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KPKA, 4. 4., Hoeo mecTo
YMPABIIIHHA AKICTIO

CEPTUDI KAT A KOCTI LLimap'euixa vecra 6

8501 HoBO MecTo

CnoseHist
Ten.: +386 7 3312 111

En. nowTa: info@krka.biz

Kon Ne: 7F4785

'po3mip i TMN nakyBaHHsA: No 10 TabneToK y 6nicTepi, no 3 6nicrepy y KAPTOHHIN KopoOui

Pokcepa®, TabneTku, BKpUTi MiBKOBOK 000JTOHKOLO, N0 10 mr Ne 30

KpaiHa-BMpobHUK: CrioBeHis
1 TabneTka, BKpUTa NNiBKOBOIO 0OOJIOHKO0, MICTUTbL PO3YBacTaTUHY (y Burn

nikapcbKa hopma: TabneTku, BKpUTI NNIBKOBOIO 06 0NMOHKO

aai Kanbljito posyBacraTuy) 10 mr

Homep cepi: DD6116

[Narta supobHuuTea: 01.2024 I,ElaTa 3aKiHYeHHs! TEPMIHY NPUAaTHOCTI. 01.2027

PeecTpaLiiiHe noceigyeHHs Ne:
UA - UA/11743/01/02

fliuensist Ha BupoBHUUTBO Ne:

Hasga i agpeca BUpoGHUWKa, BiONOBIAANLHOIO 3a BUNYCK cepil:
800-13/2018-6

KPKA o.a., HOBO MecTo

Limap’ewika uecta 6
Hoeo mecTo, 8501, CnoBeHIA

Poamip cepii: 33.600 WIT

Llum nigreepaxyo, Wo sueHaseaeHa iHdbopMaLif € 4OCTOBIPHOIO Ta TOYHOK. [laHa cepis npoaykuii Byna supobnera
(BKMIOYAKOUMN NaKyBaHHA/MapKyBaHHS) | npowiLLna KOHTPOmMb AKOCTI Ha BULLEBKa3aHi AinbHULI B NOBHIN BiANOBIAHOCTI 13
BaMOramu GMP, BCTEHOBIIEHUMA MICLIEBUM DPEerynsTOpHUM OpraHom, a TaKox BigrioBigHocTi 40 cneuundikaly
peecTpauiviHol  AoKymMeHTaull, saTBepaxkeHoi B Ykpaini Aana  AOCnigKyBaHOro nikapcbkoro 3acoby. [1poTokonw
BUPOBHULTBA, NaKyBaHHA | KOHTPONA akocTi nepesipeHi i BignosiaatoTe Bumoram GMP.

Cepist BUNyLLEHa Y BiAMOBIAHOCTI i3 AIt0HOI0 sepcieto MKA UA/M1743/01/02.

Oco6a, BignosigansHa 3a sunyck J13 Ha pUHOK
TaHna JpHosllek

@moﬁsfag\

Jara Bunycky Ha pyuHOK;
19.02.2024

Nata apyky ceptudikaty: 21.02.2024
CropiHka: 1/2

VWY WAL

MaHuit cepTudikaT AKOCT MaE eneKTPOHHNA NiANKC,
CepTuchikaT CTBOPEHO aBTOMATU4HHO BanigoBaHO KOMITIOTEPHOIO NporpamMoto SAP,

big 2800 2ufaly—
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CEPTUDIKAT AKOCTI

Koa Ne: 7F4785

(28 KR

KPKA, 4. 4., HoBO MecTo
YTNIPABNIHHA AKICTHO
{limap'elwka Uecta 6

8501 Hoeo MecTo
CnoBeHis

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

Pokcepa®, TabneTkn, BKpUTI NNiBKOBOIO o6onoHkor, no 10 mr Ne 30
KpalHa-BUpPOOHUK: CnoBeHin
1 TabreTka, BKpMTa NIiBKOBOIO 0DOMOHKOK, MICTUTL pO3yBacTaTuHy (y M
nikapcbka thopma: TabneTku, BKpUTI NNIBKOBOIO 0BG ONOHKOO

'po3Mip i TUN NakyBaHHA: no 10 TabneTok y bnicTepi, no 3 6ricTepy Y KapTOHHIN kopoodui

rnagi Kanbuito posyBactaTuHy) 10 mr

Homep cepii: DD6116

[aTa upoBHulTea: 01.2024

IaTa 3akiHYeHHs TEpMiHY npuaaTtHocTi: 01.2027

Escherichia coli

MNp.* = [pumiTka

*1 He pyTuHHWi MeToa. BunpobysaHHs nposoanTecsa 1 pas Ha piK. |
*2 BuUNpoByBaHHA NPOBOAUTLCA BIANOBIAHO A0 NPOTPaMu (onucaxa 8 MK}

[aHwit cepTudcikaT AkocTi Mae @NeKTPOHHWA Nianue.
CepTudikaT CTBOPEHO aBTOMaTU4HO Bani40BaHO KOMITIOTEPHOIO NPOTPaMoto >

Ha3sa NnoKa3HuKiB Crieunikauis | ‘Pea‘yanaTw BunpobyBaHb [1p.*
Onuc TabneTkv 6inoro KONLOPY, KPYrni, Ao ABOONYKANI, Bignosigae -
BKPUTI NSIIBKOBOK 060NOHKOI, TAGNETKK 3i CKOWEHUMH
KpasiMv Ta 3 rpasipysaHHam 10 3 04HOro BOKY.
OAHOPISHICTE A030BAHNX 3HaueHHs NpuitmansHoro yucna (AV) cknafae He 5,1 -
0AUHULL — OBHOPIAHICTL Ginbwe 15,0
BMICTY pO3yBacTaTuHy
CynyTHi AoMilLku — gomilka | He Binbwe 0,8 % <= (0,10 -
TP13
CynyTHi gomiwkn — pomiwka | He Ginewe 0,3 % <=0,10 -
RSL .
CynyTHi A0MILUKN —~ iHLL] He Ginbwe 0,2 % <=0,10 -
OAWHNUHI
CynyTHi AoMmilukn — 3araribHa | He Ginbwe 1,0 % <= 0,10 -
KINbKICTb
3anuILKOBi PO3YUHHWKKN — He Ginbwe 5000 ppm 771 -
iaonponinoBun CNUPT
3arnuuwKkosi POSUUHHUKKN — He 6inewe 5000 ppm <= 500 -
aleToH
ineHTudikaLia poaysactatury | Yac yTpumyBaHHs niky po3yBactaTuHy Ha Bignosinae -
- BEPX XpOMaTorpami posumHy 3paska (SaS) mae BignosifaT
yacy yTpuMyBaHHA Niky po3yBactaTuHy Ha
XPOMATOrpami po3ymnHy cTaHaapTy (SS)
laeHTMdikaLia posyBacTaTkHy | [lnama Ha xpoMaTorpami posquHy 3paska (SaS) mae - "1
~TUIX BignosiaaTh 3a 3HaueHHAaM Rf Ta KONbLOpPOM nnami Ha
XpoMaTorpami pos4uHy craHaapTy (SS)
laeHTUbiKauig TIO2 Po34nH y TUrni Habysae XoBTOro sabapsneHHR - 1
KinbkicHW#A BMICT 95.0 - 105,0 % Bif 3a3Ha4eHo! KinbKocTi 96,1 -
_po3ysacTaTuly
| PosunHenHs posyeacTtatury | Hepea 45 XBUnuH mae posuMHUTUCA HE MeHlle 75 % 93 -98 -
(Q) Big 3a3HaYEHOT KinbkoCT |
Mikpo6ionorivHa AKICTL — He 6inbe 1000 KYO BT - 2
3ararnbHa KinbkicTe aepobHnx
mikpooprasismis (TAMC)
MikpoGionorivHa AKiCTb — He 6inbwe 100 KYOB1r - 2
3aransHa KinbKicTb
APDKAXKOBUX Ta NAICeHEBUX
rpubis (TYMC)
Mikpo6ionoriyHa axicTb - BigcytHiB 1T *2

[laTa ApyKy cepTudikaTy: 21.02.2024
CropiHka: 2/2 |




