Kpaina supoOnuk: JIaTsis

CEPTHU®DIKAT AKOCTI Ne 23-014048/01

IMATHHIB I'PIHIAEKC, kancyau teepai, mo 100 mr

Howmep peectpauiiinoro NeUA/14082/01/01

Crpoxk nii PII: 30.08.2024

Cuna aii /akTHBHICTE: iMaTHHIO 100 Mr

Jlixapenka dopma: Kancy.n TBepai, o 100 mr

Posmip Ta THI ymakosku: Ne (10x12) (no 10 xancy.r B 6aicrepi; 12 6aicrepis B nawni)

Cepig Ne 7980523

Kinexicts B-cepii: 756 ynak.
Jlata BupobrunTRa; 17.05.2023

Jlata 3akiHyenss cTpoxy npuaarHocti: 05,2028 S N |
Bupotuuk: AT «I'pingexcy, syn. Kpycrnine 53, Puird, LV-1057, Jlatsig/ JSC “Grindeks”, 'Ki*'ustpil"s'Stf.SSf,..Rig'a, LV-
1057, Latvia; Homep niuensii na BupoOHuLTBO: RO0004
‘Ceprudukat BinnosizHocti GMP: Ne ZVA/LV/2019/016H cpok neitcteua o 30.06.2022.

AHnani3yu BuxoHaHi Bitnosizno no MKSI no PIT Ne UA/14082/01/01, Hakas Ne 905 Biz 01.12.2014 i smisma MKS j0-PIT

Ne UA/14082/01/01 maxa3 Ne 2467 Bin 30.10.2020 (NormDoc-DP000300/4, Annex-ND000528/2)

[TokazuukH AKoCTI

Bmunrﬁ MI{H

Metoan

KOHTPOJII) SIKOCTI

PezyabTaTn ananisise

1. Onuc TBepnai skenaTHHORI Karicy i MKA, . 1, TBepai xenaruHOBI
KOPHUYHEBO-OPaHKEBOroQ . KATICYJTH KOPUHHEBO-OPaHKEBOTO
, BI3yUTBHO :
KONEOpY. BMicr kanicyst — KOJIBOPY. BMicT Kanicyn - mopoimok
NOpOIIOK Big HiI0ro 1o ¢Bimio- 0151010 KONLOPY.
JKOBTOro abo KOPHIHERBO-
JKOBTOTO KONBOPY. . .
_2.. [nenTudikanis A. Yac yTpuMyBaHHs MK, 1. 2, Brpumye BUnpobyBanus
IMaTHHiOy OCHOBHOTO MIKY Ha |
XpoMaTorpaMax MK, . 2.1,
BHIIpOOYBAHOIO | BEPX, €gp.
CTAHZAPTHOIrO PO3YMHIB, dapn.2.2.29,
HPUrOTOBAHUX VLA
BU3HAYEHHS KiNBKICHOTO METOJTHKa
3MICTY iMaTHHiOy MOBHHHI manpremMcTRa
3birarucs
B. Ha xpomarorpami
BHII]JOﬁYBaHOFD O3YUHY MAE il
GHUGTGpiI‘aTHCHTl:JIHMﬂ Ha piBHI MK4, m.2.2, BEPX, BWIpHMye BHIIPODYBAHHS
OCHOBHOI TUDIMH. HA | €5p.
XpoMarorpami CraHaapTHOTO ©apm., 2.2.27,
PO3YHHY _me
METO/ KOMIIaHIi
3 Cepennsa Maca BMicTy 211,5-258,5 mr MICAL . 3, €sp. 233,4 Mr
KarcyJm Dapm., 2.9.5
4, OnpHopixHicT IToBMHEH BHTPUMYBATH MKJSI, 1. 4, €sp, Butpumye BunipobyBaHHA
JO30BaHUX OJJUHHULE BUIPOOYBaHHA DapmM., 2.9.40 |
3. Posnanaemicte He 6inplue 30 xBuiInH MIKJ, . 5, €8p. 4 XBHJTHH
®apm., 2.9.1

}  JOxyMeHT MiATMCAHMI CICKTPOHHMM migmucom

s /J1zentndixanis dopmn 3sity / Bepein: | GRX-RUS_FDF_UKR 12

e Flpozpamue 3abeznevenns - SampleManagerLIMS 12.1. SP.2

YA N Hlbiiuil Homep sanucy / sepcin: 2FO2BOFC-8303-4440-B1F0-AE2B6A004A489/ 1
Cpl /4




Kpaina supobunk: JlaTBis

CEPTHU®IKAT AKOCTI Ne 23-014048/01

Howmep peectpaniitnoro NeUA/14082/01/01

Crpox aii PIT: 30.08.2024

Cuna nii /axTHBHICTE: iMmaTuni® 100 Mr

Jlixapceka dopma: kancyim TBepai, o 100 mr

IMATHHIBG I'PIHAEKC, xancyan TBepai, 1o 100 mr

Poamip Ta trn ynakopxu: Ne (10x12) (mo 10 xanicy B 6aicrepi; 12 Gaicrepis B ‘mauni)

Cepist Ne 7980523
KinekicTs B cepil: 756 ynak.

Jlata BupoOHunTRa: 17.05.2023

JlaTa 3akiH4eHHs CTpOKy npuaaTHocTi: 05.2028

IIoxkazHuKH sKocTi

JoxyMeHT nianncanmit EEKTPOHHMM i DIHCOM

Bumoru MK MeTtoau Pe3ynsTaTH aHATi3i B
KOHT POJII0
| o AKocTi
6. PO3YHHHICTE He Mmenmt 75% (Q) 3a 45 xB MK, . 6, €sp.
dapm., 2.9.3, 102 %
. BEPX, Cep. ®apm,
S1: A4 KOXHOI 3 6 Kancyna He 2.2.29, MeToJIMKa
meHme 80%,; i AIPAEMCTBA 98,8 %
Sz cepenns 312 l{ancyn (81 + 82) He
MeHIne 75% -
i )kofHa Kancyna MeHie 60%;
Sa: cepenns 3 24 kaneyin (81 +Sz + 8s3)
He MeHIe 75%, -
He Sineiue 2 xancyn meHme 60%
i :koAHOT MeHIue 50%
7. Jomimku
- nominxa A! He Gimpme 10 ppm MK4, n. 7, 10 ppm
BEPX,
E€rp. Oapm.,
2.2.29,
-METOoH,
npianpueMcTBa I
_ | “tall. Meron 11
-  noMimka B* He Oimeme 0,05 % Meroz I Menme 0,05 %
- pomimxa B3 He 6umie 0,05 % Mertox I Menwme 0,05 %
- Oyne-fKa iHIDA He 0inpe 0,05 % Meton 1 0,02 %
TOMIIIIKA
- CyMa He oumsme 0, 5 % Meroz I +Meropn, 11 0,12 %
8. Mikpobionoriuna
YHCTOTA:
- 3arayIbHE YUCIIO aepOSHHX He Gimbme 10° KYO/ MK, n. 8, €sp. Y P—
Mikpoopratizmie (TAMC) - Gapm., 2.6.12. Ta Fon
- - 3araibHe gKcno aphxmxoeux i | He 6ineme 102 KYO/r 2.6.13. AR ’
upinesux rpubis (TYMC)
- Escherichia coli He noeunno 6yt

Inewrucpixamis dopwu ssity / epcis: : GRX-RUS FDF -UKR 12 N

ﬂpﬂapamne 3a6€3neuennﬂ SampIeManagerLIm 12.1.SP. 2

Crp2 /4




CEPTUDIKAT AKOCTI Ne 23-014048/01
IMATHHIB I'PIHAEKC; xancyan tBepai, mo 100 mMr
Kpaina BupoOHuK: JIaTBis
Howmep peectpauiiinoro NeUA/14082/01/01
Crpox aii PIT: 30.08.2024

Cua gii /akTHBHICTE: imaTuri0 100 Mrr

Jlikapceka gopMa: kancyau Teepai, mo 100 mr

Posmip Ta TN ynakosku: Ne. (10x12) (mo 10 kanicya B 6aicrepi; 12 Giaicrepis B mauiri)
Cepist Ne 7980523

KinpkicTs B cepii: 756 ynak.

Hara pupobauuTEa; 17.05.2023

Jlata 3akiHueHHs cTpoKy mpupatHocti: 05,2028

0. KinekicHwnii BMICT 95,0 mo 103,0 % Bix 3agBiIeHO] MKA, i, 9, 99,0 %
iMaTuniby (100 Mr B Kinekocri BEPX, Cgp.
Karcy.ti) Gapm., 2.2.29,
METOIHKA
) KOMTIaHi1 _
[layka UA3S.100.120B.
[HCTpY K1 UA/C/100/4

'N- (2-amino-5-metwidenin) -4- (3-nipumun) -2-ripumiznay amin . |
ZN- {4-merun-3 [(4- (3-nmipuamn) -2-mipaminc) amino] denin} -4-MeTnndenzamin
34 - [(4-metunninepasua-1-im) MeTni] 6eH30MHOT KUCIOTH JUTiAPOXIIOPHA

Bucnosoxk: cepia Ne 7980523 Binnosinae Bumoram 3 MEKSI 10 PIT Ne UA/14082/01/0R P28

Ne 905 Bix 01.12.20 14 Ta 3minamu MKS no PIT Ne UA/14082/01/01, sakas 2467 Bin 30, NS00, <=
-3aTBepUKEHO & Keni 5
CDIBHHUK J1JA0OPRATOPI o
Cinra ARTOHOB{HA KOHTPOJIIO FKOCT] _28-06-2023 10:24:25 +03:00
(ITIB) (TTocana) (Tarz)

JOKyMEHT MIANMCAHMH €IEKTPOHHMM TIAMHMCOM:
Tnentndiranis gopmu spity / sepeisn:. . GRX-RUS FDF UKR 12
fipozpamne 3abesnevennn - SampleManagerLIMS 12.1. SP.2
Vrixanonuii Homep 3anucy / sepcin: 2F02BOFC-8303-44A0-BIF0-AE2B6A(004A89/ 1
Cip3 /4




CEPTUDIKAT AKOCTI Ne 23-014048/01

IMATHHIb I'PIHJEKC, xancyan TBepai, o 100 mr
Kpaina BupoOnux: Jlarsin
Homep peectpauiitnoro NelUA/14082/01/01
Crpok aii PIT: 30.08.2024
Cuna nii /akTHBHICTE: iMmaTunié 100 mr
Jlixapceka popMa: Kancyaun TBepai, no 100 mr
‘Posmip Ta Tem ymakosku: Ne (10x12) (o 10 xancysn B 6aicrepi; 12 6aicrepis B maviii)
Cepis Ne 7980523
KinpkicTs B cepii: 756 ymak.
Jara supobuuursa: 17.05.2023
Jata 3akiHueHHs cTpoky npunarHocTi: 05.2028

Komenrapi: Hemae

3asBa npo ceprudikarliro: | |

«Huuimuiv 51 3acBiTuyn, Mo HaBeAeHa BHINE iHdopMaltis € JocT oBIpHOKO 1 Touro0. I8t cepist mpoaykuii Oyaa eupobiena
(BKJIIOYAI0YM YIIAKOBKY / MapKyBaHHs) i Gy/10 mposeeno KOHTPob i SKOCTi HAa BHIIe3raxaHiii ILUISIHIIL B ITOBHIA |
BiANoBiAHOCTI 3 BEMoraMu GMP, BcTaHOBIEHUMH MiCeBHM PeryIATOPHHM OPTAHOM, & TAKOXK Binosiamo 1o creundixanii,

[0 MICTHTLCA B peccTpaniiHoMy Aoche. IIpoTokoan BHPOGHHUITBA, YIAKOBKH TA AHAJII3IB OyJIn neperasinyri i BEeTaHOBIEHO
BignoBignicts GMP »

YTOBHOBKEHA 0Cc00a !

Suic €xabcone Y1oBHOBaXKeHa 0c064a - . 28-06-2023 12:06:29 +03:00

(I1Ib) (TIocana) (laTa)

JOKyMEHT MiAIMCAHAM eEKTPOHHMM TIAIHCOM
Taenrudikania Gopmu spity / sepeis: | GRX-RUS FDF UKR 12
{ipozpamue 3abesnevenns - SampleManagerLIMS 12.1. SP.2
Vrixaneniii nomep 3anucy/ eepcin: 2F02BOFC-8303-44A0-B1F0-AE2B6A004A489/ 1
Crpd /4




