JITPAUTIKCIIYKBA
JIEPIKABHA CIIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJIACTI

npocniexT Batepia JloSanosenkore, 51, M, Keuis, 03110, 1ea/daxe: (044) 363-06-50
E-mail: dls ko@dls.gov.uahttps://www.dls.gov.ua, Kog €JTPTIOY 37078774

BHCHOBOK
Npo AKiCTh BBe3enoro B YKpaiHy JikapehKkoro 3acoly

19.10.2021 Ne 48497/21/10

PEJTHTYKC

(HAHMEHY B4R MkAPCLXOr0 38c05Y 3MIIHO ' PeECTPAI N TIOCEITIEHHM }
KOHICHTPAT [U1A PO3YRRY st ingy3il, 10 mr/mu; mo 10 ma (100 mr) y dhraxoni; o 1
¢urakony B KapTonuiii xopodmi; wo 1 Kaproamuiii Kopobui y IIacTHKOBOMY MimKy

(dopwa sunycky, \O3YBRATIA, BHI TAKYBAUEA TiRAPOLKOTe 38000y )
Homep peectpaiitnoro noceinuerma UA/12905/01/01 crpox zii peectpauittoro roceimerm 01.01.2099
Cepis nixapcekoro zacoby Ne N210431A Kinskicts Brcsenoro nikapeskoro sacofiy 1854

Brpo6hux H-p Peagi'c JaGoparopic Jita, Tuunis

(HalimenysanHa supeGaMka MKAPCEKOTO 3ac06Y, KpaiHa MOXOMKEHH)

Boeseno B Yxpainy Torapucreo 3 00MexkeH00 BiTHOBINATLHiCTIO "Ip. Peni'c
Jaboparopiz", irewr. cox: 37560808

(HafiMenyBaRHs T2 xoa 32 €IPTIOY OpHAHTHOT 0cabr abo npisBHTLE, iM'a, 7o Sareroni (ismaraT
ocobH - misnpuemi:, T Mice NpOXUBAHIL Ta peectpanifELi Homep ofmxoBol KAPTKH IUIATHREL
TIDNATEIR ab0 cepis ta reMep LACTIOpTA)

TpoaToxon Bisyamsnoroe sorrpoeatoe pin 06.09.2021 N 2954/1,
Jabeparoprui apanis #xocTi TkapeEKoro 3acoly alicreHnii;

TOB "Texuonad" (m.JIbsis, syn. Maruna Anocrona, 2)

(HaliMery BAHES Ta MiCIesHAX0TKEHIN naoparopil, Wo npoBena. faSoparopiuii aEANis AKOCTI)

BACHOBOK [LOZ0 KOGTI nikapesxoro 3acoly, suanui naGopatopico sig 06.10.2021 Ne 1233

PesymeTary sraboparapHoTo aRamisy AKOCTI 1iKapCEROro 3ac00y 32 NMeperipeHHMH TIOKA3HIKAMT RITIOBIAAIOTE
BEMOTAM METO1iB KOHTPOIIO AKOCTI (AHANITHIHO-HOpMaTHRHO! HoKyMenTauil).

Jlaboparopruid ananiz akocTi nikapeekoro 3acoy 3aifcHenmi:

JIaGopaTopid 3 KOHTPOMIO AKOCT] MCIMUHHX iMyEOGioNoTIUHEX IpenapaTin JepskatHoro
minupremeTsa «/lepxasnuii excrepraumi nenrp Miicrepersa oxoponu 3n0por’s Yxpainmy
(03038, m. Kuis, Bysn. M. AMocora, 9; 03057, m. Kuis, Bym. Cmonerceka, 10)

{(HaifMery BAEES T4 MiCLE3HAXOLKERHS naboparopit, mo nposena NabopaTopHITH aHaRi3 SKOCTI)

BucHoROK 0710 AKocTi Nikapessora sacody, sunanii naboparopiero pix 08.10.2021 Ne 57/148

Pesynwratn safopatopyore amaiisy axoct nixapchiore sacoly 3a TeperipenIMH ToKesHKKavME RIIIOBINAIOTL
BHMOTAM METOIIR KOHTPOUIO SKOCT] (AHATHTIHO-HOPMATARHOI A0KYMEHTALLL).

Jlefopatoprui avaniz skoeri Aikepceroro 3acody 3xiitcHe i

AI "earpamsya saGopatopis 3 anaiisy srocti Ixapeskux 3acobis i MeamaHoT npoxyKi"
(v.Kuis, Byn.Kyapsaceka 10r)




{(LaliMEHyYBAHHS Ta MiCUeIHAR GRS Jabopil opii, 110 nporena abopaTopHEi ananis AROCTi}

Bronosok uioao sxocti nikapeskoro 3acoGy. ruianmi HAaGoparopiero sig 19.10.2021 Ne 2310

Pesymetaiy nabopatopriore ananisy skocti nikapeskoro 31c08Y 32 nepeRipCHUME NoKA3HHMKaM i BIIIIOBITA¥0TE
BMMOraM MUTOLIE KOHTPOMIO #K0CTi {aH ANITHYLO-HUPMATRTIOY AOKY MERTAT).

32 PeayALTATAME  JIePIEABNOTO  KOHTPO.1 BCTGHORNEHO, O JiKapChkWH  3aci6  spescwo B Yipainy 3
AOTPHMAHHSAM BHMOT 3aKOHOMABCTEA LIOI0 3TEECENS AKOCT] JKAPCHKHX 38¢061B.

3acTymHEK HavankiuKa BiaTiy
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PEJIUTYKC, koHIIeHTpAT A.18 pOIMHHAY A0 indy3iit, 10 Mr/mu, v daakoni Nel

{1 M KOHLEHTpATy INd po34HHY AN IHQY3iH MICTHTE 10 MI pUTYKCHMAaDY}

Cepia No: N210431 A

Of'enm napnii: 2025 ynakosok

AlATITHYIMHA 3BiT No: 890001540997

Hata auaiizy: 19.08.2021

Jata upobuuuTea: 07.2021

Tepmin npuiatnocTi: 06,2024

Kpaina supoffauk: lnaia

[lpH3KaueHHA: a0 pHEKY YKpaiHH

Peccrpauifine noceiauennas No: UAS12905/0101

| Tepmin aii: reobMexennuii

Hakaz MO3 Yipaiuu Nel625 o7 17.07.2019

PorsMip Ta THI DAKYRAHHA

1o 10w (100 mr) y durakoni; no 1 drukony B kaprosaii kopobi 3

MAPKYBAHHAM YKPATHCRKO MOROKY; Mo | KapTOHHIKH Kopobui ¥
MNAacTHKOBOMY MilIKY

HaiimenysaHHs, apeca 13 HoMep 1 eHsH BUpoJHHKE 1 KOH PO SRocT

Op. Pesgu'c Maboparopic o

Hinsunua Me 47 ¢, bauvnam, Bauynam Maunan, oxpyr Megwan
Ma:xaigripi, Tenanrana, [Hais

Jliuenzig Ne 01/RRAAP2004: /G

/e Ilapamerpn Cuenndricauin Pesyaptamm
A AKICTh
L.3araabHi XapaKTepHCTHRH
1 Omuc Biz npolopore mo  omanecuotouore  {He  Ginsme | [Iposopuit Ta He3sGapBHHI po3ulH, 683 BHIHMUIX
eTATOHHOTO  cTarJapty [II), ®in  0csbaperoro o | yacTok
HOBTYBATOTO (HC OIIBINC CTANOHHOTO CTARJapTy Y5)
JHYEHHH Maﬁme HE MiL"I'H'I'b BHJNMHX AT T
2 MexXadiuHi BRIIOYCHHS YacTuHkM 3 posmipom = 10 MM He Oimeme 6000 y | = 10 Mkm 123 y dakoni
HCBRIMM] 9ACTHARA (r1akom
Yacrauxu 3 posmipom = 25 mem — we Hieme 600 y | =25 mem — 3 v dutaroni
dTaKoH1
23 OcMOMIpHICTD 342-382 MOcmobRT 357 MOcMoIskr
4 pH 6,30 - 6,70 6,53
5 O6ch W0 BHBLIBHACTECA o gosw 10w 10,00 10,5 wn 10,4 mm
Il. Kinekicni
6 | Kinexicuyit sMicT (AZ80 BM) [9.0 110 mrimn [ 9.8 mrivn
1. LrenTHPIRAWIA TA HHCTOTA
7 Po3mip MOTEKYT, LiNICAICTE Ta e ocHosml menocw ~ 25x[Ja ta ~ S0kJa, mosnari | Jgi ocroeri nomock ~ 25k Ja 1a ~ S0 k4
uncToTa no avamsy SDS-FAGE BIIMOBITATH €TANOHAOMY cTaHTapTy. JIba 1H0IA Tonoca, | BiANOR J410TE ETATOHHOMY CTAHIAPTY.
{3aBapBICHHA KYMACCi}— B AKA BIOPITHACTRCA BLI OCHOBHHX, NMOBHHHA O¥TH MEHIIA | |IHTEHCHBHICTE THOHX IHIUHX monoec, AR
penyiiiioBaHHX YMOBAX %5 BIAPITHARTECH Bl 0CHOBHIY, Byma Menwe 1%
b Exerxonoanena BEPX (SE HPLC) Oerornnit 10k noruBen Gyt = 94%, cyma arperosannx | DcaosRui mik: 39%,
soMimok ve Sinnme 5% JToduI 1HI0WA nix He noruueH | CyMa arperosadmx noMimoer: 1%,
OyTH Gineuivm 1% Jrobuil v mik: 1%
9 Onirompodins {rIikanosnit % GO e biaswe 64 Y GO 49
TpoQinG)
1} | IoAooOMIHHA XpoMaTorpadis % Tmomi nika | moeHHeH OyTH He MeHme 38%. a % | % noown mika 1: 75%,
cymMapHOl TNt Beix iHimmx iR (mga el 2 no 3) | % cyMapHoi nnenii Beix 1HIUHX niKie {1k Rij 2 10
TOBWHHI GyTH = 62% 5y 25%

Aramitux (TTizmic/JlaTa)
Im*a: P Parna Kymapi ¢
kepienuk QC / 20.08.2021
Popma No:QA 11.02.12/08

1 |C|JC[$L‘,'J. COOIBCTCTEYCT GRHIHHAY

Kontponep no sxocti (TTinmic/ [Jara)
Im’s: O.Mpunieaca Pao / kepisauk QC /
20.08.2021

Cropipka 1 32
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Ceprupikar sikocri

PEAIUTYKC, KoHIIeHTPAT AJ4 PO34YHHY A1 ingysii, 10 Mr/ma, y paaxoni Nel
{1 M KOUUCHTPATY ANA pOYYANY ANA idy3iil MicTUTE 10 Mr puTYRCHMabY)

Cepig MNe: N210431A

O&'en naprii: 2025 ynakosok

AHATITHYHHA 3BT No: 890001540957

Hata agaaisy: 12,08 2021

Hara supotaumiea: 07.2021

Tepmin upujaraoeri: 62024

Kpaiua supotuui: lizia

Tlpuznaucing. Ana puuky Y rpaing

Peccrpawmiine noceigsmenns No: UA/12905/01/101

| Tepmin aii: reoBmemennii

Hakaz MO3 YVepuinn Nol 625 o1 17072019

Posip Ta THN DakyBanna:

ne 10 mn (100 mr) y dnakoni: no 1 (p1arey B kapTeHHIE kopodLi 3
MAPKYBAHHAM YKPATHCRKOK MOBOKY; 110 | KapmoHHIH kopoful y
INIACTHEQEOMY M]‘II]I(}ur

HaiiMerysanng, anpeca Ta HoMCp TiLCH3ii BHpobHHKA | KOUTPONT SKocTi

Ap. Penai'e JTabopatopc JIta
Hinnumia Ke 47, ¢ Basyoan, baayuam Marnan, oxpyr Mesman
Mungaitripi, Tenanrana, Innis

JHiuensia Ne 01/RR/AP2004V/G

b. BE3IIEKA

1V, Mikpodioaoriuna uneToTa

11 bakTepiaIsHHi eHAOTOKCHH (TecT BLET | < 0,5 LUMr < {125 EUSvr
LAL)Y
12 CTCpHIBINCTE ToBHIECI DYTH CTCPHIBHHM Crepunenmii
B. EPEKTH®HICTH
V. KinsKicHe BHIHAMEHHH
13 | bicakTHRHICTE (in vitro} ] 0.8 — 1,3 x 14 oaquHune M | 1.0 x 107 oauHWLEMT

HNMpamiTea: [poavkT signosinac cneundikanii Ne SP-BTO-0008%1

JakTrgeHna: 3aTeCPIKCHO

Jexmapanin npo cepTidicanio: “Tluw sacsinuyo, mo BMINSBHKIgHa THBOPMaNIA cuparkrs | todda. [ln cepin upoayury Hyia sMroToRNIeR:,
BEJIFOUATOTMH  YTAKOBKY/MAPKYBAHHS Ta TEPERIPKY AKOCTI Ha BHINE 3IraddHOMy <aifTi (ax} y moBwid eianoeigHocti 3 Bumoramn GMP wmicueporo
PeryIaTOpHOI Oprady | BIAMOBIZAO A0 CNeUHtHKALIHA, [0 MICTATECA B PEECTPANITHOMY NOCRE ¢ TOPTORIN Niuerzi  KpaiHW-iMnopTepa abo ¥ A0CkE
cnenHdikalii NpoIvETY INg I0CTILKYBAHAX NiKApCRKEX 3acobir. [JoxyMeHTi mo obpofni, ymakoBUi Ta aHATIRY G¥.IH NEepermAHYTI Ta BCTAHOBNEHO

BiTIOBIARICTE GMP."

Anamitug (TTimac/lata) Konpo:tep o axocti {Thinnuc/[lara)
In"s1: P PaTHa Kymapi / In’'s1: J.Wpurisaca Pao / xepisrux QC/
repiriak QC / 20.08.2021 20.08.202]

Popma No:QA 11.02.12/08 Cropinka 232

TIepeRil COOTRETTIRYST OPHIHHANY

MLIT.
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