AEPZKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKINA OBJACTI

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

BHCHOBOK
OPO AKICTL BBE3EHOT0 B YKpaiHy JiKapchKoro 3acoby

15.04.2024 Ne 17233/24/10

JIOIEPAMIZ I'PTHIEKC
(ualimMenyRranma nikapcpkoro 3aco0y Iriguo 3 peecTpariiimiM mocBigdensm)
KarcyJaH TBepii mo 2 mr, no 10 xancyn y faicrepi; no 1 daicrepy y nauni 3 kaproxy
{i(bopnta BHNyCKY, AO3YBAHHA, BHI NAKYBAHHs JIKapCbXOro 3acoby)

Homep peectpartiiinoro nocsiauenns UA/6390/01/01 crpox aii peectpamiiinoro nocsinuenns 01.01.2099

Cepin nikapcexoro sacofy Ne 8711023 Kimpxicrs sBe3eroro aikapenkoro zacofy 1990
Bupo6mix AT "I'piagexc", Jlateia
{(halivenyBsauns pupolOHIKA KiKapCEKROTO 3acaby, Kpalha noxomKenHs)
Beeseno B Yipainy Crinsne yKpaiichKo-ecTOHCLKE MIANPHEMCTRO ¥ GopMi ToRApHCTRA
3 o0mexenoio BignosinansnicTo "Onrima-®apm, JITH", izenr. xoa:
21642228

(naiimenysannd Ta xox 3a €APIIOY ropriamuol acoGir aGo npissimue, iM'A, 1o Garekos] dizrygHol
0co0H - mANpHEMUL, T MiCUE IPOXHBANHSA Ta peccTpauiiiugi Romep oONiKOBOT KAPTRY MEATHIKA
fojaTkie abo cepis TA HOMep macopTa)

HpoTtokoen sisyansnoro xourpome pin 12.04.2024 Nz 0897/1.

3a  pesynbraTamu ACPKaBHOTO KOHTPOMIO BCTAHOBNCHO, WO JNiKapebkuil 3aci® Beezewo B VEpainy 3
AOTPHMAHHAM piMOr 3aK0HO/ABCTBA OO0 3a6e3neeHns AKOCT NIKapChKUX 3acO6iB.

//é Biktop CTE®KIBCBKHIA

s o siemreens : .
(miamucy (iniuiaus Ta npizasne)
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CEPTHOIKAT AKOCTI Ne 23-022806/01

JOUEPAMIJA TPIHAEKC, kancyau Teepai, no 2 mr
Kpaina upobuuk: JlaTeia
Homep peectpautitnoro NeUA/6390/01/01
TepwiH xii PIT: 6escTpokoso
Cuna fii /akTiBHiCTE: Jlonepamiay rinpoxaopnx 2 Mr
Jlikapcepka dopma: Rancyau Teepai
Poamip ta Tun ynakosku: Ne 10 (10x1) (110 10 kancya B Gaicrepi; 1 OaicTep B mauui)
Cepis Ne 8711023
Kinpkicts B cepii: 1990 ynak.
Hara supobuunrea: 05.10.2023
Hara 3akiHuenHs ctpoky mpunarsocTi: 10.2028

BupoGuux: AT «I'pinaexcy, Byn. Kpycruine 53, Pura, LV-1057, fatsis/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-
1057, Latvia; Homep niuensii Ha supoSuuuTeo: ROO004

Cepruduxar sinnosignocti GMP: ZVA /LV/2022/002H cpok aedicTus no 28.10.2024
Awnanizu BukoHaHi Binnosiaro 1o MKSI o PIT Ne UA /6390/01/01 T4 sMinamu MK go PIT Ne UA /6390/01/01 Bin
02.03.2017, Bin 30.09.2020 i Big 07.09.2023 (NormDoc-DP000261/5, Annex-ND000297/2; Annex-ND0O00534/2, Annex-

NDO000764/2)
okasHHKH sAIKOCTI Bumoru MKSI MeTtoan koHTpOJIO PesyabTaTh aHanizis
SIKOCTI
1. Onue TBepni xemaTHHOBI Kancynu, MK, n. 1, Trepai wenaaTiaoB]
Kopmyc poxesoro Bi3yanbHO Kancyi. Kopnye poxesoro
KOJILODY,KPHINEUKa TEMHO- KOJILOPY, KPHIIEYKA TEMHO-
3€JIEHOT'O KONMBOPY; BMICT — 3€JIEHOIO KONEOPY; BMICT —
HOPOILOK 6i/I0r0 KONEOpy IOpPOIOK Gi10ro KOTLopy
2. Izenmdixanis YHac yTpuMyBaHHS OCHOBHOTO MK, . 2.1, BEPX  Butpumye BumpoOysanna
MKy Ha XpoMaTorpami
BHIIPOOYBAHOTO PO3YHHY MaE
BinmoBizarTy yacy
YTPHMYBaHHS iKY
JIOTIEpaMHAY
TiJpOXJIOPHAY Ha
XpoMaTorpami CTaHAAPTHOIO
PO3YHHY
3. Cepenns Maca 1358 - 1442 mr MEKA, m. 3, €sp. 139,8 Mr
Papm., 2.9.5
4, Bigxumennst 8in =~ Maca BMICTY TiNbku 2 MK, 1. 4, €ap. -2,9 %; 3,6 %
cepennsol MacH BMicTy Kancya 3 20 MoxyTh Dapm,, 2.9.5
Kancy BiIXUIIATHCS

BiJ 3HAYCHHS CepeIHLOT MacH
Ginbin Hixk na £+ 10%, ane
XKOIHe

3 IHAMBiNyaNbHHX 3HAYEHB
MacH He [TOBHHHO
BiAXHAATHCA

BiJl cepenHLOT MacH DIk
HiX Ha

+ 20%

JOKYMEHT NiANKCAHHIL e1EKTPOHHHM NiANKHCOM
Lnetrrndpikanis doprm 38ity / BEpCin: GRX-RUS_FDF_UKR 13
Iporpamme 3afesneyenrs - SampleManagerLIMS 12.1. SP.2

Yaixansiuit Homep sanucy / sepeiz: C7DFB0AS-CF67-4E1D-925B-7ACO7767R482/ 1

Crp1/3
czz/ﬁ)F /059 |
CA O 7




CEPTHOIKAT AKOCTI Ne 23-022806/01

JIONEPAMIJ T'PIHJAEKC, kancy.iu TBepai, no 2 Mr

Kpaina Bupobuuk: JaTein
Homep peectpantijinoro NeUA/6390/01/01
Tepmin nii PIT: GescTpokoso

Cuna nii /akTHBHICTS: JIonepamiay riapoxaopug 2 mr

Jlixapceka GopMa: kKancyau TBepai

Pozmip Ta Thit ynakoskr: Ne 10 (10x1) (no 10 kancya e Gnicrepi; 1 6aictep B mayvij)

Cepis Ne 8711023
KinexicTs B cepil: 1990 ynak.

Jara Bupobuunrea: 05.10.2023

Hara 3akinueHns cTpoky npugatHocti: 10,2028

Iloka3zHHKH AKOCTI Bumorn MKS MeToau
KOHTPOJII0 SAKOCTI
5. OgHopighicTs [loBuHEH BHTpHUMYBATH MK, 1. §, €sp.
JO30BAHUX ONHHHLE BUIpoOyBaHHA @apm., 2.9.40
6. PosnajaemicTs! He 6invime 30 xs MK/, n. 6, €rp.
Papm., 2.9.1
7. PozunHHiCTE He menme 70 (Q) % 3a 30 x8 MK, 1. 7, BEPX
8. JoMitku MK, . 8, BEPX
- momimka A? He dinsure 0,2 % METOJ KOMMaHii
- pominxa B? He 6inbuie 0,2 %
- Jowmika C2 He 6inpine 0,2 %
- pomimxa D? He Gineime 0,2 %
- momimka E? He Ginbe 0,2 %
- momituxa F? He 6inpwe 0,2 %
- Jomimrxa (32 He 6Ginnie 0,2 %
- Jomimka H? He 6ineme 0,2 %
- Oymp-ska moMimrka He 6insiue 0,1 %
- cyMa He 6inbwe 1,0 %
9. Mikpobionoriuua
YUCTOTA;
- 3arajlbHe YHCTIO He Ginbuwe 10° KYO/r MKA, . 9, €sp.
aepobHHX . Dapm., 2.6.12. Ta
MiplcpoopraHi:’.MiB He Giabire 10°KYO/r 2.6.13.
{TAMC)

- 3ardjiabHe 4HCIIO

ApbRIKOBHX | LIBiTeBUX

rpubis (TYMC)

- Escherichia coli He moBuHHO Gy /T
10.  KinekicHnil Bmict 95,0 o 105,0 % Bin MK, n. 10, BEPX,
JonepaMiay 3adBneHol KinLkocTi METOAHKA KOMManil

rifApoXNopHIy (110 2 Mr

B KarcyJi)

ZlOKYMEHT NiAMHCAHUI eTexTPOHIEM NIATUEOM
Tmenrmudpirauin dopmu 3ity / Bepein: GRX-RUS_FDF_UKR 13
IIperpamue 3a0e3revenns - SampleManagerLIMS 12.1. SP2

PesyabtaTn aHaniziB

Burpumye Bunpobysanus

104 %

Menme 0,05 %
Menme 0,05 %
Menine 0,05 %
Menrme 0,05 %
Memnme 0,05 %
Memnnre 0,05 %
Menwe 0,05 %
Memnme 0,05 %
Menue 0,05 %
Memnmne 0,05 %

Menme 10 KVO/T

Memme 10 KYQ/r

BigcytHs/r

974 %

Yuikansunii nomep zamcy / sepein: C7DFI0A9-CF67-4E1 D-925B-TACQ7767B482/ 1

Crp2/3




CEPTHOIKAT SKOCTI Ne 23-022806/01

JIOITEPAMIA T'PIHAEKC, kancynu tBepi, o 2 mr
Kpaina Bupotuuk: Jarteis
Homep peectpauiiinoro Nel7A/6390/01/01
Tepmin xif PI1: GescTpokoso
Cuuia nii /akTUBHICTE: JToTiepaminy rigpoxmaopua 2 mr
Jixapceka popma: kaneynu TBepai
Poamip Ta Tun ynaxoexu: Ne 10 (10x1) (no 10 kancys 8 Gaicrepi; 1 GaicTep B nayui)
Cepist Ne 8711023
Kinbkicts B cepii: 1990 yrax,
Jara supobuuurea: 05,10.2023
Jlara saxiH4eHHA CTPOKY NpraaTHocTi: 10.2028

[Tayxa UAG6.2.10B
[ncTpyKLisn UA/C/2/5

Mepesipstots npu BuIpoGYBAHH CTAGLIBHOCTI

Bucuorox: cepia Ne 8711023 Binnosinae sumoram 3 MKSI go PIT Ne UA /6390/01/01 Ta smimamu MKS Jo PIT Ne
UA /6390/01/01 8ix 02.03.2017, Bix 30.09.2020 i rix 07.09.2023

Ymogn 36epiranns:H/3
3arBepaKeno :

Cinta ANTOHOB{TA Kepisnuk naGopatopii 07-12-2023 13:05:28 +02:00

KOHTPOJIIO AKOCTL

(ITB) (Mocana) (Hata)

KomenTapi: nemae

3adsa npo ceprudikatio:

«Huniwuiv 1 3aceiy, mo HaBeaeHa sume indopManin ¢ AOCTORIPHOMN i TouHOW. I8 cepis npoxyxuii 6yma BHpoOIena
(BKJIHO4AKYH YNAKOBKY / MADKYBaHHNA) i 6yJ0 NpoBeeHo KOHT POk il IKOCTI Ha BHMe3raganiil Ainaumi 8 noewiii
BignosinAocTi 3 BUMoramn GMP, BCTaHOBIEHHMH MiCLEBHM PEFYIATOPHHM OPraHOM, 2 TAKOK BiANOBiAHO Jo cneuudikani,

o MICTHTLCH B peectpauiiinomy zocke, MPOTOKOAM BUPOGHANTEA, YHAKOBKH TA AHANIZIB Oyau nepernsvyTi i BeTAHOBIEHO
Bignopignicrs GMP »

YuoenoBaxkeHa ocoda :

Haranis Kipieukopa YioBHOBaXKeHa ocoba 07-12-2023 15:15:23 +02:00

(I1I6) (ITocama) {ara)

JoKyMeNT mianucasuil enexkTpoHHHM MiAMECoM
Inentudikauin Gopmu 38iTy / Bepein: GRX-RUS_FDF UKR 13
ITporpamue 3ade3neuenna - SampleManagerL1MS 12.1. SP.2
Yuikansuuii Homep 3anucy / sepein: CTDFO0A9-CF67-4E1D-925B-7AC077678482/ 1
Crp3/3
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