JAEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

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

BHUCHOBOK
PO AKICTH BBE3EHOro B YKpaiHy JiKapchKoro 3acody
28.02.2025 Ne 10005/25/26
KO-AMJIECCA

(nalimMenyBanus nikapchkoro 3acofy 3rijiHO 3 peecTpallifHUM MOCBIUCHHSIM)
TabieTicu, 8 Mr/2,5 mr/10 mr o 10 ra6rerox y Guictepi; mo 3 GuticTepu y KapToHHiiA
Kopooui

(dopma Bunmycky, 103yBaHHs, BUL NaKyBaHHs JFiKapchkoro 3acody)
Howmep peecrpauiiinoro nocsinuenns UA/14676/01/01 crpox aii peecrpauiiitoro nocsinuenns HeoOMeXeHU
Cepis nikapcbkoro 3aco6y Ne DE6854 KinekicTs BBE3eHOTO Jiikapcbkoro 3acoby 30000

BupoGHuk KPKA, n.1., HoBo Mecto, CroBeHist

(naitmenyBsanHs BUPOOHHKA NKapebKOro 3acofy. kpailia 10X0WKEHHS)

Beesero B Vipainy CnisibHe yKpaiHCbKO0-eCTOHChKE HIANPUEMCTBO Y (opmi
TOBAPHUCTBA 3 00MEKEHO0I0 BitnoBixaasHicTo "OntiMa-®apm,
JITA", inenr. xon: 21642228

(nakimenysants Ta ko 3a €/IPITIOY opuanvnoi ocobu abo npissuine, iM's, 1o 6aThKosi
(iznunof ocobu - mianpuemits, ii Micue npoXkUBaHHS Ta peccTpaliiiHui Homep 00JiKkoBOT
KapTKH [UIaTHKKA noaatkis abo cepist Ta HoMep Hacnopra)

MpoTtokon BisyansHoro kontposmo sin 28.02.2025 Ne 519/01.10-25/31.

3a  pesyabTaTaMu JEPHKABHOrO KOHTPONIO BCTAHOBJIEHO, IO nikapcbkuit  3aci® BBeseHo B Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHONABCTBA W00 3a6e3neueHHs AKOCT] NiKapeEKHX 3aco6is.

- o

Muxkona XOJIOAEHKO

(mocauosa 0coba Opray JepxaHOro KOHTPOIIIO) (nimnuc) (imiuianu Ta upissuuie)

HavanbHaunk

CUMIL




CEPTUDIKAT AKOCTI

KPKA, a. a., HoBo mecTo
YTIPABNIHHA AKICTHO
liimap'ewka LecTa 6
8501 Hoso mMecTo

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

Kon Ne: 7TH5407

Ko-Amnecca, Tabnetky no 8 mr/2,5 mr/10 mr Ne 30
KpaiHa-BUPOBHUK: CrnoBeHis

1 Ta6neTka MicTUThL 8 Mr nepuHaoNpuny TepT
amnoauniny 6ecunarty)

nikapcbka dopma: Tabnerku

po3Mip i TMN NakyBaHHA: No 10 TabneTox y 6nicrepi; no 3

-6yTunaminy, 2,5 mr inpanamiay Ta 10 mr amnoauniny (y surnaai

GnicTepy y KapTOHHii Kopobui

Howmep cepil: DE6854

[ata BupobHYLITBAE: 10.2024

‘,uaTa 3aKiHUeHHs TEPMIHY NPUAATHOCTI: 10.2027

PeecTpaliitte noceiaqeHHs Ne:
UA - UA/14676/01/01

Hasga i agpeca BUpoBHUKa, BiANOBIAANLHOrO 32 BUMYCK cepii:
KPKA p.a., HoBo mecto

Llmap’elika uecrta 6

Hoso MmecTo, 8501, CrioBeHis

fliueHsia Ha BUpoBHUUTBO No:
800-16/2024-4

|

Poamip cepii: 83.795 WT

|

Lium nigTeepaXxyo, Wo By
(BKMHOYEOUM ﬂaKyBaHHﬂ/MapKyBaHHﬂ)
guMorammu GMP, BcTaHoBneHuMut MicueBnM
peecTpaLiiHol LoKyMeHTawil, saTBEpOKEHOI B YKpaiHi

BUPOBHULTBA, NaKyBaHH: i KOHTPONSA AKOCTI riepesipeHi i B

i mpoiiuna KOHTponb A

Cepis BunylieHa y RIANOBIAHOCTI i3 Ajlovoto Bepcieto MK UA/

[lata BUNYcKy Ha PUHOK:
19.11.2024

lleHaseneHa iHdopmauia € OOCTOBIPHOIO T@ TOYHOIO. it

perynsaTopHAM OpraHoM, a TakoX Y
Ans  pocnigkyeaHoro nikapcb
janosifatoTh BUMOram GMP.

aHa cepis npodykuii 6yna BupobneHa
il QinbHWLI B NOBHIN BignosigHocTi i3
BignoBigHoOCTI A0 cneuudikauii
koro 3acoby. [lpoTokonu

KOCTi Ha BULieBKa3aH

14676/01/01.

Ocoba, BignoBiAanbHa 3a BUNYyCcK N3 Ha pUHOK
Hixa Kipap

7
!'7‘«4:/’(,"':::\

[anuit cepTudikat AKOCTI Mae eNeKTPOHHWUA nianuc.

CepTudikaT CTBOPEHO aBTOMaTUHHO Ba

NiZ10BAHOI0 KOMM'I0TEPHO NPOFPamMo
s nl el

Data apyky cepTudikary: 12.02.2025
Cropinka: 1/3

0 SAP.

BeouVorss bp (6984 y =



CEPTU®DIKAT AKOCTI

(b

KPKA, a. 4., HoBo mecTo
YMPABRIHHA AKICTIO
Limap'eiika uecta 6
8501 Hoso MecTo
CnoBeHis

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

Kop, Ne: TH5407

Ko-Amnecca, Tabnetku no 8 mr/2,5 mr/10 mr Ne 30
kpaiHa-BUPOBHUK: CnoBeHis

1 TaBneTka MicTUTL 8 Mr nepuHaonpuny TepT-6yTHNaMiHy,
amnoauniny 6ecunaty)

nikapcbka copma: TabneTku

pPO3Mip | TMN NaKyBaHHA: N0 10 TabneToK y 6nicrepi,

2,5 MF inganamiay Ta 10 Mr amnoaunivy (y surnsaai

o 3 GnicTepy y KapToHHIN kopobui

Homep cepil: DE6854

Jata BupobruuTea: 10.2024

lD,aTa aaKiHUeHHs TepMiHy rpuaaTHoOCTI: 10.2027

Ha3zsa NOKa3HUKIB Cneundikauis

PesynbTaT BUNPoGYyBaHb

Mp.*

Onuc Big Ginoro fo mavke 6inoro konLopy, Kpyrni,
[BOONYKNi TaBNETKM 3i CKOLIEHUMN KpaRMU, 3 pucKoto 3

onHoro Boky

Bignosinae

oAUHNUbL — oAHOPIAHICTD
BMICTY NepuHponpuny
epByMiHy

CynyTHi AOMiLIKK — He Binbwe 0,2 % <= 0,10 -
fauvkeToninepasut
CynyTHi AOMILLIKKA — He Ginowe 0,3 % <= (0,10 -
nepuHgonpunat
CynyTHi AOMiLLIKV — He Ginbwe 0,5 % <= 0,10 -
iHaanamigy AoMilKa B8
CynyTHi AOMiLLKK — He 6Ginblwe 0,3 % <=0,10 -
amMnoanunivy AoMilLka D
CynyTHi JOMILLKW — OANHUHHE He 6inbwe 0,2 % <= 0,10 -
HeigenTudikosaHa AoMiLlka
CynyTHi OMilLKy — CyMa He Ginbwe 1,5 % <=0,10 -
|aeHTUdiKaLia nepuHaonpuny Yagc yTpUMyBaHHS niky nepuHaonpuny Ha Bianosinae -
epByminy — BEPX XpoMmarorpami posunHy 3paska (SaS) mae signosinat

uacy YTPUMYBAHHS MKy NepuHaonpuny Ha

xpomaTorpami po3uvHy CTaHaapTy (SS)
|AeHTUiKauis nepuHaonpuny fnsiMa Ha XpoMaTorpami po3duHy 3paska (SaS) mae Bianosinae -
epbyminy — TLLX BiAnoBiaaTh NPUBNN3HO 3a IHAUEHHAM Rf, npubnuaHo

33 PO3MipOM i KONLOPOM nnami Ha xpoMaTtorpami

PO3UUHY CTaHAapTy (SS)
|peHTudikauis iHpanamigy — | HYac yTpumyBahHa niky inganamigy Ha xpomarorpami Bignosinae -
BEPX pO34UHY 3paska (SaS) mae signosifath Hacy

yTpUMYBaHHA MKy iHaanamiay Ha xpomatorpami

pO34UHY CTaHaapTy (SS)
|neHTUdikaLis ikganamiay — MnAMa Ha XpOMaTorpami po3yuHy 3paska (SaS) mae Bignosiaae -
TWX signosigaTtu NpuBNU3HO 3a 3HAYEHHAM Rf, npubnuaHo

33 pO3MipoM | KOMBLOPOM nnsvi Ha xpomarTorpami

pO34UHY CTaHOaapTy (SS)
{neHTUdiKauis amMnoaunisy — Yac yTpuMyBaHHs Niky amMnoauniHy Ha xpomatorpami Bianosinae -
BEPX PO3UKHY 3pasKa (SaS) mae signosigaTty Hacy

YTPUMYBAHHS MKy aMRAoAUNiHY Ha XpoMmaTorpaMi

pO3HUHY CTaHABPTY (SS)
|peHTUdiKaLin amnoaunidy — | Mnama Ha xpomarorpami po3uuHy 3paska (SaS) mae Bianosipae -
TWX gianosiaaty npubnanaHo 3a sHaueHHaM Rf, npubnusHo

3a po3MipoM i KONLOPOM NnRaMi Ha xpoMaTtorpami

po3uuHy cTaHaapTy (SS)
OpaHopiaHICTL A030BAHUX MpuManeHe YACno (AV): He Binblie 15,0 2,7 -

[anuit ceptudikat AKOCTI Ma€e eneKTPOHHWIA NiANvC.
CepTudikaT CTBOpPEHO asToMaTUiHo BaNif0BAHOI0 KOMMN'tOTEPHOKD nporpamoto SAP.

Nata apyky cepTudikaty: 12.02.2025
CropiHka: 2/3




CEPTU®DIKAT AKOCTI

KRIKA

KPKA, a. A., Hoso mecTo
YAPABHIHHA AKICTHO
map'elka uecta 6
8501 HoBo mMecTo
CnoseHis

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

Kop Ne:; 7TH5407

Ko-Amnecca, TabneTku no 8 Mmr/2,5 mr/10 mr Ne 30
KpaiHa-BUPOBHUK: CroBeHis

amnoguniny 6ecunary)
nikapcbka hopma: TabneTku

po3Mip i TMN nakyBaHHA: NO 10 TabneTok y 6nicrepi;

1 TabneTka MicTuUTb 8 Mr nepuHagonpuny TepT-6yTUNamiHy, 2,5 Mr inpanamigy Ta 10 Mr amnoauniny (y surnagi

no 3 GricTepu Y KapTOHHIN KopoObLi

Homep cepii: DE6854

[lata BMpOBHWUTBA! 10.2024

‘ﬂaTa 3aKiHYEHHSA TePMIHY npuaatHocti: 10.2027

Haspa NOKa3HUKIB CneuudikaLis PeaynbraTv BUNpobysaHs Mp.*

QOaHOpIAHICTL A030BAHKUX MpuimaneHe Yucno (AV): ne 6inble 15,0 2,3 -

OAVHMLL — OAHOPIAHICTE

BMmicTy iHganamify

OpnHoPIAHICT A030BAHUX MNpuiimansHe Yueno (AV): He Ginbiue 15,0 2,4 -

oAUHULL ~ OAHOPIAHICTL

BMICTY aMNoannivy

KinbKicHW# BMICT g5 - 105 % Bia 3a3HayeHol KinbKoCTi 100 -

nepuyHAoNpUIY epoymMiHy

KinbkicHuit BmicT iHaanamiay 95 - 105 % Bif, 3a3HadeHol KINbKOCTI 98 -

KinbKiCHUMA BMICT amMnogunity 95 - 105 % Bi/l 3a3Ha4EHO! KiNLKOCTI 100 -

PoauuHenHs nepusgonpuny | He meHwe 80 % (Q) Bin 3a3Ha4eHol KinbKOCTI 95 -98 -

epbyMiny npoTarom 20 XBUnuH

PoaunHeHHs iHaanamigy He meHwe 75 % (Q) 8ia 3a3HaqeHol KinbKOCTi 92 -93 5
npoTsarom 45 xsuavH

PoaunHeHHs aMnoauniHy He meniue 80 % (Q) i 3a3Ha4eHol KinbKoCTi 96 -97 -
npoTsarom 20 XBumuH

MikpoBionoriuHa sKicTe — He Ginble 1000 KYO B 1T - 1

3aranbHa KinbKicTb aepobHNX

MiKpOOPraHiamis (TAMC)

MikpobionorivHa akicTs ~ He Ginbwe 100 KYO 8 11 - 1

3aranbHa KinbKicTh

APDKIDKOBUX Ta NNICEHEBNX

rpubis (TYMC)

MikpoBionoriuta AkicTk - BigcyTHiB 11 - 1

Escherichia coli

Mp.* = NpumiTka

*1 sunpobysaHHA NPOBOAUTHCS BianoBiAHO A0 NporpaMut (onucaHa B MKfA)

[aTa apyky ceprudikaTy: 12.02.2025
Cropitka: 3/3

Daxuii ceprudixaTt AKOCTI Mae eNeKTPOHHWIA nianwc.




JEPXKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

npos. Hanii Ceitauynod. 3. 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koy €JIPTIOY 37079055

BUCHOBOK
PO SIKICTL BBE3eHOr0 B Y kpainy JikapcbKoro 3aco0y

28.03.2025 Ne 15668/25/26

KO-AMJECCA

(uaiimenynainug nikapebkoro 3acoby 3o 3 pecerpaitifiinan nocriucuism)
ra6nerxu, 8 mr/2,5 mr/10 mr, no 10 raduaeroxy Giicrepi, no 3 Guicrepu y kapTonuiii kopobui

(hopma BUITYCKY, 403y BalHS, BHI DAKY BAHIA ATKAPCLKOTO 3ac00y)

Howmep pecctpauiiinoro nocsinuenns UA/14676/01/01 erpok aif peectpauiiinoro nocsiaueitis HCOOMEWCH M

Cepis nikapcbkoro 3acoby Ne DE6973 Kinbkicts sae3enoro aikapeskoro sacoby 13080
BupoGumk KPKA, n.4., Hoso mecto, CiloBeHis

(HafiMenysants BupOBIHKE HKAPCLKOTO 30COBY . KPATHA TOXOLKCHHS)

CrijibHe yRpalHebKo-eCTOHCbKE MHANPHEMCTBO Y Gopmi ToBapuersa
Beeseno B Ykpainy 3 o6MeskeHo0 Binosinaasuictio "Ourima-Mapm, JITH", iaenr. won:
21642228

(nadiMenyBanus ta kot sa CAPTIOY jopuaninol ocotn afo npissuine. ML 10 Garhkoni piznaiol
0COBH - THUNPHCMILL. T MICLE IIPOACHBANIA T4 PCCCTPALINIA HoMEp O0HIKQBOT KAPTRY HAATIBIKA
foaarkis abo cepist ra HOMEp naciopta)

fipoTokos Bisyanbroro koutposio sin 28.03.2025 Ne 929/01.10-25/45.

3a  pesynbTaTaAMM  ACPKABHOTO KOHTPONIO BCTAHOBAEHO, WO  NiKapChKuH 3aci®  ssescHo B YRpainy 3

OF 3aKO0HORABCTBA WOAO 3abeanctieHHs AKoCT! NigdPerKmx 3acobin.

Muxona XOJIQOJIEHKO

ipO:TIo) (nianue) (fuiiiaan ra npizsuage)

!

I3

hopr:

\




£

KPKA, A. A., Hoso mecTo
CEPTU®DIKAT AKOCTI YTIPABIIHHS AKICTIO
Wmap'ewika Lecta 6
8501 HoBo MECTO
CnoBeHist
Ten.: +386 7 3312 111
En. nowTa: info@krka.biz

Kop, Ne: TH5407

Ko-AMnecca, TabneTku ro 8 mr/2,5 mr/10 mr Ne 30
KpaiHa-BUpOOHUK: CnoseHin

1 TaBneTka MICTUTb 8 Mr nepuHAONpUNY TepT-ByTUNAMIHY, 2,5 Mr inganamiay Ta 10 mr amnoauniny (y Burnaai
amnoauniny 6ecunary)

nikapcbka copma: TabneTkn

po3Mip i TUN nakyBaHHA: MO 10 TabneTok y 6nicrepi; no 3 enicrepu y KapTOHHIN kopobui

Homep cepii: DE6973

[ata Bupo6HUUTBA: 10.2024 |JJ.aTa 3aKiHYEeHHS TepMiHy rpUEAaTHOCTI: 10.2027

PeecTpaliiiHe nocaigyeHHs Ne:
UA - UA/14676/01/01

Hasga i anpeca BUpoBHUKa, BifnosifanbHoro 3a BUnycKk cepii: |INiueHsis Ha supobHuLTBO Ne:

KPKA a.4a., HoBo MecTo 800-16/2024-4

Limap’elka uecTta 6

Hoso mecTo, 8501, CroBseHis J
Poawip cepii: 84.050 wT ;]

Uum nigTBepaXyto, Wo BullleHaBeneHa iHdpopmaLia € LOCTOBIpHOIO Ta TOYHOI. [aHa cepis npoaykuii Byna BupobneHa
(BKMHOUEOUM HaKyBaHHﬂ/MapKyBaHHﬂ) i Npowilna KoHTPONb aKoCTi Ha BULieBKasaHil [inbHAL B NOBHIMA gigriosigHocTi i3
symoramy GMP, BCTaHOBNEHMY MiCLLeBUM PErynisiTopHAM OpraHoM, a TakoX Y BignogigHocTi Ao cneundikauii
peecTpauiiHol nokymeHTauil, saTBepOKeHol B Ykpaidi  Ans AocnigxysaHoro nikapcbKoro sacoby. [lpoTokonu
BUpOBHMLTEA, NaKyBaHHA i KOHTPONS AKOCTI nepesipeHi i signosigaoTe BUMOTraM GMP.

Cepis BunyLieHa y BiAMoBIAHOCTI i3 Aito40H0 Bepcieto MKA UA/14676/01/01.

[laTa surycky Ha pUHOK: Ocoba, BianosiganbHa 3a BUMYCK N3 Ha puHOK
Hina Kipap

21.11.2024

Nata apyky cepTudikaTy: 18.03.2025

Nanni cepTudikart AKOCTI Mae eneKTPOHHUIA NiANKUC.
Cropika: 1/3

CepTudbikat CTBOPEHO aBTOMATUYHO BanNiA0BaHO KoM OTEPHOIO NPOrpamMoto SAP.
R s v st
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CEPTU®IKAT AKOCTI

KPKA, 4. a., Hoso mecto
YNPABHIHHA AKICTIO
Wmap'ewka yecra 6
8501 Hoeo mecto
CnoseHis

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

Kog Ne: 7H5407

Ko-Amnecca, Ta6nertku no 8 Mr/2,5 Mr/10 mr Ne 30
KpaiHa-BMpoBHUuK: CrioseHis
1 Tabnerka Micture 8 mr NepuHRonpuny Tept-6yTunaminy, 2,5 mr innanamiay ta 10 mr amMnoauniny (y surnsagi
amnogunivy 6ecunary)
nikapckka popma: TabneTku

O3Mip i TUN nakyBaHHaA: no 10 Ta6neTok y Gnictepi;

no 3 6nicTepu y kapToHHi Kopobui

Homep cepii: DE6973

daTta BrpobHuTea: 10.2024

'ﬂaTa 3aKiHYEHHs TEPMiHY NpUgaTHOCTI: 10.2027

HasBa nokasHukis

Cneundikauis

Pesynbratu Bunpobyeas

Mp.*

Onuc

Bia 6inoro go maiixe Ginoro KOnbopy, Kpyrai,
ABoONyKnNi TabneTku ai ckoeHUMu Kpasmu, 3 puckoro 3
ogHoro Goky

Bianosigae

OANHULIbL — ofiHOPIAHICTb
BMICTY nepungonpuny
epoByMiHy

CynyTHi gomiuu — He Ginbwe 0,2 % <=0,10 -
AvikeToninepasuy
CynyTHi noMilky — He Ginble 0,3 % <= 0,10 -
nepuHgonpunar
CynyTHi fomiluku — He Ginbwe 0,5 % <= 0,10 -
iHaanamigy aomituka B
CynyTHi foMiwku — He 6inbwe 0,3 % <=0,10 -
amnoaunivy aomitwka D
CynyTHi OMiLUKY — OAuHuYHa | He Binbuwe 0,2 % <=0,10 -
HeifeHTuchikoBaHa foMmillka
CynyTHi foMilkM ~ cyma He Ginbwe 1,5 % <=0,10 -
laeHTUdIKauis nepuHaonpuny | Yac ytpumysaHHs niky nepuHaonpuny Ha Bignosinae -
epbyminy — BEPX Xpomarorpami po3unHy apaska (Sa8) mae signosinaru

H4acy yTpumyBsaHHs niky nepuHgonpuny Ha

Xpomarorpami posuuHy ctaHaapry (SS)
lneHTUDiKais nepuHgonpuny | Mnsma Ha XpomaTtorpami poaunHy apaaka (Sa8) mae Bianosinae -
epbymiHy — TLUX BlANOBIRATU NPUBNU3HO 3a aHAYEHHAM Rf, npu6nuano

3a pO3MipoMm i KONLOPOM Nrisivi Ha Xpomarorpami

PO34uHy ctaHpapty (SS)
lneHTUdiKauia iHOanamigy — | Yac YTPUMYBaHHs niky inaanaminy Ha Xpomarorpami Bignosinae -
BEPX Po3uuHy apaska (SaS) mae signosigaTu yacy

YTPUMyBaHHS Niky iHganamiay Ha XpoMaTorpami

posuuHy cranaapTy (SS)
laeHTUdIKayin iHpanamigy — | Mnama Ha XpomaTorpami po3uuHy apaska (SaS) mae Bignosinae -
TWX sinnosigaTh npuBnuaro aa 3HaveHHAM Rf, npubnuato

3a PO3MIpOM | KoMLOPOM NAsIM Ha XpomMaTtorpami

posuuHy craHgapty (SS)
lneHTUdbikauis amnoguniny — | Yac YTPUMYBaHHS Mliky aMnoauniy Ha Xpomatorpami | Bignosinae -
BEPX PO34uHy 3paska (SaS) mae signosinatu Yyacy

YTPUMYBaHHS niky amnoguniHy Ha XpomaTorpami

po3uuHy cTaHaapty (SS)
laeHTUdIKauis aMmnoauniny — | MNnama Ha Xpomarorpami posuuHy apaska (SaS) mae Bignosigae -
TWX sianosigaTtu npubnuaHo sa sHayeHHaM Rf, npubnuaxo

33 PO3MIpoM | KONLOPOM NAsIMI Ha XpomaTorpami

PO34MHy craHgapty (SS)
OaHopigHicTe A030BaHMX MpuitmansHe yucno (AV): He 6inbwe 15,0 2,7 -

HAaHui ceptudikar sikocTi mae ENEeKTPOHHWUI nigrine.
CepTudikar cTeopeHo aBToOMaTuUYHO BanigoBaHow KOMM'loTepHOk nporpamoto SAP.

Dara gpyxy cepTudikaty: 18.03.2025

CropiHka: 2/3




CEPTUDIKAT SAKOCTI

KRKN

KPKA, 4. A., HoBo MECTO
YIIPABNIHHSA AKICTIO
Liimap'elka LiecTa 6
8501 Hoso MecTo
CnoseHia

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

Ko-Amriecca, TabneTku no 8 mr/2,5 mMr/10 mr Ne 30
KpaiHa-BUPOGHUK: CnoBeHif

1 tabneTka MiCTUTbL 8 mr nepuHaon
amnoauniny Gecunarty)

nikapcbka popma: TabneTku

puny TepT-6yTUNAMIHY, 2,5wr inganamigy Ta 10 mr amnoguniny (y Burnaai

yo3Mip | TMA NaKyBaHHA: NO no 3 6nicTepu KapTOHHIW KO

mep cepii: DE6973

-

aTa supobHuuTsa: 1 0.2024

10 TabneTok y 6ricte Di;

KiHYEeHHA TEPMIH npupatHocTi: 1

Hassa nokaaHukie PeaynbTaTy BU

0.2027

OnHOPIAHICTL A030BaHNX
oiMHULb — oAHOPIAHICTL

BMicTY iHaanamia
OpHopiaHicTs [1030BaHUX
oanHULbL — ofiHOpIAHICTL
BMiCTY aMnoauniHy

& uucno (AV): He Binblue 15,0

MpuitmansHe Y1eno (AV). W

KinbKiCHWA BMICT 95 - 105 % 8in aaaHaueHol KinbkocTi

%, Bifj 3a3Ha4eH

Q) Bin 3@3HaueHoi KINbKOCT
npoTarom 20 XxBunuH
He meHiie 75 %
npoTArom 45 XBUAH

(Q) Big sa3HAuEHOI KiNbKOCTi

He mentiue 80 %
npoTsarom 20 xsunvH

(Q) sin sa3HaueHol KinbKocTi

MikpoBiorioriuHa AKICTb ~

3aranbHa KinbKkicTb aepobHuX

MikpobBionorivHa AKICTE —
3aranbHa KinbKicTb
APPKAKOBUX T nniceHesmnx

MikpoBionoriuHa AKICTL -

Escherichia coli
Mp.* = MpumiTka
*1 gunpobysaHHa Npo

(onucaHa B MKSA)

BOAMTLCA BIANOBIAHO AO nporpamu

[laTta Apyky cepTudikaTy: 18.03.2025

Danun cepTudikaT A
CepTudikar cTBOPEHO aBTOMaTU4H
e

KOCTi Mae @NeKTPOHHIUA NANUC

0 8aninoBaHo KOMM KOTEPHOIO NPOTPaMoto SAP. Cropitka: 3/3
R M eTep e e e







NEPKABHA CJYIKBA 3 JIIKAPChbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPITOY 37079055

BUCHOBOK
Npo AIKiCTh BBE3eHOro B Y KpaiHy JikapcbKoro 3aco0y

18.12.2024 Ne 68027/24/26

KO-AMJIECCA

(HaFMCHY BAHHA JiKAPELROTO 30C00Y 3TIAHO 3 PECCTPALLIFHHM HOCRIAICHHAN)
tabaerkn, 8 mr/2,5 mr/10 mr, no 10 Taduerok y dJicrepi; no 3 dJicTepH y KapTOHHIN KOpoOmi

((popma BUITYCKY. J03YRAHHS, BHL MAKYBAHIA JIKAPCLKOTO 3ac0o0y)
Homep peectpauiiinoro nocsinuenns UA/14676/01/01 ctpok aii peectpauiiitoro nocgityexts HeOOMEKEHHH
Cepis nikapeskoro zacoby Ne DE68S3 Kinbkicrh BEe3eHOrO Mikapebkoro 3acody 30480

Bupobuuk KPKA. n.a., Hoso mecto, CiloBenis

(HalfiMeHyBAHHS BUPOOHHUKA JiKAPCLKEOIo 3ac00y. KPATHA NOXOLKEHHH )

Beeseno B Y kpaiHy Cuijibie yRpainchbK0-eCTOHCHKE MANPHEMETBO Y hopmi ToBapHeTBa
3 o0meskenoio BianmosinaasHicTio "Onrima-Mapwm, JIT/", inent. woa:
21642228

(naiiMenypanns Ta ko 3a CJAPTIOY 1opuanutol ocobu abo npisruiLe. iM's, no 6arbkoBi hizHuHOT
0COOH ~ NIANPUEMILE. T MiCLe HPOAHBAHHA Ta PeeCTPAiiiHni HoMEp 00JIKOBOT KAPTKH NAATHIKA
Ho1arkin a00 cepis Ta HoMep HaclopTa)

lpoTokon Bisyaabuore kourposo sin 18.12.2024 Ne 4325/19.

3a  pe3ynbTaTaMM [CpP/KABHOFO  KOHTPOMIO BCTAHOBISHO, 110 Jikapebknii 3acid  seezeno »  Ykpainy 3

AOTPHMAHHSIM BHMOT 3aK0HOAABCTBA LLONO 3a0€3NEUEHHS SKOCTHIKAPCLKIX 33C0DiB.

Hauansmr

(mocano poTo) (mianuce) (inimiami Ta npissyine)




(£ KRKN

KPKA, a. 8., Hoso mecto
YNPABIIHHA AKICTIO
CEPTUDIKAT AKOCTI Uirap'owa toors 6
8501 Hoso mecvo
Cnosenis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kopn Ne: 7H5407

Ko-Amnecca, Tabnerku no 8 mr/2,5 mr/10 mr Ne 30

Kpaida-BupoGHUK: CrioBeHin

1 Tabnetka mMicTUTL 8 Mr neprHaonpuny Tepr-Gyrunaminy, 2,5 Mr iHganamiay Ta 10 mr amMnopuniny {y eurnsiai
amnoguniHy becunary)

nixapckka dopma; TabneTkn

PO3Mip i TN nakyeaHHsA: no 10 TaGneTok y GriicTepi; no 3 GxicTepu y kKapToHHiIH KopoSui

Homep cepii: DE6853

Hara supoBuuiiTea: 10.2024 Iﬂ,aTa 3akiHYeHHs TepmiHy npuaatHoct!: 10.2027

PeecTpauiiiie nocsinyeHHs Ne:
UA - UA/M4676/01/01

Hasea i anpeca BupoGHuka, BiANOBIAANLHOTO 3a BUNYCK cepil: NiygeHsia Ha empoBHULTEO Ne;
KPKA g.a., Horo mecro 800-16/2024-4

limap’ewka uecra 6

Hoso mecro, 8501, Cnosenin

Posmip cepii: §3.640 LUT

Lium nigTeepmkyio, Wo BuuleHaBeeHa iHthopMALs € BOCTOBIPHOK Ta TOMHOMW. fana cepin npoaykuii Gyna supobnena
(BKMIOYAOUM NaKyBaHHA/MAPKYBAHHS) i NPOALWINA KOHTPOMb AKOCTI Ha BUWEBKAa3aHTH AinbHWLi B NOBHIA BianosiaHoCTi i3
BriMoramMu GMP, BcraHoBrieHuMN MicLesMm PErynATOpHUM opraHoM, a Takox y seignosigHocTi Ao crieyuchikanyr
peecTpalifiHol  foxymeHTauil, saTeepakeHoi B Ykpaiui ans  gocnigaysaHoro nikapcekoro 3acoBy. [MpoTtokonm
BUPOGHWLITBA, NaKkyBaHHA | KOHTPONS SKOCT] nepesipeHi i signosinaoTs BUMoram GMP.

Cepis BunyLliera y signoeigHocri i3 gitovoio Bepcieo MK UA/M4676/01/01.

[aTta Bynycky Ha puHok: Ocaba, sinnosiganeta sa eunyck A3 Ha DUHOK
19.11.2024 Hina Kipap

g/

By yrad 1908 Gip 10.72 Zyy

Aanui ceprudikar AKOCTI Mae eNexTpolHUIA nignuc, Hara p‘pyi&' ceprchikary: 05.63‘20’24
CeprudikaT cTEOpEHO 2BFOMATUYHO BATIAOBAHOIO XOMR'IOTEPHOI0 NporpamMola SAP. Cropinka: 1/3




CEPTU®DIKAT AKOCTI

(P4 KRKA

KPKA, a. 8., Hoeo mecto
YAPABMIHHA AKICTIO
Wmap'swwka yecra 6

8501 Hoeo Mecto
Cnosenin

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

Koa No: 7TH5407

amnoauniny 6ecunary)

Ko-Amnecca, Ta6netku no 8 mr/2,5 Mmi/10 mr Ne 30
Kpaina-eupoSuuk: Cnosexin
1 Tabnerka micTTL 8 Mr nepusgonpuny TepT-GyTunaminy,

hikapcbka dhopma: TabneTrH
po3Mip i Tvn nakyBaHus: o 10 TabneTok y GriicTepi; no 3 GaicTepy y KapToHKii kKopobui

2,5 Mr iHganamigy Ta 10 Mr amnoguniny (v Burnaai

Homep cepii: DE6853

ZaTa BupobuuuTea: 10.2024

|,[|aTa 3aKiHYeHHA TepmiHy NpyaaTHocTi: 10.2027

Haasa nokasHuKip

Crneuvdikauin

PeaynkTaty eunpobyaaHs

Onuc

Bin 8inore go maitxe Ginoro xonkopy, Kpyrhi,
Asoonykni TaGneTky 3i CKOLISHMIS KpasM, 3 DUCKOID 3
ofHero Soky

Binnoeigae

OAWHULL — OfHOPIAHICTS
BMicTy nepuHaonpuny
epiymidy

CynyTHi BOMilLKK — He Ginbwre 0,2 % <= 0,10 -
AvkeToninepazun .
CynyTHI fomittikm — He Ginbwe 0,3 % <=0,10 -
RepUHACNpPMRAT
CynyTHi BoMiLLKN — He Ginbwe 0,5 % <=0,10 -
| iHfanaminy Aoumiwixa B
CynyTRI Aomituky — He Ginswe 0,3 % <=0,10 -
aMnofunivy aomiwsxa D
CynyTHi gomilky —oguHana | He Ginblie 0,2 % <= 0,10 -
HeifleHTuthikoBana gomixa
CynyTHi oMiwk — cyma He Ginbwe 1,5 % <=0,10 -
laenTudixavis nepuHponpuny | Yac yTpumysania niky NepUHZONPUNY Ha Bignosinae -
epByminy — BEPX XpomaTorpami posuuHy spaska (SaS) Mae signosigatu

HaCY YTPUMYBAHHA MKy nEpUHLONpURY Ha

XpamaTorpami poauuuy cranaapty (SS)
laenTudhikauina nepusgonpuny | Nnama Ha XpoMaTtorpami poaunHy apaaka (SaS) mae Binnosinae -
epBymiHy ~ TILEX Bignoeigati npubnu3aHo 3a 3HaueHHAM R, npubnuato

33 po3MIpoM | KeNBOpOM NNAMI Ha xpoMaTerpami

posvmHy craHaapty (SS)
InenTudhixavia aanaminy — | Yac yTpumysanHa niky ilganaminy Ha xpomatorpani Bignosigae -
BEPX poz4uHy 3paska (Sa8) Mae mignosinat vacy

YTRUMYBEHHR fiky iHganamigy Ha xpomaTorpami

poauuny cTaHaapTy (SS)
IgenTudikauin inganaminy ~ | Masama sa Xpomararpami poaunHy apaska {SaS) mae Bianoeipae -
TR BiANOBIAATH NPUBNWUAHO 3a 3HaueHHsM R, npubnuato

38 PO3MIPoM i KONbOPOM NNAMI Ha XpomaTorpami

PO34mnHY cranaapty (8S) i
laenTudhixavia avnoauniny — | Yac YTPUMYBaHHA Niky aMnoAvniHy Ha Xpovartorpami | Bignosinae -
BEPX pazuuHy spaska {SaS) mae eignosigat vacy

YTEMMYBEHHA Niky aMnogunidy ka xpomarorpami

poauuHy crasaapry (SS)
IgenTudikawia amnoguniny — | Mnama Ha Xpomararpami poadmnHy apazka (Sas) mae Bianosigae -
T sianoainaTy npubnuaHo aa anavenHam R, npubnuano

32 PO3MIpoM | KonbopoM ANAMI Ha Xpomavarpami

PO34UHY cTanpapty (S5)
CnropigHicTs fososaHnx MNpuiMansHe uieno (AV): He Ginswe 15,0 21 -

Hanwi ceprucbikar AkocTi MaE enexTpoHHwA nighwc,
Cepruthikat CTEOPERO ABTOMATYHO BARIOBAHOK KomM'toTepHoIo Npotpamoi SAP.

BPata apyxy cepnsthikary: 05.12,.2024
Cropivxa: 2/3




CEPTU®DIKAT AKOCTI

(F4 KRKN

KPKA, 5. A., Hoso macto
YOPABMIHHA AKICTIO
Wmap'ewwka yecra 6

8501 Hoeo Mecro
Cnopenist

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

Kog Ne: 7H5407

Ko-Amnecca, TaGneTku o 8 mr/2,5 mMr/10 mr Ne 30

kpaida-eMpoSHuk: CRoBeHis

1 Tabnevka micTuTe 8 Mr nepuHOonpuny TepT-GyTunaminy, 2,5 Mr iHganamigy Ta 10 Mr amnoguniny {y Burnsgi

amnopuniny Gecunary)

nikapecuka hopma’ TabneTku

poamip i Tun nakysanua: no 10 Tabnetox y GnicTepi; 1o 3 GnicTepy y kapTouHii kKopobuj

Homep cepii: DEG853

Hara supobHuuTea: 10.2024 |£la‘ra aakiHveHHn TepMiHy npyaaTHocT: 10.2027

Haapa nokaanuxis Cneyudikauis PesynbTaiu Bynpobysans Mp.*

OgHopiAHICTL A020BaHMX MpuiAmManbHe vucno (AV): He Ginkwe 15,0 25 -

OfMHMLL — OAHOPIAHICTL

BMICTY iHAamaminy

OpHopiaHicTL fo3ceanmnx MpuiManete uicno {AV): He Ginbe 15,0 4,6 -

ORKHULb — OAHOPIAHICTL

BMicTY amnoamniny

KinukicHuit smict 85 - 105 % big 3asHaveHo] KinkkocTi 100 -

nepusnonpuny epbysiny

KinbkicHui emict innanaminy | 85 - 105 % sin aasHavenoi kinskocT 98 -

Kinbxichuii Bmict amnoguniny | 95 - 105 % gig 32aHavensi Kinbkocri 100 =

PosunHenHn neprHacnpuny | He meHwe 80 % (CY) bia 3azHayeHol KinbkocTi 100 -103 -

epByminy NpovAroM 20 XBUnnH

PoaunHerHA iHpanamiay He menHwe 75 % {Q) ig 3asnavenol Kinbkact 97 -99 -
GPOTATOM 45 XBUnKH

PoayuHenHA amnoauniny He menwe 80 % (Q) sig 3asnavsHoi kinskocTi 101 -105 -
npoTAroM 20 XBunnH

MixpoGionoriyna axicts — He Binbilue 1000 KYO 1 - *1

3aranbHa KinbKcTs aspoGHnx

mikpooprawismie (TAMC)

MikpeGionoriuka skicrs — He Binswe 100 KYO B 11 - *1

JarankHa KinexicTb

APDKAKOEMX Ta nAiceHeBnx

rpubis (TYMC)

MixpoBignoriuna sakicTe - BigcytHie 11 - |

Escherichia coli

Mp.* = Mpumitka

*1 emnpoBysanHA NpoBsoAKTLEES BIANOBIHO A0 nporpamu {onvcaka B MKH)

Danwii ceprudbikar AkacTi Mae enekTpoHHMEA nignve.

fata apyky ceptudikary: 05,12.2024
CepruthikaT CTEOPEHO aBTOMATUYHO BaNiKoEaHO KoMO'HOTEPHOK Nporpamolo SAP,

Cropinka; 3/3




JIEPKABHA CJIYXKbBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUEBI

npos. Haaii Ceitanunol, 3. 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPI1OY 37079055

BUCHOBOK

npo siKicTh BBE3€HOI'0 B Y kpaiHy JikapebKoro 3acody

01.04.2025 No 16408/25/26

KO-AMJIECCA

(HaiiveHy BaHis JiKApCLROro 3ac0BY 3HO 3 PEECTRAITHHIM HOCBIMCHITM)
ra6aericu, 8 mr/2,5 mr/10 mr, o 10 TabaeTory GJaicTepi, o 3 GuierepH Y KAPTOHHIi KopoOLLi

((OPMA BUITYCKY. 03y BAHHSA, BHL LIAKY BaHHA AIKAPCHROTO 30000y )
Homep peecTpauiitHoro nocBiAMEeHHA UA/14676/01/0] crpok aii peceTpauiiinoro nocsiaieHis HEeOOMEKCH U
Cepia nikapcbkoro 3acody N DF0424 KinbkicTh BBE3EHOrO Jikapebkoro 3acody 8520

BupoGHHK KPKA. 1.1.. HoBo mecto, CiioBeHis

(HaiiMeHyBaH BUPOGHHKA JIIKAPELEOIO 3aC00Y. KPaTHil TONOIZRCHIS)

Beesero B Y Kpaity Chiabie yKpaiHchK0-eCTOHChKRE MmiAnpueMcTBO y GopMi TOBAPHCTBA
3 0GMeKEHOI0 BiAMOBIIAILHICTIO "Onrivma-Oapm, JITI", inenr. wox:
21642228

(Hativeny Banis Ta ko sa CPIOY JopH U HOT 0COBH abL HIpi3BHILL. in's. 110 0aTBKRORT (I3HIHOT
0CO0HM - NLIPHEMLSL. 1T MICILE IIPOMHBANHA Ta pECC rpaILiiiHi HOMEP OO HKOBOT KAPTEH TLIATHIKG
noarsie 460 cepis ra HOMED HAcopId)

[1pOTOKOJ Bi3yalLHOIO KOHTPOIIO Bil 01.04.2025 X 970/01.10-25/33.

3a pesyJbrarami  ACPRABIOIO KOHTPOAK  BCTAHOBICHO,  LLO JikapenKkiil  sacid  BBC3CHO B Vkpainy 3

JO0TPH MAHHAM BUMOr 3aK0HOAABCTBL HLOL0 sa0e3eueHHA AKOCTI Nikape X 3ac00IB.

Muxkosaa XOJIOJIEHKO

" w0
(nocan0Bd|0E 0y
-

010) (nmianuce) (initiaan T npissrile)
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(29 KRKM

KPKA, a. 8., Hoso mecto

¥YNPABNIHHA AKICTIO
CEPTUDIKAT AKOCTI A I [T

8501 Hosa mecro

CnoseHis

Ten.: +386 7 3312 111

En. nowrta; info@krka.biz

Kog Ne: 7H5407

Ko-Amnecca, Tabnetku o 8 mr/2,5 mrf10 mr Ne 30

KpaiHa-eupoGHKMK: CroBeHig

1 rabnetka mMicTUTb 8 Mr nepuHACNPUNY TepT-6yTUnaminy, 2,5 Mr inganamigy ta 10 mr amnogumniny (y Burnsigi
amnoguniHy Gecunary)

nikapceka thopma: TabrneTky

poamip i TMR nakysaHHsA: no 10 Ta6neTok y GnicTepi; no 3 6nicTepyn y KapToHHIN kopobui

Homep cepil: DF0424

Harta supobruuTea: 12.2024 |ﬂaTa 3aKkiH4eHHA TepMiHy npuoaTtHocTi: 12,2027

PeectpauiitHe noceinveHHs Ne:
UA - UA/14876/01/01

Hassa | anpeca supobHumka, BigNoBigansHoro sa sunyck cepii: |JliveHsia Ha empoBHMLTEO Ne;
KPKA p.a., Hoeo MecTo 800-16/2024-4

Wmap’ewxka uecta 6

Hoeo mecrao, 8501, CnoreHin

Fozmip cepii: 85.402 (UT

Lum ninTeepmuyto, Wo BULieHaBegeHa iHcdopmalia e AOCTOBIpHOO Ta TouHow. [JaHa cepist npogykuli Gyna supobnena
{BrNIOYAIOMYM NaKyBaHHA/MaPKYBaHHS) | NpoluNa KOHTPONL AKOCTI Ha BULLeBKasaHii ginbHuUl B NoBHIA BignosigHocTi s
Bumoramn  GMP, BCTaHOBNEHMMYU MICUEBMM pErynaTOpHAM OpFaHoM, a TakoX Y BiAnosigHOCTI no  cneywndhikauit
peecTpauiiiHoi gokymeHTauii, satBepikeHol B Ykpaiki ans AocnimxysaHoro nikapcekoro 3sacoBy. [MpoTokonu
BUpOBHULTBA, NakyBaHHS | KOHTPONS SKOCTI nepesipeHi | BiANoRinaoTh BuMoramM GMP.

Cepis Bunytiena y BignosigHocTi is allodoio sepcisio MKA UA/14676/01/01.

Dara Bunycky Ha prHOK: Ocoba, signosigansHa 3a srnyck 113 Ha pUHOK
28,02,2025 Hina Kipap

Fi

HAanwi cepTidhikaT axocTi Mae enekTPOHHAR RigNMe. Hava ppyry cepiudvikaty: 18.03.2025
Ceprudikar creopeHo aBToMaTUMHE BARIAOBAHOI0 KOMN'IOTEpHOD nporpamolo SAP, Cropluka: 1/3

e gy A 172
ng- 03 257"




CEPTUDIKAT AKOCTI

(24 KRIKN

KPKA, a. A., Hoso mecTo
YAPABNIHHA AKICTIO
[LUmap'ewra Lecta 6

8501 Hoeo MecTo
Crioeenis

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

Kog Ne: TH5407

amnoauniHy Becunary)

Ko-Amnecca, Tabneten no 8 mr/2,5 mr/10 mr Ne 30
KpalHa-BUpOBHUK: CnoreHis
1 TaBneTtka MicTUTL 8 Mr nepuHAoNpUNy TepT-ByTunaminy, 2,5 mr iHganamiay Ta 10 Mr amnoaunivy (y surnsai

nikapcbka thopma: TabneTkn
po3Mip i Tun nakyeaHHA: no 10 TabreTok y Gnictepi; no 3 BnicTepy v KapToHHIN kopobul

Homep cepii: DF0424

Hata supobHiuTea: 12.2024

|ﬂara 3aKiH4eHHs TepMiHy npugatHocTi: 12.2027

Haapa noxasHukis

Creuundrikauia

PeaynbTarv BUNpo6yBaHs

Mp.*

Onne

Big Ginoro po Maiixke GiNoro KoNbopy, Kpyri,
ABOONYKA TAOMETKK 3] CKOLWEHUML KpanMuK, 3 DUCKOI0 3
ofHora Boky

Binnoeinae

CynyTHi AOMILLKKU — He Gincwe 0,2 % <=0,10 -
AnkeToninepasuH
CynyTHi foMiwxy — He Ginsuue 0,3 % <=0,10 =
nepuHaonpunaTt
CynytHi AoMiwxn — He Ginvwe 0,5 % <= 0,10 -
iHaanaminy Aomiwka B
CynyTHi gOMIWKN - He Binswe 0,3 % <=0,10 -
amMnoavrivy gominka D
CynyTHi AgoMiwxn — cguHnyba | He Binsiwe 0,2 % <= 0,10 N
HeigeHTuhikoBaHa nomilika
CynyTHi AOMILWKM — cyMa He Ginbwe 1,5 % <= 0,10 -
IperTudikauis nepuHaonpuny | Yac yTpusyBaHHa niky nepuHgonpuny Ha Bignoeinae -
epbyminy — BEPX XpoMaTorpami poaquHy 3paska (SaS) mae signosigatu

yacy yTpuMyBaHHA NiKy NepuHAoNpUny Ha

XpoMaTorpami poaduHy craHaaprty (SS)
lperTudhixauin neprHaonpuny |MasMa Ba XpoMarorpami poauuny spaska (SaS) Mae Bignosipnae -
epByminy — TIUX 8iAANoBiAaTM NpYBNMIHo 3a 3HaueHHaM Rf, npubnuaHo

3a poamipoM i kenLOPoOM NNAMI Ha XpoMaTtorpami

po3uYuHy cTangapTty (SS)
lneHTydbikaia iHoanamigy = | Yac yTpuMyeaHRa niky iHpanamiay Ha xpomarorpami Binnosinae -
BEPX pe3vnHy 3paska (SaS) mae signorigaTy vacy

yrpUMYyBaRHA Niky iHAanaminy Ha xpomartorpami

pO3UUHY cTannapTy (SS)
IlpeHTudikaLia iHganamigy — | MNnaMa Ha XxpomaTtorpami poaunHy apaaka (SaS) mae Binnosigae -
TWX Bignosina™ npMOAWIHG 33 aHaveHHaM Rf, npubrmaHo

38 po3MipoOM i KOTbOPOM NAAMI Ha xpomatorpami

poadKHy craHaapTy (SS)
InenTudbikadia amnoguniny — | Yac yrpumyBaHrs NiKy amnogunidy Ha Xxpomatorpami | Bignosinae -
BEPX poauKHy apaska (Sa3) mae BianesigaTu vacy

YTPUMYBaHHA NiKy amnoauniky Ha Xpomarorpami

PO34UHY gTaHnapTy (SS)
IpenTudbixadis amnogwnivy — | NMRaMa Ha Xxpomarorpami poaunyy apaaka (SaS) mae Bignosinae -
TX BiAnoriAaT NpubNUaHo aa aHayveHHs M Rf, npubrivaHo

3a poaMipom i KONLOPOM NNsIMI Ha XpoMarorpami

pOo3YKMHy cTadnapTy (SS)
OAHOPIAHICTL A030BAHNX Mpuiiranshe vueno (AV): He Binswe 15,0 2.4 -
OfiHULb — OAHORIAHICTL
BMICTY NepuHaonpuny
epByMiHy

fAaHui cepTudiikar AKOCTI MAE eNeKTROHHWIA Nignuc,
Ceprudikar CYEOpeHO aBTOMaTUYHO BaNigoBaHOW KOMN' IOTEPHOK NporpaMolo SAP.

Aarta apyxy ceptudiikaty: 18.03.2025
CropiHka: 2/3




CEPTU®DIKAT AKOCTI

(24 KRIKN

KPKA, a. a., Hoso Mecto
YMNPABAIHHA AKICTHO
Limap'ewwxa uecra 6
8501 Hoso MecTO
CnoseHin

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

Kop Ne: 7TH5407

Ko-Amnecca, Tabnetiv no 8 mr/2,5 mr/10 mr Ne 30

kpaiHa-BupobHuK: CnoBeHis

1 Tabnetka MicTuTbL 8 Mr nepuHaonpuny TepT-GyTunaminy, 2,5 Mr inganamiay ta 10 mMr amnoguniny (y surnagi

amnofuniny 6ecunary)

nikapcbka thopMma: Tabrietkn

po3mip I Tun nakyeaHHa: no 10 TabneTok y Gnicrepi; no 3 GnicTepy y KAPTOHHI KopoBLUi

Howmep cepii: DF0424

Hata supobuuuTea: 12.2024 |,!:laTa 3aKiH4eHHs TepMiHy npugarHocTi: 12.2027

Haaea nokasHukia Creurdikayis Pesynerain unpoGyBaHb Mp.*

OgHopigHicTE BO30BAHUX Mpuiimaneke ynene (AV): He Binswe 15,0 1.4 -

OAWHWUUL — OfHCPIOHICTE

smicTy inganaminy

OpnHopigHicTs Ao30BaHMY NMpuiimanbHe yncno (AV): He Ginbwe 15,0 23 -

OAMHEKLE — OAHOPIAHICTL

BmMicTy amnogunidy

Kinekichuid Bmicr 96 - 105 % sig 2a38aueHol KinbkocTi 102 -

neprHAoRpuNY epbymity

Kinbkichui emict innanamigy | 95 - 105 % sin 3a3dauenol kinbkocyl a9 -

KinexicHuia BMicT amnoavniHy | 95 -~ 105 % Bin sasHayenal KinbkocTi 101 -

Posunnerna nepungonpuny | He meHwe 80 % (Q) sig 3a3Ha4eHol KinbkacTi 97 -97 -

epByminy npoTaroMm 20 XennuH

Poauunennsn inganamigy He meHwe 75 % (Q) eig aaavaveHoi kinbkocTi 91-93 -
NPOTATOM 45 XBUMWH

Poaunkenns amnoguniqy He meHwe 80 % (Q) eig aaavavewol kinbkoeri 94 -95 -
NPOTAroM 20 XswnuH

MikpoGionoriyna sxicTs — He Ginbiue 1000 KYO B 11 - *q

3aranbHa Kinexictb aepobHux

mikpoopraHiamie (TAMC)

MikpoBionoriuna axicTs — He Ginbwe 100 KYO B 11 - >4

3arankHa KinsKictb

APDKIKOBUX TA NNICEHEBUX

rpubis (TYMC)

MixpoBionoriuda skicTs - BincytHiB 11 - *1

Escherichia coli

Mp.* = MNpumitka

*1 srnpobysaHHA NPOBOAMTECS BIANCBIAHO [0 riporpamu {onicaka 8 MKA)

Aanuii ceprudyikar AXocTi Mae enekTpoHHWA Rignve.

Cepruchikat cTBOPEHO @RTOMATUMHO BaNiAOBaHOI KOMN'IOTEPHOM Nporpamol SAP,

Aava apyky ceptuchikaty: 18.03.2025

Cropinka: 3/3
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