta srpobHruTea: 10,2024 |£l,a'ra 3akiH4eHHs TepmiHy npuaaTHocTi: 10,2027
Hasea nokaaHwvkie Cneyndpikauin Pesynbtath BUnpobyeaHs Mp.*
Onue TabneTku Ginoro Konsopy, ABOORYKNT, BKPUT! Bignoeigae -
nniskoecto 06oNOHKEH, ¥ (IOPMI KaNCcYnK 3 HAciHKoIo 3
0Box Bokis
IaeHTUDiKauia posyeacTaTuHy | Yac yTpumysants niky po3yBacTaTuHy Ha Bignoeigae -
~BEPX Xpomatorpami poaunHy apaska (SaS) mac signosigaTm
Yacy YTPUMYBaHHS niky po3yBacTaTuHy Ha
XpoMaTorpami posyuHy crangapty (S5)
IneHrudikauin poaysactatuHy | MnaMa Ha xpomaTorpami posunHy 3paska (Sa8) mae - *1
~TWx BiANOBIAaTH aa aHaveHHAM Rf ra konnopom nnami Ha
XpoMarorpami posduHy cradgapty (SS8)
lgeHrudikaia TiO- Po3unH y TUrni HaBysae wosToro 3a6apBneHHs - *1
OpuxopiaxicTe Ao30BaHUX 3HavyeHHn NpuiAMansHoro Yucna (AV) cknapgae He 3.8 -
OAUHULE — 0AHOPIAHICTE Ginbwe 15,0
BMICTY DoayBacTaTuHy
CynyTHi foMiusu — gomiwka | He Ginbwe 0,8 % <=0,10 -
TP13
CynyTHi pomituks —aomiuka | He 6inbiee 0,3 % <= 0,10 -
RSL
CynyTHi goMiLLKK — iHwi He Ginbwe 0,2 % <=0,10 -
QAUHKUMHI
CynyTHl aomiwxu —3zaranbHa | He Ginslwe 1,0 % <=0,10 -
KINBKICTH
JanuiKoBl PO3YNHHKKH — He Binbwe 5000 ppm 831 -
iaonpotiinoeuii ciupT
3anuwKkosi poayuHHUKK — He Ginawe 5000 ppm <=500 -
aueToH
KinbxieHWia MicT 95,0 - 105,0 % &ig 3asHayeno! KineKooTi 97,2 -
pO3YBACTATHHY
PoauuHeHHRA poaysactatudy | Yepes 45 XBUNUE Mae po3unHWTMCH He MeHwe 75 % 83 95 -
{Q) ein 3agHaveHol kinbKkocT
MikpobGionorivHa AKicTs He Binbwe 1000 KYOB 11 - *2
3aranbHa kinkKicTe 2epobHMX
mikpoopraHiamia {TAMC)
Mikpobionarivya sxicTs — He Ginbure 100 KYO B r - *2
3arankLHa KinbKicTh
OPiKOKOBWX TA NNiceHesux
rpubis (TYMC)
MixpoGlonoriuna silcTb - BincytHiB 11 - *2
Escherichia coli

fp.* = Mpumitka

*1 He pymurnui MeToa. BunpoByeaHHa nposogutee 1 pas Ha pi.
*2 BuNpoByeanHs NpoBOAMTECH BigROBIAHO A0 Nporpasu (onrcaHa B MKH)

Oanwmit cepruddikaT AKOCTI MaE ENEKTPOHHWE RigNWG.
CepTuihikaT CTEOPEHO ARTOMATUHHO BaNIfOBAHOK KOMI'IOTEPHOI NPOrPamMoio SAP,

Data apyky cepmdikary: 11.12.2024
CropiHka: 2/2
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