JEPKABHA CJIYKBA 3 JHIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KHIBCBKIIT OBJIACTI

npos. Ceitauynol Hanil, 3, m.Kuie, 02099, Tea/daxc: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua, Kon €IFMOY 37078774

BHUCHOBOK
npo SIKiCTL BBE3eHOro B YKpainy jJikapesKkoro 3acody

(1.12,2023 Ne 59430/23/10

POKCEPA®

(nafisewy sanms HikapeLroro 3ac08y ILIHO 3 PECCTRALLIREI MOCRIYEHHAM)
rabaerkn, BRpHTI NaiBKoBOW 06oa0HK0I0, no 30 Mr no 10 Tabaetok y Gaicrepi; no 9
GaicTepie v RapToHHii Kopobui

{ihopMa BHOYCKY, NOTYBANHA, BUA NEKYBANNA Rikapewkoro 3ac00y)

Howmep pecerpanifinoro nocoizvenns UA/11743/01/06 crpok aii peecrpauiiinoro nocsinsenns 01.01.2099

Cepis nikapeskoro sacofy Ne DD1633 KinexicTs resenoro aikapeskono sacoby 720
Bupobumek KPKA. n.n., Hoeo mecto, ChoeeHia
(nafisenysanna pupoliiiisa dikapesroro sacedy, Kpalea noxoawang)
Baeseno s Yipainy Cninbne ykpaiHCbKO-eCTOHChKE NIANPHEMCTBO ¥ GOpMi TOBAPHCTRA
1 oimesenow sinnosizaasuictio "Onrima-Papm, JIT/1", izewr. won:
21642228

(Haiisenysanua Ta woa 3a CIAPTIOY wpnassoi ocolbu abo npispnug, iM'a, ne Garesoni gismmoel
acolii - nigmpresus, 17 Micie nposneaiis T peceTpanifingi nosep oBniRoBOT KIPTEN WIATINED
NOJATKIE B0 CEpis Ta ROMED NACNOPTH)

MNporokon sisyaaskoro konrposoe sin 29.11.2023 » 3801/16.

3a  penvibTATAMM JEPWABHOTO  KOHTPOMIO  BCTAHOBIENO, 0 fikapeexui  3aci0  Beezedno o Yipaiuy 2
MOTPHMAHHAM BHMOT 3aKOHOIARCTE WO 330C3NCHCHIA RKOCTI Nikapehrnx 3acobis,

",f = a1 F --h'\-\.,\"'x{ -
‘-ll';hl:l-r-ir‘*'\-l,-., W}Q‘L r o
L i i, N E’nm 1t Ffﬂl 1\ L ][

"lh‘i"ﬂ'ﬂn O o )

33.C'E"‘-"I'I.l h 3
b h_ .-" -.,I..._.---.....
B
~€=

1||Li1ll L7 Tak I'I|:Iltl.1'i14 W

(g
{ iDL akomag i




| | KPKA, a. a., Hoeo mecTto
CEPTU®IKAT AKOCTI YIIPABIIIHHA AKICTIO
Lmap'ewka uecta 6
| 8501 Hoeo mecTo
CnoBeHin
Ten.: +386 7 3312 111
En. nowra; info@krka.biz

Koa Ne: 7F4777 |

Pokcepa®, TabneTku, BKpUTi NIiBKOBOK 060510HKOI0, No 30 Mr Ne 90

KpalHa-BUpOOHUK: CrioBeHiA |

1 TaBneTka, BKPUTA NMIiBKOBOI 060NOHKOI0, MiCTUTL 30 Mr po3yBacTaTUHy (y BUrnsAai Kanbuilo po3yBacTaTuHy)
nikapcbka thopma: TabneTku, BKpUTI NJ1IBKOBOK 0O0OSTOHKOKO

po3mip i TMN nakysaHHs: no 10 TabneTtok y bnictepi; No 9 6nicTepis y kKapTOHHIA KOPOOL

Homep cepii: DD1633
HaTta supobHuyrea: 09.2023 NaTta 3akiHieHHA TepmiHy npugaTtHocTi: 09.2026

PeecTpauiiHe noceigyeHHs Ne:
UA - UA/11743/01/06

Hassa i agpeca BupoBHWKa, BiANOBIAANBHOro 3a Bunyck cepii: |JlileHsis Ha BUpoOHULTBO Ne:
KPKA a.n., HoBo mecTto 800-13/2018-6

lLimap’ewika uecrta 6

HoBo mecTo, 8501, CrioBeHis

Poawmip cepil: 7,989 LUT

Lium niaTeepmxXyio, WO BALLEHaBeAeHa iHdopMmallis € J4OCTOBIpHOIO Ta TouHOW. [laHa cepis npoaykuit 6yna BupobneHa
(BKAIOYAIOUN MaKyBaHHA/MapKyBaHHsY) i Npoiilina KOHTPOonb AKOCTI Ha BULLEBKa3aHii AinbHALI B NOBHIA BIANOBIAHOCT! I3
suMoramy GMP, BCTaHOBNEHUMM MiCLIEBUM DErynsaTOpHAM OpraHoMm, a TakoX Yy BignosigHocTi Ao cneumdikaLyl
peecTpaLiiHol  AoKyMeHWTauil, 3ateepaxeHoi B YkpaiHi Ans  [ocniixysaHoro nikapcbKoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKyBaHHSA | KOHTPONSA AKOCTI nepesipeHi i BianosigatoTs Bumoram GMP. |

Cepis sunylleHa y signosigHocTi i3 gitodoto sepcieto MKA UA/11743/01/06.

JlaTa BUNycky Ha pUHOK: Ocdﬁa, BignoeinanbHa 3a sunyck J13 Ha pUHOK
09.10.2023 TaHga JpHoBLUEK

Cbmow”é“e.@\

Nanuii cepTnikaT AKOCTI Mae ENeKTPOHHWA nignuc. | LaTa ppyky ceptucpikaty: 10.11.2023
CepTucbikaT CTBOPEHO a8TOMaTUYHO BasliA0BaHOK KOMITIOTEPHOKO NPOTPamoN SAP. CropiHka: 1/2

Vox o pOC2

% 0.1 2o V4




CEPTUDIKAT AKOCTI

Kon Ne: 7F4777

KPKA, a. a., HoBO mecTo
YITIPABHIHHA AKICTIO
Lmap'ewka tecra 6

8501 HoBo MecTo
CnioBeHist

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

Pokcepa®, TabneTku, BKpUTi MniBkoBoK 060noHkowo, no 30 mr Ne 90
KpaiHa-BUPOOHUK: CnoBeHis
1 TabGneTka, BKpUTa NNiBKOBOIO 060MOHKOI0, MiCTUTL 30 Mr po3yBacTaTuHy (Y BUrnsai Kanbuiro po3yBacTaTuHy)
nikapcbka thopma: TabneTkn, BKpUTI NNiBKOBOKO 0O60NOHKOKO
po3Mmip i TMN nakyBaHHsA: no 10 TabneTok y Gnictepi; No 9 6nicrepis y KAPTOHHIA kopooL

Homep cepii: DD1633

Nata snpobrHuyrea: 09.2023

[NaTa 3akiHyeHHs TepMiHy npugaTtHocTi: 09.2026

(QQ) Bia 3a3HaUeHO! KiNbKOCTI

Mikpo6ionoriuHa sKiCTb —
3aranbHa KinbKicTe aepobHUX
MikpoopraHiamis (TAMC)

He finswe 1000 KYO B 1T

MikpobGionorivyHa aKicTh —
3aranbHa KinbKiCcTb
APKAKOBUX Ta NRiCeHeBUX
rpubis (TYMC)

He 6inbwe 100 KYOB1 T

Ha3sa nokaaHuKIB Cneyndikauis PesynbTaTy BUNpodyBaHhb [p.*
Onuc TabneTku 6inoro KONLOPY, ABOONYKI, BKPUTI Bignosigae -
nniskosoo 060N0HKO, ¥ hopmi Kancynu 3 HACIHKOI 3
06ox bokis
laeHTUbikauia posysacTaTuHy | Hac yTpumyBaHHA Niky po3yBacTaTUHY Ha Bignosigae -
- BEPX XpoMaTorpami posunHy spaska (SaS) mae signosinatu
Yyacy yTpuMyBaHHSA Niky po3yBacTaTUHY Ha
Xpomarorpami po3uuHy ctaHaapty (SS)
|neHTUchikaLia po3yBacTatuHy | MnsMa Ha xpomarorpami po3umny spaska (SaS) mae - *1
- TLLX gianosigaty 3a aHadYeHHAM Rf Ta konsopom nnami Ha
XpomaTorpami po3duHy craHaapTty (595)
lneHTUdikauia TiO2 Posunr y Turni Habysae »oB8TOro sabapssieHHs = *1
OaHOopiAHICTL A030BaHNX 3HauyeHHs npuimaneHoro uucna (AV) cknagae He 2,3 -
0AMHWUL — CAHOPIAHICT Ginbwe 15,0
| BMICTY pO3yBacTaTiHy
CynyTHi pomitku — aomiteka | He Ginbwe 0,8 % <= 0,10 -
TP13
CynyTHi poMmilkn — aomiwka | He Ginbwe 0,3 % <= 0,10 -
RSL
CynyTHi ACMILLKA — iHLUI He Binbwe 0,2 % <= 0,10 -
OAUHUYHI
CynyTHi Aomilwkn —3araneHa | He 6inbwe 1,0 % <= (0,10 -
KiNbKICTb
3anuIKoBi POSYUHHUKM — He 6incwe 5000 ppm 610 g
jaonponinoBuA cnvpT
3anuKoBi PO3YNUHHUKY ~ He 6inbwe 5000 ppm <= 500
aleToH
KinbKicHWX BMICT 95,0 - 105,0 % s8ia 323Ha4eHOl KiNbKOCTI 08,4
PO3yBaCTaTUHY
PosunHeHHAa posyBactaTnHy | Uepes 45 xBunuH mae po3unHutTuca He meHwe 75 % 06 -98

MikpobionoriuHa sKicTs -
Escherichia coli

BipcytHiB 1 r

*2

Mp.* = MNpumiTka

*{ He pyTuHHMWA MeToa. BunpobyBaHHs npoBoanTLCA 1 pas Ha pik.
*2 sunpobysaHHsi NPOBOANTLCA BiANOBIAHO A0 nNporpamu (onucara 8 MKH)

Nanuii cepTudikaT SKOCTI Mae enexTpoHHUA nignic.
CeprucikaT CTBOPEHO aBTOMAaTUMHO BaniaoBaHo KOMIT'IOTEPHOO Nporpamoio SAP,

OaTa apyky ceptudikaty: 10.11.2023
CTopiHKa: 2/2




