JIEPKITIKCITY KBA
JAEPKABHA CJIYKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH Y KHIBCBKTil OBJACTI

mpocrexT Banepis JloGaHorebkoro, 51, m. Kuis, 03110, rea/paxc: (044} 363-06-50
E-mail: dls.ko@dls.gov.ua,https:ﬁwww.dls.gov.ua. Kon €JTPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3CHOIO B Yxpainy JMKAPCHKOTO 3200y

19.10.2021 No 48498/21/10

PEJAATYKC

(nafveHynaHHy AikApCEIoro 38006y srinmo 3 PeeCTpauifiiiM 1ocsingemnm).
KOHIEHTPAT A/ PO3aHHY 1151 iadysiit, 10 Mr/mut; oo 50 ma (500 Mr) y uiakoni; o 1
(praxony B KapromHiit Kopobui; no 1 kapTonniit xopobui Y IIACTHROBOMY MimKy

{(opwma Bruycxy, gozynanns, BIA MIAKYBAMILT T KAPCHKOTO 32c00y)
Homep peectpanitinioro mocsimernms UA/12905/01/0] CTpoK mif peecTpanitinoro moceimuenas 01.01.2099
Cepit nixapeskore sacody Ne N210430A Kinkxicts peesenoro gikapcskoro 3acody 1276

BupoGuux Ap Pemii'c JTadoparopic Jta, Tuzia

(nufvenyBanaa supobuka TikapeekoTO 3ac0GY, KPaiHa MOX0HKeHH )

Beeseno B Vpainy Torapuctso 3 o6Meskenoo BinoBinaaLHICcTIO "Ap. Peami'c
JlaGopartopis", igent. kox: 37560808

(nattvienysanns Ta kog z3a COPIIOY ropuanunof ocodn abo upizBrne, iM's, 10 GaTekoRi dizuunot
ocobn - mianpuem i, 11 Miche nposxuBanas peecTpaliiinni iomep oSaikopol KapTKH NIaTHHKG
nomarkis afie cepis Ta Homep TICTIOPTA)

Hporokon sizyanenoro kourponso eix 06.09,2021 Ne 295472,

JaQoparopmuit anaiz saxoeri MKAPCHKOTO 3acoBy 3TilicHe it

TOB "Texnonas" (m.JIbeis, Byil. lammna Anocrona, 2)

(HalMEHYBAILEA T3 MiCUE3HAX0 IKkeHIA maSopaTopii, wo rposeia nafopaTopHuil aUami3 srocti)

Brerosok mozo axocti mikapeskoro 3aco8y, srammil maboparopieto Bix 06.10,2021 Ne 1232

Pesynuratu naGopatoproro aHaTi3y AKOCTI Jikapcrkoro 3aco0y 3a nepepipenMu NOKASHURAMK BiANOBigarOTE
BEMOran METOAIR KOHTPOIO AKOCTI (awaNiTHyHO-HOPMATHEHO] AOKYMeNTaL;l).

JlaboparopHuis anaiz skoeTi 1 KapeLKOTo 3acoby 3aiifcHe duit:

JlaBGoparopis 3 korTpomo axoct ME/UTIHIX IMyHOOI010T i uIx npenaparis JepaxagHoro
niapueMetsa «lepixanmmit CKCICPTHUH 1tenTp Minicrepersa OXOPOHH 3710POB s Y Kpait»
(03038, M. Kui, Byir. M. Amocosa, 9; 03057, M. Kuis, Byi. CMonencrka, 10) 77

(HaMCNYBAHIIA T2 MiCHEIHAXODKOHHS nadoparopil, wo nposena DTS

BrcHoROX moae stkocT] JIKAPCBKOTO 32008y, BuIaHuil NaBoparopiel o8 i)
. i o g . X 3
Pesyivratn naboparopsoro ananisy skocri JIKAPCEKOTO 3ac00y 22 Poier B amoMEHTIR RaH BIIMOBigaroTh

BUMOT2M METOAIR KOHTPONIO AKOCTI (anamiTryHO-HOpMaTHEHOT KO

JlaBopaToprauii aHais skocTi i KapChKOTo 3ac0dy 3aiitcHen nit:




(HadMenyBAING! o MicLC3HANDKe AHaboparopii. 1o nposciy aafoparopauii anaiis AKOCTH)

BucHonox uono skoeri nikapeskoro 3aco0y, BrIaniH naboparopiew pig 19.10.2021 No 2311

PesynmwraTn maboparopnoro aHAT2y AKOCTI NiKAPCHKOI 32c00y 3a HEPEBIPEHHM U IOKAZHHKAMY BIANOBIAAKTH
BHMOI'AM METOUIR KOHTPOLIO AKOCT] {aHamiTym HO-HOPMATHRIIOT JOKyMeHTAHT).

3a  pesympTaTAME JICPHABHOTO  KOHTPOIIO  BUTAHOBICHO, o mKAPCLKMH  3aci6  BBesemo B YEpatny 3

AOTPHMAHHSM BHMOT 34K0HOLERCTHA OO0 3abeane enns AkocTi Tikapeskux 3acobiy,

3acTVIIHHK HauaILHEKA BiAnimy
Hepxarnol ciyxéy. DEGKEX sacobis
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PEJIUTYKC, koHIIeHTpAT A.18 pOIMHHAY A0 indy3iit, 10 Mr/mu, v daakoni Nel
{1 M KOHLEHTpATy INd po34HHY AN IH)Y3iH MICTHTE 10 MI pUTYKCHMADY}

Cepia No: N210430A

Of'enm napnii: 1357 yoakosox

AlATITHYIMH 3BiT No: 890001540996

Hata auaiizy: 19.08.2021

Jata upobuuuTea: 07.2021

Tepmin npuiatnocTi: 06,2024

Kpaina supoffauk: lnaia

[lpH3KaueHHA: a0 pHEKY YKpaiHH

Peccrpauifine noceianennas No: UAS12905/01:01

| Tepmin aii: reobMexennuii

Hakaz MO3 Yipaiuu Nel625 o7 17.07.2019

PorsMip Ta THI DAKYRAHHA

10 50w (500 mr) y dutakont; no 1 doakony & xaproasii kopobol 3

MAPKYBAHHAM YKPATHCRKOI MOROKY; Mo | KapTOHHIH 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 200 y drakoni
HCBRIMM] 9ACTHARA (r1akom
Yacrauxu 3 posmipom = 25 mem — we Hieme 600 y | =25 mem — 0y dutaroni
dTaKoH1
23 OcMOMIpHICTD 342-382 MOcmobRT 360 MOcMoIskr
4 pH 6,30 - 6,70 6,54
5 O6ch W0 BHBLIBHACTECA o gosw S0 v 50,00 51.0 w0 50,7 wmn
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 iIrmviE mik: 1%
9 Onirompodins {rIikanosnit % GO e biaswe 64 % GO 50
TpoQinG)
1} | IoAooOMIHHA XpoMaTorpadis % Tmomi nika | moeHHeH OyTH He MeHme 38%. a % | % noown mika 1: 76%,
cymMapHOl TNt Beix iHimmx iR (mga el 2 no 3) | % cyMapHoi nnenii Beix 1HIUHX niKie {1k Rij 2 10
TOBWHHI GyTH = 62% 5 24%

Aramitux (TTizmic/JlaTa)
Im*a: P Parna Kymapi ¢

kepipank QC / 20.08.2021 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 /

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 Ne: N210430A

O&'en naprii: 1357 ynakosok

AHATITHYHHA 3BT No: 890001540956

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 50 mn (500 mr) y dnakoni: no 1 (h1areny B kapTeHHIH 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, ¢ Basyoant, basynam 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 20.08.2021

Popma No:QA 11.02.12/08 Cropinka 232

TIepeRil COOTRETTIRYST OPHIHHANY

MLIT.
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