AEPACABHA CJIYKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBAACTI

npos. Ceimmynol Haadt, 3, m.Kuis, 02099, ten/axc: (044) 363-06-50
E-mail: dls.ko@@dls.gov.ua, Koa €IPIIOY 37078774

BUCHOBOK
Npo fAKICTH BBE3EHOr0 B YKPAiRY JiKaAPCLKOTO 32¢00Y

20.08.2024 Ne 41043/24/19

ErLIOK®

{maitvesyBasug BiKapesKoTo 3aco0y 3rilHO 3 PEECTPALiiIM TOCBITIENHRM )
tagueTku no 100 ar; no 60 Tabuerox y duiaroni; no 1 guaxony B Kapronniil ynakosui
(thopsta BHTTYCKY, O3YBANHA, B1A NARYBAHHR IKApckRora 3acoby)

Howep peectpaniiinoro nocsigyenns UJA/9635/01/03 crpok aii pecerpauiiinsro nocsinvenns 01.01.2099

Cepin nixapcukoro 3acody Ne 7276C0823 Kinbkicts Bresenore gikapenkoro sacoby 120
BupoSmix 3AT Qapmauesruunuii zasox E1C, Yropmuua
{(maiiMenysarna srpoduKa AKAPCEKOTO 3acoby, Kpaika moxomkeRH )}
Baesero 8 Yrpainy Crianie ykpaiitcsko-ecToHChKe MixnpuesceTso y dopmi ToBapucrsa
3 ofniekenoo BinnoBinagsricTIo "Onriva-®apy, JITHA™, ineur. xon:
21642228

{naiineuypanis Ta kol 3a CAPIIOY wopsiznynpol ocobit afo npizsnige, iv'a, no SaTLKoBi hizinol
ocoby - pinpHeMuA, i MiCLe NPoRIBIHAS T PEECTPaUifingi Homep ofxik0BOT KAPTKY ILIATHARA
nioaaTkie ado cepis Ta HOMep naciopTa)

TIporokoa sisyasnaoro kowrpomo sin 16.08.2024 Ne 2422/2.

332 pesyabTAaTaMN  REpHEBHOI0  KOMTPOMKO BCTAHOBRCH®, WO mKapehkuit 3acid Baczemo B Vipaiuy 3

ﬂOTpHMaHHSIM BHAOI" 38KOHOAARCTEA W00 3a0e3MeUeHHs SKOCT] AlXapcsRIX 3ac00iR.
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IAQ Dapuanesmuecknil ol DUHC
KIpiAHaeckyii aapec;

1106, . Byzanewr, va. Kepeerypa. 30-38, Benrpis
Tesedom: (36)-1-803-5534, Teaednxe: (36)-1-803-5556

drarTHaRCKETE anpec

000, r. Kepaeiys, yr. Matun xipas, 65, Benpx

AT Papyaneorunad sanog I

FPIBLHR aiTpecar

FHG, s Bynanenn. wyn Kepeeivpi, 3038, Yropusng
Tenedon; (36)-
raxivana aapeca;

9200, w1 KepmeriL by Matsm xipa#, 65, ¥ropimuua

1-803-5534, Teacdare: (361-1-803-5556

SR,
QEGIS
it

Cepragurar wauecrsa / Ceprudinat axocti No.: 3264K/2023./C-TV

Hamvenosanne nperapata: /
Haitmenysanus npenapary:
Cepun Ne: / Cepin No

Hantep aunausa: / Homep ananiy:
Baxa amanwsa: / Nava andnizy:

Homep perncipaunonsoroe cenpgertenncrsa:
{ Homep peccrpaniiinoro nocai e nng:
CpoK 4eficTBIA per, CRMICTEALLTRAL

Tepmin aii pecct. nocriguenns;
Crriz BelicTRAS/AKTHEHOCTE: /
Cuna givakTHeHicTL:

Horaxereans knuecrnal
Toxansuo axoce

Onucastre npenapara: /
O npenapaty:

Fassepnt: / Poasipu:
- Asamerp: / daveny

- BhicoTal / pHeora:

Hoxamwuoons aeliceayviomiero semecrsa
- L {TCX) / Izenmdikania afronot
pesopam - 12 {THIX)

Henmnuocta gelicrnysmero seniecras
2 (¥ DmenexTpodoToveTpHn) /
Lrenridisatein abokot pesonunn - 2: (V-
cReKTpodoTOMeTpiA)

Ko 4ec I8eHHOe Cotepacanie
JACRCTRYIONIErD BeylecTRAL
()’m—cnempo:pn'romrpun]  Kiamsienpit
muier abouot pesoaii

(¥ -cnextpodotameTpin)

Tlocvoponnne nprvecn: (TCX) /
Craporiami soxeiuma: (T

- so0af npssiecs wo oI LuoCTH] /

Oy im-AKa oMilka oRpeso:

- CYMM2 npudecedi: / CyME J0MINOK;
Pacrnapesite (epexoa seficrsyomers
BEINLCTRA B PACTRGP )
{(Y@-cuexrpedoroserpin) / Pousncaim
{ncpexia nilowol pesosimy ¥ possni); (V-
cHeKIphorOMe TR}

Cpesnan macea; 7 Cepeaus saca:

UAD41S 13

Iramok®, rabaerki no 100 mr Ne 60 so daxone /
Erinox™, Tabnetxu no 100 mr Nz 60 y dhraxoni

7276C0823 data npenisoacraa: / 08,2023,
Hara supobusutna:
QC2R/2023/2856  Tomes no: / lNpunatauii no: 08,2028,
05.16.2023. Komuecrso npoaykunn 8 8120 ynakonox
cepan/ Kinbxiers nposysaii
8 cepif:
UAS035/01/03 Hosep anuemsin: / Homep M1 Ne HU-M-EGIS
niueH3ii

feccpounoce /

GescTpokose

FradreTa conepskut mevonpoaona Taprparta 100 yr/
ErabaeTka MicTirth Metonponoay Tapipary 100 mr

Pesyanrare!
Pesyastatu

Cosrnercrayer/
Bixnoninac

Coovaetorayer /
Bianouinac

4,22 430 My
Coornercrayer/
Binnoeinac

Coorsercrnyer /
Bianosigar

98,7 amr/raba.

98,7 %

0,2 %

0,2%
96 - 100 %

32{ 4 Mr

1+

Hopany/
Hopyn

beasie wan nesvl Geante, Kpviasie, ABDAROBLHIYKASIE TAlARTRY, ¢
Bacwodt, ¢ puckoit nR  pamgii CYOQIC 3 ¢ rpRBHpOBROH
finamionzanodt Gykes "E" & gostepa 432 - 1 ApyToit cTogone, ot
HAH HOTH 603 sanaxa / Bini uo satbee Gid. kpyr, SHOSKDRNIY KT
Tafiacris 3 piekoif v oxuil croponi i 3 IPARIIOBRRHRM CTHAIZ0BA10T
Oyraut b va nostepn 437 - o it c1opom, 603 460 madine Gey MpEANY

oxan7e 10,0 M f Grnasko 1000 vw

4,40 M = 6% (4,14 - 4,66 mm)

OcrOBNOC UATHO HA  XpomaTorpimse HCHBLITYEMOTO  palThopa
ASERHG Ni 0BETY, PAMEpRM K Beawdaune Ry cooTReTcTsOBATH
OCHOBEOMY NATHY  XPOMATOFPAMMLL CIRMIZPTHOID pacrsops /
OcronBa nasva 3 xposatorpasi BNPOBOBYBAHOTD POTIGIY MEC 35
KOIBOPOM, poisipavis | Reintramow Re siznosizams ocnosei i
XPOMATOIPAMN CTAHABPTIOTG PO IMHY

Y cnerrpm nor e HERWITI MO0 PACTBOPE H CTAHASDTHOTO
paerneps (5 96% Franeacl CHATHIX 6AHOBDEMERND, B RPEALIAX TIHK
Dol 200 - 480 um georanss ek oaHAKoRYH GopMy Kpieoit,
MaKCusys NDEI0IMHAR J0HES FEXOAHTHEH B LIHUE B0 HBS
276 & 2 wm /YO coexms nomisnaig BAAPOOYBAHOTO ety |
CIANAAPIHOND pormey (8 96 %6 eranoai). sHwTHX ORHOMACHD, B MEmax
Avhitany xpitts 200 - 400 nM spesuni dare oawakony dopuy xprsoi,
MakcHMyn DIOLIHHEHHA NOBHHEN IHANGITHCN npE gcmwiel XA
276+ 2 v

100,80 mr = 5% (95,00 - 105,90 mr)

METORP.I0 M Lapt parairada. / seTonposiony TaprTparviTatia,

{35,0 - 105,0%)

{(Koau2gCmss npuMecel ALipacenn e REPECHEME M MEMOanpeRoIg
mapmpantp 7 (Kitexdomn  dosshyos SUPLIWCERHD 8 REDCPUXIHKY I
MEMORPRIOR Y Mapmpan)

e Goree 0.5 %% / ye Blanme 0.5 %

He Be.ree 1,0 % / we Giasure 1,0 %

He sence 78 % (Q ov scominaanior o KG IHYeC] B2 acHCTRY e
BEWIECTBR 10740 NepediT B pacrnop 1 30 wun / He senrwe 75 % ()}
BLA BOMPHIERROT KIBKOCT Silouo] PEMOBHHH Mac aepeliry 8 pomaing 1
30 xa

30,0 my & 5% {304.0 - 336,0 u1)

2 - —
vy A007.

«g%
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IA0D Dapsanearerecknit 3are HHC AT dapsunestiemnd wnog BIC

KOPSLIHUEC KT Bapec: IOPHAHNHA AIPLCE
1166, 1 Byaanewr, ya. Kepeorypns, 30-38, Benrpis 106, w. Bygancwt, sya. Kepeerypi. 30-38. Yyopiuuna
Teaedon: (36)-1-803-5554, Teacthare: (36)-1-803.5550 Tenchore: {36)-1-8U3-5554, Toacdase: {36)-1-801-5556 ‘
dasrutecknll apec: SHRKTI R aapecs .Y
G904, 1. Kepuesa, v Mariur knpag, 635, Bupos Y900, m. Kepmena sya, Mapasn kipail, 63, Viommnnea EEGs
Bruaok®, rabueren no 100 mr X 60 Bo daaxone /
Erinox”, rabnetku uo 100 mr Ne 60 y daaxoni
Cepus N f Cepin No: 7276C0823
Qanepoanocrs Macenr: / Coomercroyer / ATRAGHEHHE 0T cpensell MACCHE
Oanopi;icrs amack; Bisutonizoe A 90 % {18720) tafirevor ~ ne Gooree 25 %,
anm 18 Y (2/20) vabaetok — we Bacee & 10 %/
REFDCBLIEHHSE 178 CCPEIHLOT MacH:
e 90 % (18/20) Tafaeton - we Higbwe = 5 %
s 10 % (27200 msbocrox - ne Bianteee £ [0 %
Pacnagaestorry: / Posnanans: 18 semn /X8 ue Goaee 30 Mun f xe Sinbwe 30 s
Toepieern: {veroitunsocts » My ne mesee 40 H /10 mopme S0 H
paztascmeBanEn} / Tacpiicrh: (crifikicrn
A0 DOTARMIOBAHEL)
Hernpaemecrs: { Craparmg; 040 % e Ganee 18 % / e Simue 1,0 %
HoTepa s Macce npr BLICYIIMBANIH: { 1,5 % e Gonee 4,5 % /1 Sinbiie 4.5 %%
Brpara u saci apy micywyhanni:
Qanapoanocrsy 20IMPOBRUNLIX e AVias 6.1 toraacko Epp. @apm: AV £ 15,0 (n = 10), econ yeronme He
(PACUET NO B0 POAHOCTE MALCRE) BEHIOCEHHCYCH, 10 AV < 15,8 (n = 30), » 0w 3030 1afierox
OaHopinnicrs AO30RIHIX O/umiLy; KOAMIECTREHHOE COALPMaNNe JeHCTBYIONIE ¢ BEIIECTBA A0 LKHD
(po:;paxyuax ng (mmpi:mm:ﬁ MacH) Haxearwynen 8 wwrepnate $,78xM-1,25:0M% / apiann ap. ¢BE?M =

AV 5 15,0 {1 = 10), axino yMo8a He BHKORY(TLCA, To AV < 15,0 (n = 303,
f s 30:30 TaGaerok KiAbKiCHME ByiCe ZH0UOT peuorm mae nepelysaTy
R intepEai 9.75%M -1, 25xM*

Muspobuotoraaeckes suetora: /

Mixpobioaoriuna anerora;

- ofiee Muean 2apolumx = Hkr ne Goace 16° o I r npenapars £ we Gitve 1005 1 1PEnapaTy

MHKRSOPranmzMos! / Jaramsim Kisxicr

acpoBiux Mikpoopramimin:

- afiluee uneoo rpufos: £ sarainim = My we finsce 108 s 1 v upeeapara / e Giase 1025 | ¢ npetapaTy
KLIbkECTS rpufia:
- Escherichia coli: Cogencrerayer / OTCYTCIRKe 8 1 r npengpara fninevinicrh s 1 ¢ upENapaTy
Biasoninae
Passiep o tien ynawenkn: / Coosaereraver / o 64 rabaeror Bo duraxene; no i draweHy B KaprosHoll YRAKOBKE,
Posdip i run yraxosxm Biseorizae € saApuspoBroit A yxpaxnokem make [ 1o 60 rabaerox v duson;
o | daaxony & kapromuid yoaxoeni: 3 MAPKYDANHAM YRPAHCLKOIO
MOBOKY

*: AV -~ donyermuisoe omeciotenie, Af - pekomendyesar geiaswua 7 AV - Qonyemiste gigyutenng. M - PEROMONQ08TNA 80 FUNING

Haciounius 1 yioctonepmio, 41g NpUBLARIENRR Bhie HRBCPMANNS wRaHeICH gocToRtpHoR » vownoii. i Apoayximun Onua
APOHIBEICHE (KTI0NAR YR2KOBKY/MAPKOPOBKY) M nposezen ROHTPGAL 8 KIHRCTBA Ha BRUHECYDOMANYTOM YVUACTKC 8 HOIHGM
tonrRereTRnE ¢ Tpelonnmmrmu GMP, yoranmoscimrpmams soecinmis PEEYJATOPHLIN 0PEARON, 2 1RKKE CONMACHD CutUudiHKa e,
COAEPAALICHCR 8 PerscTpRUMONHOM Avene, HEOTOKLAB NpoIINdcIRA, YRAKERKN 1 auRB0n (i1 NepecMOTPeRLs # yoranOn feun
conTheverane GMP 7 Ihiv 5 ascnimmyvio. wo Rascaena prule idopMaLin ¢ socTonipuow i Towmoe. Lho npozykuio 6y10 BUrCTORRCHO
{BKmOuAIOuN ynaxoBKY/Mapky RIS} | Nponcacue koumpodk T skt 1 DU BIAN ainanul b ol slanestmioct 3 puvoraws GMP
HUTRHOB/ISHIYE MICHCENM POFYANTOPHHM OPURHOM, § THXO% BAROBLANG 30 cnetsdivanis, mo sicrHines b peectpanifinomy pocse. Hpotoro:s
BHPOOHNUTLEA, YIAKOBKH T4 anasitip Gvio TCPLIZIANYTO | DETAHCRACHO BianoRL e GMP
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