~ JIEPXJIKCITYXBA
JEPKABHA CJTYKBA 3 IIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMY Y KUIBCHKII OBJIACTI

npocnext Barepis JIobanoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPIIOY 37078774

BACHOBOK
NPO SIKICTH BBE3EHOI0 B YKpaiHy JIKAPCHLKOro 3acody

21.12.2021 Ne 73815/21/10

_3WJIAKCEPA®

(HaliMeHYBaHHS JiKapCHKOro 3aco0y 3rilHO 3 peecTpauifiHuM HOCBiTUeHHSM)

__ Tabuerxu mo S Mr no 10 Tabaerok y Ouicrepi, o 3 GJicTepH Yy KapTOHHIH Kopoomi
(popma BumycKy, 103yBaHHS, BUJ IaKyBaHHS JiKAPCHKOro 3aco6y)

Howmep peectpaniitroro nocsimuenns UA/16614/01/01 erpox aif peectpaniitaoro moceimuenus 13.03.2023
Cepis nikapenkoro 3acoby Ne J78960 KinbkicTs BBE3€HOTO Mikapcekoro 3acody 20

Bupo6HuKk _KPKA, n.n, Hoso mecro, Cnogewis
(HaliMeHyBaHH:A BUPOOHHKA JiKapehKOro 3acoby, KpaiHa MOXOMKEeHHS)

Baeseno B Yxpainy CrninpHe yKpainehbKo0-eCTOHChKe MiNIpHEMCTBO Y (hopMi ToBapucTBA
3 00merkenoX0 BianoBigaasHicTI0 "OnriMa-®apm, JITI", inenr. xox:
21642228 =000 -
(HalimMeHyBanHs Ta kof 3a CJIPTIOY ropuauyunoi ocobu abo npizBuie, iM's, 110 6aTHKOBI (iznunoi

ocobu - mianpuemus, i Miclie NpoKUBAHHS Ta peecTpaLiiHii HoMep 06IiKOBOT KAPTKH IIATHAKA
ImoAaTkiB abo cepis Ta HoMep NacopTa)

IIporoxon Bisyansuoro konrposo Bix 13.12.2021 Ne 4507/44.

3a pesynbTartaMH  IEpIKABHOTO KOHTDOJXO BCTaHOBJEHO, INO JIKAPCHKUH 3aci6 BBe3eHO B Ykpainy 3

AOCTI IKAPCHKUX 3acOBiE.

) Onexciti CONOMPAH

(iHiLianmy Ta npi3BHINE)




CEPTU®DIKAT AKOCTI

IaTa: 02.12.2021
Cropinka: 1/2

(£4 KRKN

KPKA a.a.. HoBo mecTo

| Kog Ne: 7D9044

3UNTAKCEPA® Tabnetkun, no 5 mr Ne 30

KpaiHa-BupooHuk: CnoseHin

1 Tabnetka MicTuTb apuninpasony 5 Mmr

| Nikapcbka thopma: TabneTKy

po3Mip i TMN NakyBaHHA: no 10 TabreToK y 6nicrepi, no 3 bnicrepyn y KAPTOHHIN Kopobui

Cepis: J78960

Po3smip cepii: 1.360 LUT

Oarta supobruurea: 10.2021

Lara sakiHyeHHs TepMidy npugaTtHocrTi. 10.2024

PeectpauiitHe noceigyeHHA Ne;

Mp.* = lNpnMiTKa

*{ BUNpoOyBaHHA NPOBOAUTLCSA BiANOBIAHO A0 nNporpamu (onucaHa 8 MKA)

UA - UA/16614/01/01
HasBa i agpeca BnpobHuKa, BignosiganeHOro 3a Bunyck cepii: | fiyeHsis Ha BupodHuLTBO Ne:
KPKA p.a., HoBo mecto 800-13/2018-6
Himap’ewska wecra 6
Hoso MecTo, 8501, CrioBeHid -
FHasea NoKasHUKIB Cneuudikallia PesynbTaty.BUNpobyBaHb Fp.”
Onvic Kpyrni TabneTkn is ckolueHumMu kpasimu, bnakutHoro | Bianosinae -
KONbOpY 3 MOXNNBUMW CBITNIUMU abo TEMHNMY
BKpanneHHsamMmu . .
1 OpHopiaHicTb 1030BaHMX He Ginbwte 15,0 % 2.8 -
oANHULb — OAHOPIRHICTb
| BMICTY apuninpasony:
3Ha4eHHAa NpuManbHoro
yncna (AV) cknapae o o
CynyTHi AoMilku —oguHMuHl | He Ginblue 0,2 % <=0,10 -
CynyTHi AOMILLKY — cyma He 6inbwe 0,5 % <= 0,10 -
lneHTUdhikauia apuninpasony | Yac yrpumyBaHHs niky apuninpasony Ha xpomarorpami | Bianosiaae -
—BEPX PO3UMHY 3pa3ka (SaS) mae BignosigaTy yacy
YyTPUMYBaHHA MiKy apuninpasosy Ha Xxpomarorpami
o pO34YUHY cTaHaapTty (SS)
laeHTndikadia apuninpasony | OcHoBHa nnsima Ha xpomaTorpami posumnHy apaska Bignosipae -
—TWX (SaS) 3a 3HayeHHsM Rf, po3mipom Ta 3abapBneHHam
Mae BiAnoBiaaT OCHOBHINK NNsSIMi Ha XpoMaTorpami
_, po3uuHy cTaHaapty (SS) i
KinbKiCHWIA BMICT 195,0 - 105,0 % Bip 3a3Ha4YeHOI KiflbKOCTI 96,7 -
apuninpasony
Po3yuHeHHA apuninpasony He meHwue 80 %Bgig 3asH.Kin.npoTtarom 20xsun. 90 - 96 -
75% (Q) -
MikpobiosioriuHa sKicTb — He binblue 1000 KYOB1T <10 | 1
3aranbHa KinbKicTb aepoOHUX
MikpoopraHiamie (TAMC)
MikpobionoridHa sKicTh — He Ginbwe 100 KYOB1T | <10 *1
3aranbHa KinbKiCTb
APDKIKOBUX Ta niiceHeBux | '
rpnbis (TYMC) i | { _ |
MikpoBionoriuHa sKicTb - BiacytHis 1T Bianosigae *1
Escherichia coli

TlaHui cepTudiKkaT SKOCTi Mae eneKkTPOHHMIA NiANKC.
CepTuikaT CTBOPEHO aBTOMATUYHO Banif0BaHo0 KOMITIOTEPHOIO Nporpamoto SAP.
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(£4 KRKN

CEPTU®IKAT SIKOCTI KPKA A8, Hoso wecro
Mata: 02,12.2021
CTtopinka: 2/2

Kog Ne: 7D9044
SUNAKCEPA® Tabnerkn, no 5 mr Ne 30
KpaiHa-BUpOOHUK: CnoreHinA
1 TabneTka MicTUTL apuninpasony 5 mr
nikapcbka ¢popma: TabneTku
'po3aMip i TMN nakyBaHHs: no 10 TabneTok y Gnictepi, no 3 6ricTepy y kapToHHIN kopoobui

| Cepisi: J78960 | Poamip cepii: 1.360 LUT J
NaTta supobHnutea: 10.2021 [ara 3akiHuyeHHs TepMmiHy npuaatHocTi: 10.2024
PeecTpaLinHe nocsigyeHHsa Ne:

UA - UA/16614/01/01

Hasea i agpeca supo6HuKa, BignosiganbHoro 3a sunyck cepii: | JliLeHsia Ha BupobHuUTBO Ne:
KPKA a.a., HoBo mecTto 800-13/2018-6

Lllimap’elika wecra 6

{HoBo mecTo0, 8501, CrioBeHis

Lium nigTBEpIKYIO, WO BUllleHaBeAeHa iHdopmalia € JOCTOBIPHOIO Ta TOYHOW. [JaHa cepia npogykuii dyna BUpobneHa
(BKITIOMAIOUM NaKyBaHHA/MapKyBaHHs) | Npoina KOHTPOrb SIKOCTI Ha BULLEBKasaHin [inbHULUI B NOBHIA BiANOBIQHOCTI i3
BuMmoramy GMP, BCTaHOBNEHWMWU MiCLEBUM PEFYNATOPHUM OpPraHoM, a TakoX Yy BiaAnoBiAHOCTI [o cneuudikauii
peecTpalliiHoi JokyMeHTauii, saTBepmkeHo! B YkpalHi Ans  gocnigkysaHoro fikapcbkoro 3acoly. [lpoTokonu
BUPOBHULITBA, NakyBaHHSA | KOHTpONA AKOCTI NepesipeHi i BignosigatoTb BUMoram GMP.

Cepis BunyLueHa y BignoeigHocTi i3 gitovoto Bepcieto MKA UAM6614/01/01.

[Lara BUnycky Ha puHOK: Ocoba, BignoBiganbHa 3a Bunyck N3 Ha puHoK
22.11.2021 Ypuika lNare
YIMPABIIHHA SKICTIO

KPKA, a.a., Hoso mecTo
lLimap'e wka vecra 6, 8501
CnoeeHif

NaHwui cepTudikaT SIKOCTI Mae eNeKTPORHWUIA NiANWC.,
CeptucikaT CTBOPEHO aBTOMATUYHO BaniA0BaHOo KOMN'IOTEPHOIO Nporpamotio SAP.




