NNEPKABHA CJIYXKFBA 3 JIIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBHKIU OBJIACTI

npos. CeiTnnunoi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
npo AKiCTHL BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

28.12.2023 Ne 65124/23/10

. JIOPICTA®

(HaliMEHYBaHHS JiKapchKoro 3acoly 3TiAHO 3 peccTpallifHUM MTOCBIUCHHSM)
Ta6JeTKH, BKPUTI MJIiBK0OBOX0 000,10HK0¥10, 10 100 Mr, no 10 Tadserox y Giicrepi; no 3

ojiicTepu B KAPTOHHIMA KopoOmi; a

(hopMa BUTIYCKY, HO3YBaHHsA, BIL [TaKyBaHHA JIiKapChKOTO 3aC00Y)

Homep peectpauiitaoro nocsiguenns UA/5516/01/04 crpox nii peectpaniittoro mocsiguenns 01.01.2099

Cepis nikapeskoro 3aco6y Ne NIVI3422 Kinskicts Beeseroro nikapebkoro 3acoby 100
Bupo6HuK KPKA, n.0., Hoso MecTo, Ci10BEHIA -
(HaliMeHyBaHHS BUPOOHHKA JTiKapChKoro 3acoby, KpaiHa MoXo/pKeHHS)
BeeseHo B YKpaiHy CrninbHe YKpaiHChbK0-eCTOHChbKE MIANPHEMCTBO Y (hOpMI TOBAPUCTBA
3 oOMeskeHo10 BinnosigaabuicTio "Onrima-®apm, JITA", inenr. kon:
21642228 -

(HaHMEHYBaHHH Ta KOA 34 €,HPHOY IOpUANYHOT ocobu abo MpiseuIe, iM'd, 110 6aTEKOBI PI3HIHOI
0coGH - MixpHeMS, iT Micle IPOXKUBAHHS Ta PeECTPaLlifHNI HoMep 00711KOBOT KApTKH TIAaTHHKA

noNaTkiB abo cepis Ta HOMEp NacropTa)

IIpoToxoa Bisyansroro keurposio ix 26.12.2023 Ne 4139/53.

3a pe3yNbTATAMM EPXKABHOTO KOHTPONIO BCTaHOBNEHO, IIO JIKAPCHKUH 3acl0  BBE3EHO B YkpaiHy 3

HOTPUMAHHAM BuMOT 3aKOHOJABCTBA MOAO 3a6€3MEUEHHS IKOCT] TiKapCHKUX 3aC001B.
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KPKA, a. a., HoBo mecTto

CEPTU®DIKAT AKOCTI YNPABINIHHA AKICTIO
LLImap'ellka uecra 6

8501 Hoso MecTo

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

Kopn Ne: 7F0803
NOPICTA®, TabneTku, BKpUTI NNiBKOBOK 060M0HKO0, 1o 100 mr Ne 30
KpaiHa-BUpoOHUK: CrioBeHIsA

1 TabneTka, BKpUTa NNiBKOBOI 060/0HKO0, MicTUTL 100 Mr fio3apTaHy Kanito
nikapcbka thopma: TabreTkn, BKpUTI NNiBKOBOKO 000NOHKOK

posmip i Tun nakyBaHHs: no 10 Tabnetok y 6nicTepi; no 3 dnicTepu y KapTOHHI Kopooui

Homep cepil: NM3422
DaTa BupobHuutea: 05.2022 NaTa 3akiHYeHHst TepMiHy npuaaTHocTi. 05.2027

PeectpauiitHe noceigyeHHA Ne:
UA - UA/5516/01/04

Hasga i agpeca BUpoGHUKa, BignosigansHoro 3a eunyck cepii: | JlieHsia Ha BUPOBHNUTBO Ne:
KPKA n.a., HoBo mMecto 800-13/2018-6

Uimap’ewka uecta 6
HoBo MecTo, 8501, CnoBeHIA

Po3mip cepii: 48.547 LUT

Llum nipgTBepaxylo, Wo BulleHaBeaeHa iHhopmMaLlis € LOCTOBIPHOK Ta TOYHOI. [laHa cepis npoaykyii 6yna supobneHa
(BKMIOMAIOUN NaKyBaHHS/MapKyBaHHS) | Npouiuna KOHTPOob SKOCTI Ha BULLEBKa3aHIA AinbHUUI B NOBHIN BIANOBIAHOCTI I3

sumMoramv GMP, BCTaHOBIEHUMU MiICLEBUM pPErynaTOpPHUM OpraHom, a TakoxX Y BignosigHocTi 40 creundikauit
peecTpaliiHol AoKymeHTaull, 3arBepiXeHol B YkpaiHi AnA  [ocniaKyBaHoro  NikapcbKoro 3acoby. [lpoTokonwu
BUPOBHULTBA, NaKyBaHHS i KOHTPONA AKOCTI NepeBipeHi | signosigawTe Bumoram GMP.

Cepis BunyLLeHa y BiANoBiaHOCTI i3 aitoyoto sepcieto MKH UA/5516/01/04.

[aTa BUNyCKy Ha PUHOK: Ocoba, signosinanbHa 3a sunyck J13 Ha PUHOK
23.01.2023 Tesn NasniH

“FadinT,

NaHun cepTudikaT AKOCTI Mae enekTPoHHUA nignuc. OaTta apyky ceptudikaty: 06.12.2023
CepTuchikaT CTBOpPEHO aBToMaTUYHO BanigosaHolo KOMM'I0TepHO nporpamoro SAP, Cropixka: 1/2

e . OH 20659,
Llp 1412 2 850



CEPTUDIKAT AKOCTI

KPKA, a. a., HoBO MecTo
YMNPABNIHHA AKICTIO
lLimap'eluka uecra 6

8501 HoBO mecTo
CnoBeHist

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

Kog Ne; 7F0803

NOPICTA®, TabneTku, BKpUTi NNiBKOBOK 00050oHKOoH, 1o 100 mr Ne 30
KpaiHa-BMpobHUK: CnoBeHinA
1 TaGneTka, BKpUTa NNiBKOBOIO 0GONMOHKOK, MicTUTL 100 Mr nosapTaHy Kanito
nikapcbka hopma; TabneTku, BKpUTi NNIBKOBOK OOONOHKOHD
'po3mip i TMN nakysaHHA: no 10 TabneTok y GnicTepi; No 3 GnicTepy y kapTOHHIN kopooui

Homep cepii: NM3422

Hata supobrHuurtea: 056.2022

[lata 3aKkiH4eHHs TepMiHy npuaartHocTi: 05.2027

Hassa noKasHuKiB Cneundikallis PeaynbTaTu BunpodyBaHb Mp.”
Oonuc Bini, oBankHi, Aewo ABooNyKNi TabneTkn, BKpUTI Bignosinae -
NANIBKOBOK 0BOMOHKOK
Po3nasansHa He 6inblue 30 xsunuH y Boai npy TeMnepatypi 37 °C + [ 10-16 %
1°C
OaHopPiAHICTL A030BaAHUX 3HaueHHs npuiAManbHoro yucna (AV) cknapae He 3,2 -
OAMHWLDL — OAHOPIAHICTD Ginbwe 15,0
BMICTY 1lo3apTaHy kaniw
CynyTHi gomilku — oauHnyHi | He Ginbwe 0,2 % <= 0,05 -
CynyTHi ACMILLKKN — cyma He 6inbwe 1,0 % <= 0,05 =
NOMiLLOK
lneHTUdiKkauis nosapTany — | Yac yrpumyBaHHs niky nosapTaHy Ha xpomarorpami Bianosigae -
BEPX | PO34nHY 3paszka (SaS) mae BignosigaTv Hacy
YTPUMYBaHHS NiKy fno3apTaHy Ha XpoMarorpami
PO34KHY cTaHAapTy (SS)
KinbkicHui smicT nosapTtany | 95,0 - 105,0 % Big 3a3Ha4eHoOT KifbKOCT 101,5 -
Kanito
Po3unHeHHs nosapTanry Kanio | He meHwe 75 % (Q) sia 3asHaueHo! KinbKOCT 81 -101 -
npotarom 30 XBUNKH
MikpobionoriuHa aKicTe — He Binbwe 1000 KYO 811 <10 "1
3aranbHa KinbKictb aepobHux
MikpoopraHiamis (TAMC)
MikpoBionorivyHa sKiCTb — He 6inbwe 100 KYOB 1T <10 *1
3aranbHa KinbKiCTb "
APiXAXKOBUX Ta NNICeHEBUX
rpubis (TYMC)
Mikpob6ionoriyHa aKicTb - BigcyTHiB 1 T Binnosinae *1
Escherichia coli

Mp.* = NpumiTka

*{ BunpobyBaHHA NPOBOAUTLCA BIANOBIAHO A0 Nporpamu (onucaHa 8 MKH)

NaHuit cepTudikaT SIKOCTI Mae eneKTPOHHWU NIANKC,
CepTudikaT CTBOPEHO aBTOMaTUUHO Banif0BaHO KOMITIOTEPHOIO Nporpamoio SAP.

NaTa apyky ceptudikaty: 06.12.2023
Cropinka: 2/2




