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NTEP KABHA CJIYKFBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCHKIN OBJACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EPIIOV 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKPaiHYy JiKapcbKoro 3acody

02.01.2024 Ne 66315/24/10

ATOPUC® L .

(HaWMEeHyBaHHS JTIKapChKOro 3aco0y 3TiAHO 3 peccTpalifHUM TTOCBIFUEHHAM)
Ta0JIeTKH, BKPUTI IJIIBKOBOIO 000,10HK050, 1o 10 Mr o 10 Taéaerox y dicTepi, no 9

_ _ _ OJjlicTepiB y KapTOHHIM KOEoﬁm .

B.o. 3dCTynHm<c1_r;_ IIdJIBHﬁflIﬁ BI}C{ iﬂy

Kuiecekii oGnacm By, ISR

((bopma BUIYCKY, JO3YBaHHA, BUA MaKYBAHHA JIIKAPChKOTO sacoﬁy)

Homep peectpauiituoro mociguenns UA/5302/01/02 crpox aii peecrpauiitnoro moceixuenna 01.01.2099

Cepis nikapcekoro 3aco6y Ne DD3181 KinskicTs BBE3€HOTO JTikapebkoro 3acoby 720
Bupo6uuk KPKA, a.1., Hoso Mecto, CrioseHnis
(HaliMeHyBaHHs BHPOOHHKa NTIKapChKOTO 3ac00y, KpaiHa MOX0oLKEHHS)
Beesero B Ykpainy ChinbHe yKpaiHCbKO-eCTOHChKe MANpUeMcTBO Y GopMi TOBApHCTBA
3 00MexeHo010 BianoBigaabHicTo "OntiMma-®apm, JITH", inent. xox:
21642228 o

(HaiMeHyBaHHS Ta KOJ 34 €I[P1'IOY topuAHTHOT ocobu abo mpizBULLE, iM'S, MO 6aTEKOBI (PisHUHOI
0COOU - MANPHEMILS, 1T Miclle TIPOXHUBAHHS Ta peec*rpaumﬁnn HOMEp 06H]KOB01 KapTKW NIaTHHKE
noaaTkis abo cepis Ta HOMEp MacropTa)

IIporokon Bisyansnore konrposo eig 29.12.2023 N2 4231/12.

3a pesynbTaTaMM  AEpPKaBHOO KOHTPOINI BCTAHOBIEHO, IHO NKapCbkuit  3aci®6 BBeseHo B YikpaiHy 3

AOTPHMMAHHSIM BuMOr 3aK0HOAABCTBA 00 3a0€3MIEUEHHS AKOCT] NiKapChbKUX 3acoBiB.
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KPKA, a. a., HoBo mecCTo

YMNPABNIHHA AKICTIO
CEPTUDIKAT AKOCTI iap'eiLks 1ecra 8

8501 HoBo mecTo

CnoseHiga

Ten.. +386 7 3312 111

En. nowra: info@krka.biz

Koa Ne: 7F4269

ATopuc®, tabnerTku, BKpUTI NniBKOBOH 000NOHKOK, MO 10 mr Ne 90

KpaiHa-BUpOOHUK: CnoBeHIsA

1 TabneTKa, BKpUTa NniBKOBOK 00ONOHKOK, MicTUTL 10 Mr aTopBacTaTUHY Y BUrNSAAl aTopBacTaTUHY KanbUuito
fnikapceKa chopma: TadneTku, BKPUTI NNTIBKOBOK OOONOHKOKO

po3mip i TN nakysaHHsA: 1o 10 Tabnerok y 6nicTepi; no 9 bnicrepis y kopoodui

Homep cepii: DD3181

[laTta supobHuurea: 10.2023 Hata 3akiHYeHHsi TepMiHy npugaTtHocTi: 10.2025

PeecTpauinHe noceigyeHHs Ne:
UA - UA/5302/01/02

Hasea i agpeca supobHuKa, BignosigancHoro 3a sunyck cepii: | JliueHsis Ha BupodHuLTeo Ne:
KPKA n.n., HoBo mecTo 800-13/2018-6

Lmap’ewka Lecra 6

HoBo mecTo, 8501, CnoBeHis

Poamip cepii: 12.420 LUT

Lium nigaTBepaxyo, Wo BULLEeHaBeeHa iHthopmalia € JocToBipHOK Ta TouHOK. [aHa cepisa npoaykuii byna supobneHa
(BKIOUAIOYY NaKyBaHHA/MaPKYBaHHA) | NpowlLna KOHTPOb SKOCTI Ha BULLEBKa3aHiA AinbHULI B NOBHIN BIANOBIQHOCTI I3
eumMoramnn GMP, BCTaAHOBMEHVMMW MICLEBUM PETrYNATOPHAM OpraHomM, a TakoX Y BignosiAHOCTI Ao cneuudikallil
peecTpauiiHol AoKymeHTauil, 3aTBepXeHoi B YkpaiHi Aans AocnigxyBaHoro Jikapcbkoro 3acoby. [lpoTokonu
BUPOOHULTBA, NaKyBaHHA | KOHTPOSA AKOCTI nepesipeHi i BignosigaoTb sumoram GMP.

Cepiga BunyLieHa y signosigHocTi i3 gitodoto sepcieto MKAH UA/5302/01/02.

[lata BUNycKy Ha pUHOK: Oco6a, signosigasnbHa 3a Bunyck J13 Ha pUHOK
17.11.2023 AHppes CeHiua

e,

Oanui cepTucbikaTt AKOCTI Mae eneKkTpoHHUI nignuc. BaTa apyky ceptucpikary: 12.12.2023
CeprudikaT CTBOPEHO aBTOMAaTUYHO BanNi0BaHOI0 KOMM'IOTEPHOIO nporpamoio SAP. CropiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. a., HoBO mecTo
YNPABIIHHA AKICTIO
Uimap'elwka uecta 6

8501 HoBo MecTo
CnoBeHis

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

Kog Ne: 7F4269
ATopuc®, Tabnetkn, BKpUTI rni1iBKOBOK 060M0HKOH, o 10 mr Ne 90
KpatHa-BUPOOHUK: CnoBeHiA
1 TabrieTka, BKpUTa rnriBKoBoi0 060NOHKO0, MicTUTE 10 Mr aTopBacTaTUHY Y BUIns4i aTopBacTaTUHY KanblLiilo
nikapcoka chopma: Tadbnertku, BKpUTI NNIBKOBOK 0O0O0ONMOHKOO
po3Mip i TUN nakyBaHHA: no 10 TabneToK y 6nictepi; no 9 6ictepiB Y KOPOOL
Homep cepii: DD3181
[ata supobHuyrea: 10.2023 NaTa sakiHYeHHA TepmiHy npugartHocTi: 10.2025
Ha3Ba MoKasHUKIB Cneuundikauis PesynbTtati BunpobysaHb [p.*
Onuc Bini, Kpyrni, TROXY BUNYKII, BKPUTI NRIBKOBOIO Bignosigae .
060110HKO TabnNeTKY
OnHopiAHICTE LO30BAHUX MpuimansHe yucno (AV): He Binbwe 15,0 2,1 -
08 UHNLb — OAHOPIAHICTD
BMICTY aTopBacTaTUHy
laeHTudikadis atopeacraTuHy | Yac yrpuMyBaHHA Miky aTopBacTaTHy Ha Bianosinae -
— BEPX XpomaTorpami po3uuHy 3paska (SaS) mae signosigati
yacy yTpyMyBaHHA Miky aTopBacraTuHy Ha
XpomarorpamMi pogumHy craHaapTy (SS)
lpeHTndikauis aropsactatiHy | OCHOBHa NnsiMa Ha xpomMarorpami po3umBy 3paska - 1
— THIX (SaS) mae BignosinaT 0CHOBHIN NNAMI Ha
Xpomarorpami posyuHy ctaHgapty (SS)
lneHTUikauia TuTany Po3ayunH Habyeae »oBToro sabapeneHHs - *1
aiokcuay
CynyTHi foMiwkn —ATN1 He Ginbwe 0,2 % <0,1 -
CynyTHi aomilku —ATN2 He Binbwe 0,2 % <0,1 a
CynyTHi oMiWKK —ATN4,5 He Ginblue 0,2 % 0,1 -
CynyTHi AoMitLKku — ATN12 He Ginbtue 0,2 % <0,1 -
CynyTHi gomMiwikn —ATN13 He Ginbwe 0,2 % <0,1 a
CynyTHi Aomiwikn ~ATN14 He Binbwe 0,2 % <0,1 -
CynyTHi goMiku — ATN15 He Ginbwe 0,2 % < 0,1 -
CynyTHi AoMitkk —ATN16 He Ginbe 0,2 % 0,1 -
CynyTHi fomikn —ATL1 He Ginbwe 0,2 % <0,1 7
CynyTHi gomilku —oanduuHa | He Ginbwe 0,2 % 0,1 -
HeineHTUMhiIKoBaHAa AOMILLKA
CynyTHi AOMILLIKW — cyma He Ginblwe 1,0 % 0,2 -
KineKicHui sMiCT 95,0 - 105,0 % Big 3asHadeHol KinbKocTi 97,8 =
aTopBacTaThHy
PosuuHeHHs aTopBacTaTuHy | He meHwe 75 % (Q) sia 3asHaveHol KinbKocT 97 -99 -
npotarom 30 XsunuH
MikpoGionoriyHa AKiCTb — He Ginbwie 1000 KYO B 1T - *2
3aranbHa KinbkKicTb aepobHUX
MikpoopraHiamiB (TAMGC)
MixpoBionoriyHa aKicTe ~ He 6inbwe 100 KYOB 1T - 2
3aranbHa KinbKicTb
APIKAXKOBUX Ta NNiceHeBuX
rpubis (TYMC) |
MikpoGiosnoriyHa AKiCTb - BigcyTHiB 1T 2
Escherichia coli

[p.* = FpuMmiTKa

*1 He pyTUHHUIA MeTon. BunpobyBaHHA NnpoBoAUTLCA 1 pas Ha pik,
*2 BunNpobyBaHHA NPOBOAUTLCH BiANOBIAHO A0 nNporpamu (onncaHa 8 MKA)

Oanuia ceptudbikar aKoCTi Mae enekTpoHHUA nignuc,
CepTucikaT CTBOPEHO aBTOMATUYHO BaNiA0BaHOK KOMITIOTEPHOIO NporpamMoio SAP.

OaTa apyky ceprudikaTty: 12,12.2023
CTopiHKa: 2/2




