JAEP)KXABHA CJIVIKEA 3 JIIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKIIA OBJIACTI

poB. CeiTiamyanoi Hapnii, 3, M.Kwis, 02099, teir/dakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kox CIPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOr'Q B Ykpainy xikapcnkoro 3aCc00y

28.12.2023 Ne 65073/23/10
AMJIECCA, B
(HafiMeHyBanHs JIKaPCRKOro 3aco6

Y 3TIHO 3 peecTpauiiHimM MOCBITYEHHM)

0sticTepi; mo 3 Gaicrepu v ka TOHHIH KOp o6
AO3YBaHHA, BUX NaKyBaHHA JiKapCLKOTo 3acoby)

Homep peecrpaniitaoro nocsinuerus UA/] 2846/01/02 ctpox xii

Ta0JeTKH 110 SMr/Smr no 10 tadmnerox
(bopma BrnycKy,

peecTpaniitioro noceiguenns 01.01,2099

Cepis mikapcskoro 3aco6y Ne NN0128 KinekicTs BBe3eHOTO mikapeskoro 3acoby 20

Bupobuuk "KPKA n.1., Hogo Mecto", Crosenis

(HaitMeHyBaHHA BHpO6HUKa NIKapcEKOTo 3acofy,

KpalHa OXOIKEHH)
Beeseno B Vipainy Cninnne YKPaiHCbKO-eCTOHCLIE MANPHEMCTEO y (hopmi ToBapucTea

3 00MekeHo BiANOBIiNaMLHiCTIO "OnTima-(I)apM, JITH", inent. xox:
21642228
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KRKN

KPKA, a. 4., HoBO MECTO
YIMTPABIIHHA AKICTHO

CEPTUO®IKAT SIKOCTI i
8501 HoBO MeCTO
CnoBeRif

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

Kog Ne: 7F0842

Amnecca, Taonetku no 8 mr/5 mr Ne 30

KpaiHa-BUPOOHUK: CroBeHis

1 TabneTka MiCTUTL 8 Mr NepuHAoNpuUNy TepT-6yTUnaminy (wo signosinac 6,68 Mr nepuHponpuny) Ta S Mr
amnoauniHy (uo Bignosigae 6,935 mr amnoguniHy 6ecunarty)

nikapceKa hopma: TadbneTku
'po3mip i TMN NakyBaHHs: no 10 Ta6netok y 6nictepi; no 3 6nicTepu y KAPTOHHIN Kopooul

Homep cepii: NN0128
Oata supobHuursa: 08.2023 NaTa 3aKiH4eHHs TepmiHy npnaaTtHocTi: 08.2026

PeecTpauiiHe nocsigdeHHs Ne:
UA - UA/12846/01/02

Hasea i afgpeca BMpobHWKa, BianosigansHoro 3a Bunyck cepil: | JlileHsis Ha BUPOOHNLTBO No:
KPKA a.n., HoBo mecTo 800-13/2018-6

lmap’ewka yecta 6

HoBo mecTo, 8501, CnoBeHis

Poamip cepil: 25.966 LUT

Llum nigTeepaxyto, Wo BULeHaBeseHa iHdopmMauis € LOCTOBIPHOW Ta TouHow. HaHa cepia npoaykuii 6yna supobnexa
(BKMoYaouy NakyBaHHs/MapKyBaHHA) | NpouLLNa KOHTPOb SKOCTI Ha BULLEBKA3aHill AinbHUL B NOBHI BiANOBIAHOCTI i3
BuMOramMu GMP, BCTAHOBMEHUMU MICLEBUM pPEryasTOPHAM OpraHom, a TakoX Y BIiANOBIAHOCTI A0 cneundikauyl
peecTpaLiiiHol OoKymeHTauii, 3aTeepmkeHol B YkpaiHi Ans A0CMifKyBaHOro nikapcbKoro 3acoby. [lpoTokonw
BMPOBHULTBA, NaKyBaHHSA | KOHTPONA AKOCTI NepesipeHi i BIANOBIAAIOTL BUMOram GMP.

Cepis BunyLeHa y BianosigHocTi i3 aitovoto sepcieto MKA UA/12846/01/02.

[laTa sMNyCKYy Ha PUHOK: Ocoba, BianosiaanbHa 3a sunyck J13 Ha pUHOK
29.11.2023 Hina Kipap

o :I‘.f

Oanuil cepTvdikaT AKOCTI Mae enekTPOHHWA Nignuc. Hata BPYKY cepTucikaty: 12.12.2023
CepTuchikaT CTBOPEHO aBTOMAaTUYHO BaIA0BAHOI KOMI'IOTEPHOKO NPOFPaMoto SAP. CropiHka: 1/3
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CEPTUDIKAT AKOCTI

KPKA, a. A., HOBO MECTO
YNMPABAIHHA AKICTHO
Uimap'ewka yecta 6
8501 HoeoO MecCTO
CnoseHis

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

Ko Ne: 7F0842

Amnecca, Tabnetku no 8 mr/5 mr Ne 30
KpaiHa-BUpoOHUK: CroBeHidA

1 TabneTka MiCTUTb 8 MI NepuHAoONpUNY TepT-6yTUnaminy (Wwo Bianosigac 6,68 Mr nepuHgonpuny) Ta S Mr
amnoauniny (wo Bignoeigae 6,935 mr amnoguniHy 6ecunary)
nikapcbka chopma: TabneTtku

‘poamip i TMN nakyBsaHHsi: no 10 TabneTok y GnicTepi; no 3 GnicTepu y kapToHHIK Kopooul

Homep cepii: NN0128

[ata supobHuuTea: 08.2023

|,£I,aTa 3aKiHYEHHA TepMiHy npuaartHocTi: 08.2026

CynyTHI BOMilLKW — 3aranbHa
KINbKICTh

KinbKicHKA BMICT
nepuHaonpuny
TepT-6yTUnamiHy

95 - 105 % Big 3a3HaueHoi KiNbKOCTI

KinbkiCHu# BMICT aMnoauniHy

95 - 105 % Big 3a3Ha4eHO} KiNbKOCTI

HazBa NOKa3HWKIB Cneuucikauis PeaynbTaty BUnpobysaHb p.*
Onuc Bini abo maibke 6ini, kpyrni, ABoonykni TabneTky 3 Bianosigae -
CKOLLEHUMU Kpasamu
PoanagaHHs He Ginbwe 15 xBUNuH y Boai npu Temnepatypi 37 °C+ |1 -2 -
1°C
lneHTvdikauia nepungonpuny | Yac yrpumysaHHa niky nepuHaonpuny Ha Binnosigae -
TepT-6yTunaminy — BEPX xpomaTorpami po3uuny spaska (SaS) mae signosinatv
yacy yTpumyBaHHa Niky nepuHaonpuny Ha
XpomaTorpami posumnHy ctaHaapTy (SS)
laeHTMiKaUia nepuHaonpuny | OcHoBHa nnsima Ha xpoMaTorpami po3unHy apaska 2 Bianosigae -
TepT-0yTunaminy — TLIX (SaS2) mae BignosigaTt 3a Rf, posMipom Ta KONbOPOM
OCHOBHIN nnami Ha XpomaTorpami po3vuHy craHaapTy
1 (SS1)
lneHTuchikaLis amnoaunity — | Yac yTpumysaHHS Niky amnoauniHy Ha xpomarorpami Bignosigae .
BEPX PO34YuHY 3paska (SaS) Mae BianoBiAaTY Yacy
YTPUMYBaHHA NiKy amMNoauniHy Ha xpoMartorpami
po3uKuHy cTaHaapTy (SS)
|AeHTUCDiKauis amnoaunidy — | OCHOBHa nrisma Ha XxpomaTorpami pos4uHy 3paska 1 Bianosigae -
TLIX (SaS1) mae signosigaTtu 3a Rf, po3mipom Ta KOfbLOPOM
OCHOBHIA NNAMI Ha& XpoMarorpami po3UuHy cTaHaapTy
2 (8S2)
OAHOpPIARHICTL A030BAHUX 3HaueHHs npuiManbHoro Yucra (AV) cknagac He 4,0 -
OAUHULb ~ OAHOPIAHICTL Binbwe 16,0
BMICTY nepuHaonpuny
TepT-ByTUNamiHy
OAHOPIAHICTE A030BaHNX 3HaJeHHA npuiAmaneHoro Yucna (AV) cknaaae He 2,7 -
0AUHWLL — OBHOPIAHICTL Binbwe 15,0
BMICTY amnogunidy
CynyTHI AOMILtLKK — He Ginkwe 0,2 % <=(),10 -
AukeToninepasunH _
CynyTHi AOMILLKA — He Ginbwe 0,3 % <= 0,10 -
nepuHaonpuniar
CynyTHI AOMILLKA — He Ginbwe 0,3 % <= (0,10 -
amoaunidy goMiuika D
CynyTHi AOMiWKK — oguHudHa | He Ginbwe 0,2 % <=0,10 -
HelgeHTuikoBaHa AOMILKA |
He Ginbwe 1,5 % =

Nanui cepTudikaT AKOCTI MaE enNeKTPOHHUK nianuc.
CepTudikaTt CTBOPEHO aBTOMaTUYHO Baniao0BaHO KOMMIOTEPHOK NPOrpaMoto SAP.

MNaTa apyky ceptucbikaty: 12.12.2023
Cropinka; 2/3




IKRKM

KPKA, a. 4., Hoso MecTo
CEPTU®DIKAT AKOCTI - YIPABNIHHA AKICTIO
map'ellka uecra 6
8501 HoBo mecTo
CnoBeHif
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kon Ne: 7F0842

AmMnecca, Tabnetku no 8 Mr/5 mr Ne 30

kpaiHa-BupobHUK: CrnoBeHinA

1 TabneTka MiCTUTL 8 Mr nepuHgoNpuny TepT-6yTunaminy (wo signosigac 6,68 Mr nepuHponpuny) Ta 5 Mr
amnoaunivy (wo sBianosigae 6,935 mr amnoauniny ecunary)

nikapcoka thopma: TadbneTkum

'po3mip | TMN nakyBaHHs: no 10 Tabnetok y GnicTepi; no 3 GnicTepy y KApPTOHHIK KOpPOOUI

Homep cepii: NN0128

[arta supobHuurea. 08.2023 [aTa 3aKkiHYeHHsa TepMmiHy npuaartHocTi: 08.2026

Hassa nokasHukis Cneuudikauis PeaynbTaTy BUNPo6yBaHb | .Op*

PosunHeHHs nepuHaonpuny | He mMeHwe 75 % (Q) Big 3a3HaveHOT KirnbKoCTi - *1

TepT-6yTUnamidy npotsrom 30 XBUNUH

PO3YMHEHHA aMNoauniny He meHLe 75 % (Q) Bia 3a3HaveHOT KiNbKOCTI - *1
npotarom 30 XBUAWH

MikpoBionoriuHa aKicTb — He Binbtue 1000 KYOB1r - - *2

3aranbHa KinbKicTte aepobHUX

Mmikpoopraniamis (TAMC)

Mikpobionoriuda AKICTb — He 6inbwe 100 KYO B 1T - *2

3aranbHa KinbKICTb

APIKAXKOBUX Ta NNiCeHeBUX

|rouGis (TYMG)
MikpoBionoriyHa AKICTb - BincytHiB 11 - *2
Escherichia coli

Mp.* = MNpumiTKa
*1 He pyTvHHWIA meToa. BunpobyBaHHSA NpoBOAUTLCA 1 pas Ha pik.

*2 BuNpoByBaHHA NPOBOAUTLCS BignosiaHO Ao nporpamu (onucaHa B MKH)

[anuit ceprudikaT AKOCT Mae eNeKTPOHHUI niagnuce. Jarta APYKY ceptuchikary: 12.12.2023
CepTudikaT CTBOPEHO asTOMAaTUUHO BanifoBaHoIo KOMITI0TEPHOK nNporpamoto SAP. CropiHka: 3/3




