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TEPJKABHA CJIY/KBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KUTBCHKII OBJACTI

npos. CeiTnuuno! Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €APTIOY 370738774

BUCHOBOK
npo sAKiCTh BBE3€HOI0 B YKpaiHy JiKapchbKoro 3aco0y
21.12.2023 Ne 63737/23/10
BLIOBLI® -

(HaliMEHYBaHHA JNIKApChKOro 3acoly 3rigHo 3 peecTpauifiHuM MTOCBIAYEHHIM)

kancyan 1o 40 mr; mo 10 kancy.J y 6Jiicrepi, 1o 6 Os1icTepiB y KapTOHHIiH Kopooui

((opma BUNYCKY, QO3YBAHHS, BUA MTaKyBaHHs JIKapChKOro 3acoly)

Homep peecrpauiiinoro nocsiguenns UA/1234/01/02 crpok aif peectpauiittoro mocsiguenns 01.01.2099

Cepis nixapeskoro 3acoby Ne SL4950 KinbkicTs BBE3€HOTrO Nikapchkoro 3acoby 60
Burpo6HHK KPKA, a.41., HoBo Mecto, CnoBeHI
(HaliMeHyBaHHA BUPOOHMKA NiKapchkoro 3acoby, kpaiHa NMOXOIKEHHs)
BeeseHo B YkpalHy CrnifibHe YKpaiHCLbKO-€CTOHCbKE MiANpUEMCTBO y hopmi ToBapuCTBA
3 oOMexxenoro signoBinanbuicTio ""Onrima-®apm, JITL", inenr. xoa:
21642228 o | a

(HalimeHyBaHHs Ta kol 38 CAPITIOY 1opuauuHoi ocobu abo npi3uiLe, iM's, 110 6aTbKOBI (Hi3HUHOT
0cobu - nignpueMLy, ii Micle NPOXUBAHHA Ta peecTpallifHUi HoMep 006M1iKOBOT KAPTKH MIATHHKA
noaatkis abo cepis Ta HOMEp nacrnopra)

Mporokon BisyansHoro kourpomo six 20.12,2023 Ne 4074/3.

3a pesyJbTaTaMy JEpXKABHOTO KOHTPOJIO BCTAHOBJIGHO, 110 JIIKapChbkWH 3aci0 BBe3eHo B YkpalHy 3

AOTPHUMAHHSAM BHMOT 3aKOHOJABCTBA OO0 3a0€3NeUeRHs AKOCTI JIIKapChKHX 3aCO0IB.

Bitaniit BOHIAPEHKO

(infuiany Ta nplasaine)




(24 KRKN

KPKA, 4. 4., Hoso mecto
CEPTU®IKAT AKOCT! KINARM M ESETTIR

LLimap'eluka yecra 6

8501 Hoso mecTo

CnoeeHis

Ten.. +386 7 3312 111

En. nowta: info@krka.biz

Kog No: 7D6538

Bino6in®, kancynu no 40 mr Ne 60

KpaiHa-BUpoOHuk: CrioBeHin

1 Kancyna MicTUTh cyxuu exkctpakt nucra lNiHkro 6inoda (Ginkgo biloba L., folium) (35-67:1) i3 BMicTOM: —
8,8-10,8 mr donaBoHoOIAIB y BUrnsaal (prnaBoHOBUX TNiKo3uais; — 1,12-1,36 Mr rinkroniaiB A, B, C; — 1,04-1,28 mr
binobaninis — 40 mr; eKcTpareHT — aLeToH

nikapcbKa hopmMa: Kancynm

po3mip i TMN nakyBaHHA: no 10 kancyn y 6nictepi; no 6 6nicrepis y kopooui

Homep cepii: S1.4950
Oara supodbuunurea: 02.2023 fJara 3akiH4eHHsa TepMiHy npugaTtHocTi. 02.2026

PeecTpalliiiHe nocsig4yeHHsa Ne:
UA - UA/1234/01/02

Hassa | agpeca BupoOHUKa, BignoBiganbHOro 3a sunyck cepii: | JlileHsia Ha BupobHuLTBO No:
KPKA a.a., HoBo mecTo 800-13/2018-6

LLimap’cwika uecra 6

HoBo mecTto, 8501, CnoBeHin

Posmip cepii: 3.187 LUT

Linm nigTBepaxyto, Lo BuLleHaBeaeHa iHdopmMalis € AOCTOBIPHOKW Ta TOYHOW. [aHa cepis npogykuil 6yna BupobrieHa
(BKNIOYaAKOUM NakyBaHHsA/MapKyBaHHS) i Npoina KOHTPOMb AKOCTI Ha BULLEBKa3aHiil AinbHUL B MOBHIl BignosigHoCTI i3
Bumoramu GMP, BCTaHOBNEHMMW MICLIEBUM pErynsaTOpHUM OpraHoM, a TakoX Y BignosigHocTi A0 cneyuudikaulii
peecTpauinHol AoKymeHTaLlii, 3aTBepmeHoi B YkpaiHi ans gocnigxyeaHoro nikapcbkoro 3acoby. [MpoTokonn
BUPODHULTBA, NakyBaHHS | KOHTPONS AKOCTI nepeBipeHi i BignosigawTb sumoram GMP.

Cepis BUNyLieHa y BIgNoBigHOCTI i3 gitovoto Bepciero MKA UA/M1234/01/02.

Ocoba, BignosigansHa 3a Bunyck JI13 Ha puHoK
Mapia Bigiy

Hdara BunycKy Ha puHox:
27.03.2023

KRKA,

fovarna zdravil, d.d.
Novo mesio |

Gio of 1029 Jokit~

HaHun ceprudikar AKOCTi Mae enekTpoHHUA nignuc. Hata .u,p;icy cepTudikary: 29.11.2023
CepTtudpikaT CTBOPEHO aBTOMaTUYHO Baniz0BaHOo0 KOMM' IOTEPHOIO nporpamoio SAP. Cropiuka: 1/2




CEPTU®GIKAT AKOCTI

(24 KRKA

KPKA, a. 8., HoBo mecro
YIMPABNIHHA AKICTHO
LImap'ewska uecra 6

8501 Hoso mecTo
CnoBeHis

Ten.: +386 7 3312 111
En. nowita: info@Kkrka.biz

Koa Ne: 7D6538

Binobin®, karnicynun no 40 mr Ne 60
KpaiHa-BUpPOOHUK: CnoBeHif

1 Kancyna MICTUTb CyXUM eKcTpaKT nucta lNiHkro 6inoba (Ginkgo biloba L., folium) (35-67:1) i3 BmicTom: —
8,8-10,8 mr conaBoHoIAiB y BUrnaai onasoHoBux rnikosuais; — 1,12-1,36 mr rinkronigis A, B, C; — 1,04-1,28 mr
O6inodaniniB — 40 Mr; eKCTpareHT — aueToH
nikapcbka popma: Kancynu

po3Mip i TMn nakyBaHHA: no 10 kancyn y dnicrtepi; no 6 bnicrepiB y Kopoobui

Homep cepii: SL4950

Llara supobHunurea: 02.2023

Aara 3akiHyeHHa TepMiHy npugatHocTi: 02.2026

Has3Ba noKasHUKIB Cneundikauisa PesynbTaTh Bunpotyeanb Ip.*
Onuc dioneToBo-KopUYHeBI kancynu. Kancynu mictaTb Bignosinae -
NOPOLLOK Bif CBITROrO 5,0 TEMHO-KOPUYHEBOIO KONLOPY
3 BUAVMUMU TEMHUMMN YaCTUHKAMN Ta MOXKANBUMU
HEBENMNKUMU TPYA0UKaMK
OAHOPIAHICTE MAcK BMICTY Maca BmicTy He Binbklue 2 i3 20 kancyn sigxunsietecs | Bignoizae -
Kancy’ Bif cepepHboi macu BinbLu HiX Ha £ 10%, a maca
XOAHOT 3 Kancys He NOBUHHA BIAXUNATUCA Bij
cepeaHbol mack Ginble Hixk Ha + 20%
PosnajatlHs He 6inblwe 30 xBunuH y Boai npu Temneparypi 37 °C £ |3 -3 -
1°C
Boaa (300 mr - 400 wr, He 6inblue 6,5 % 4.8 -
Hydranal Composite 5)
laeHTUdiKaLis ekcTpakTy BianoBisHO A0 aHANITUMHOT METOANKY Bignogigae -
riHKro 6inoba — TLLUX
KineKicHU! BMICT 7,9 - 11,9 mr/cepeaHa maca BMICTY kancynu 9,3 -
hnaBoHOIAIB, AKI BU3HAYAIOTh
sIK hnaBoOHOBI rniKO3uaAn
KinbkicHuit BmicT TepneHosux | 0,93 - 1,41 mr/cepesHsa maca BMICTY Karncyn 1,20 -
nakToHie — 6inobanigu
KinbkicHun sMmicT TepneHosux | 1,01 - 1,50 mr/cepegHa maca BmicTy kancynu 1,15 -
NaKToHIB — riHkronian A, B, C
MikpobionoriyHa akicte — He Ginbwe 10000 KYOB 1T <10 *1
3aranbHa KifnbKicTb aepobHuX
Mikpooprasiamis (TAMC)
MikpoGionoriuHa sKicTb — He Ginbwe 100 KYOB 1T <10 *1
3aranbHa KinbKicTb
APDKAXKOBUX Ta NiCEHEBUX
ronbis (TYMC)
Mixpo©ionoriyHa sKicTb - He 6inbwe 100 KYOB 1T <10 *1
JararibHa KinbKicTb
TONEPAaHTHUX A0 XOBUI
rpamHeraTuBHuX bakrepii
MikpobionoriuHa sIKiCTb ~ BiacytHiB 11 Bignosigae *1
Escherichia coli
MikpobionoriyHa sakicTb - BiacyTHis 25 Bignoginae *1
Salmonella

[p.* = Npumitka

*1 BUNpoOOYBaHHA NPOBOAUTLCA BiANOBIAHO A0 nporpamu (onucaHa B MKS)

HaHui cepTudpikaT AKOCTI Mae enekTpoHHUi nignuc.
CeptudikaT CTBOPEHO aBTOMaTUYHO BaNif0BAHOK KOMIT I0TEPHOI0 Nporpamoto SAP.

Hata apyky ceptudikaty: 29.11.2023
CtopiHka: 2/2




