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MpusatHe akuioxepre ToeapucTeo "TEXHONOM™

KXl

syn. Crapa npoplenz, 8
. Yare, Yepraceroi ofn.
20300, Yrpaiva

fpyna GapMatesTRUHMX KoMABHIR

Jlinensis #a BUPOGHUITEO Jikapesiux 3acobie Cepin AB Me 598079 3 14.02.2014 poxy
Ceprrixar na cucteMy ynpannisns sxictio JICTY IS0 9001:2015 Ne UA MQ.026-087-21

ren.: (04744} 4-03-02
(04744 4-03-01
(04744} 4-03-09

chaxs: (04744) 4-41-43

NpMIAMansHs

singin abyty

Ceizontso [lepsxasnoi cysxGH Yxpaiuy 3 Jikapobkux 3acobis Ne 119 npo arectanito nabopatopil BRS sig 20.06.2012 p.

Ceprudixar cepii Ne 4

ynoBHOBAKeH2 ncoba
BiAzin 3 chapmakoHarnaay

HenToxcupinin, TadneTku KHNIKOBOPO3YHHHI, 1o 100 mr Ne 50 (10x5) y daicrepax

Kpaina Bupo6uuk Yxpaina

Homep peecTpanifizoro noceizyenns ta foro TepMin il

P. Ne UA/7189/01/01 Tepmis nii Be3cTpokxoso

Cuna gii/aktiBnicTs | TabneTka MiCTHTE: HeHTOKCUGMININ. v nepepaxyeanHi Ha 100 % peuosuny — 100 Mr

Homep cepii 40523
Kinmexictes mpomykuii B cepii (v, IT. Ta ik, ) 9 685 yn

Hara pupobruurea 26.05.2023 poxy
Hara 3aKiH9eHHs TepMIHY IPHEATHOCTI 10 05.2026 poky.

Hazga aimenuni _[IpAT «Texsonorn

Agpeca nutennui TIpAT «Texxonors. 20300 Yepkacrka 06nacts. M. YManb, By/. Crapa npopisna.8

Ceprupixar signosingocti GMP _064/2021/GMP 1o 03.09.2024 poxy

PE3YJIbTATH BUITPOBYBAHD

Ne Moxazuuku B " .
i - HMOTH HOPMaTHBHOI A0KYMEHTALIT Meron xontpoaio | Pesynnrats
Tabnerkn Kpyriol hopMH, BKPUTL 000I0HKOK, POKEBOTO iiigﬁ:ﬁg&
1 0 KOJIbOPY, BEPXHA Ta HIDKHA MoBepxHi sxux omykii. Ha _ : :
: HHC . S BUIJISIOM MAITh Biznosinae
Po3/1aMi HpH POSLIANAHHI MiA MYNOKO BHIHO SIPO, PN
OTOYCHE OIHHM CYHIIBHEM IHAPOM sinoTiM JOV
iﬂeHT“‘Pi'\”a{liﬁi A. Y@ — ciextp nornuHaHHs BHIPCOOBYBAHOTO PO3UHHY, Abcopbuiiina
Hentoxendinin | ppurorosasnoro ms KinbKicHoro BU3HAYEHHA, B 061ACTI crekTpodoToMeTpia 275 HM
Bin 220 go 320 HM NOBHHEH MaTH MAKCHMYM 34 NOBXKEHU | B yieTpadioneTorii i
xBrH (274 + 2) aM i MigiMyM 3a TOBXKUHE XBHIT BUIUMIN 00nacTax 246 oM
(245 £ 2) 1 (DY, 2.2.25)
B. Ha xpomarorpami BHmpoGoByBaHOTO pO3YH
onep}xaﬁg'f npH ;I?BHB,‘-I;::[}; cynp)c/)sinmm ZOM imHgK,(bx\:;m Toaxomapog_a . .
Ao . xpomartorpadis Bignosinae
BUABATHCS OCHOBHA MSMa Ha PiBHI OCHOBHOT TLAMH Ha 10V, 2.2.27)
2. Xpomarorpami po3unHy NopisHAHHA (2) NeHTOKCHpLIIHY ’
Abcopbuilina
Bapiuax (BA S GoryBa criexTpodoToMeTpis
Kapmoizan - ClieKTp MOTIMHaHHA BUIPOGOBYBAKOTO POSYHHY B KTpOth pist
(E 122) obnacri Bin 460 aM mo 569 HM [OBHHEH MAaTH MAKCHMYM | B y.-'rbméciuonermmﬁ i 516 Hm
3a BOBKHHY XBuii Big 510 AM 10 520 mm BHAHMIM 00yacTax
(DY, 2.2.25)
Turany D. Turany mioxcun (E 171): peaxuis 3 godnio ) ) _
nioxcenn (E 171) REPOKCUDY POSHUHOM KOHYEHMPOBAHUM P Konroposa peakuis Binnoesizae
3’ SIBIISIETHCS OPAMKEBO-YepBOHE 3a0apBreHHs
3. Cepenns maca 190mMr + 5% Jdoy, 2.9.5 186 mr
He 6inpie mix 2 i3 20 tabreTok MOKYTh BiAXMIATHCS BiT
- CEepeNHBOl MACH HA BEIMYHHY, U0 IEPEBHINYE BurpuMyrOib
4. (ymopiasicrs + 7,5 %. Ilpu 1poMy *0JHa iHIMBITyasbHa Maca He Mae ODV,2.95 -1,78 %
Mac_ﬂ EiAXuIATHCSA BiX cepedHBOT MacH Ha BEIHYHHY, L0 +2,32%
nepesunye = 15 %
Ha xpomarorpami BUnpoGoBYBaHOTO pO3UHHY (@), Kpim Jomitrkn
OCHOBHOT JUISMH, JHOITYCKAETHCA HASBHICTE ABOX ToHKOATEEET " BiacyTHI
5 Cynposigni HOIAaTKOBHX TUIAM, KOJKHA 3 #KHX He Mae Oytu . ﬁ%’é‘f@g 04
) AOMILIICH IHTEHCHBHIIIOK 3a MMy Ha XpOMaTorpami po3yusy y
nopiasana (b) (0.25 %). i
_ (DOD"‘ o A N\ Cymaprmii smicT goMimok ze mMae nepesuurysaty 0.5 %
5 Jns 6 5o30BaHAX OZMHMID KOJHE IHIUBIAYaNbHE
WiaueHHs CTYIIeHS PO3UAHEHHS NeHTOKcuBLTiHY depe3
X8 He Mac neperumtysaty 10 % (pieeHe A;). Skio He
JUKOHYIOTECS BIMOTH PIBHA 47, TO CEpEeHE 3HAYCHHA
TIeHS PO3YMHEeHHS NeHToKcHimHy yepes 120 xB va
piBui A2 i3 12 n030BAHUX OAMHHIL (A+42) HE Mac
nepepuinysaty 10 %, i KOIHa A030BaHa ONMHWLA HE
MOBMHHA MATH CTYIIHb po3YMHeHHS Buue 25 Y. Sxumo He

Py prir. 50958
f 16 AF




BUKOHYIOTHCH BHMOIY PIBRIB A | A2, TO BPOAOBAYIOTH
BunpoOyBanus Ha piBHi A;. CepeaHe 3HAYSHHS CTYNCHS
DO3YHHEHHS nerTorcudiniay vepes 120 xeg 13 24
HOZ0BAHMX OOMHEUL {4, +42+A43) He Mac NepeBHINYBaTH
10 %, 1 )KOaHa NO30BAHA OAMHHLA HE [OBHHHA MAaTH
CTYIIIHE PO3UHHEHHS Brwe 25 %.
75 6 1030BAHMK OAHHHIE CTYTIEH: POJUHHEHHA
Byghepra cmadin | nentorcudinidy depes 43 xB Mac BIANOBIZaTH BHMOTAM
piBero Bi: He Menwe 045 % Ams KOXKHOT A030BaHOL
opunui (O=75 %). JKnIo He BHKOHYIOTHCS BUMOTH DIBHS
B, TO CEpe/iHE 3HAYCHHS CTYTIEHS PO3UHHEHHA
nieprokcudiairy gepes 45 xXB Ha pisHi B; 13 12 nososankx
onurnE (B/+B2) Mae aopisHioBaTy 400 Oyty Oimvmre O, i 99,9 % -
#e Mae OyTH JKOJHOT 1030BaHO! ODMAKLI 31 CIyneHeM 101,6 %
posunHeHHs Mesme O-15 %. K0 He BUKOHYIOTHCH
BUMOTH pieHiB B, 1 Bz, 70 NPOAOBKYIOTE BUAPOOYBalHA
Ha pisHi B;. CepenHc 3Ha4eHHA CTYTIeHS POSYHHEHHS
neHToxcuGininy yepes 45 X8 13 24 1030BIHHX OAUHNLUE
{B;+B>+B;) mac nopismosatu aGo Gyrtu Oinswe O, i pe
OLpmre 2 H030BaHWX OAHHULE MOMCYTH MATH CTYNEHE
posunHenns meHie O—15 %, 1 He mac OyTH XKoIHCT
JI030BAHOT ONUHHMLI 31 CTYHEHEM DPO3YHHEHHS MEHIIE
0-25 %
Ins nepinux 10 tabnetok npuiManbHe Hucao Mae SyTH
menmue abo popismorary 15.0 (AV < 15.0). Simo

AV > 15.0, unpoSyBaHHIO MiANAI0Ts HacTymHi 20 IOV, 2.9.40
OpnuopinaicTs rabretok. Kiniere npuitMaibHe YHCIO0, PO3PAXOBaHE Posp ay&;cc;Bo—,

i 7 : e abo TOpiBHIOB. " 2,1
7. FG30BAHAX i3 30 TabneTox, Mac OyTu MeHme abo nop aTH BATOBEH METOL

OAHHENE 15.0 (AV < 15.0) i »xonex ignusiJyanbauil BMICT ¥ (PBM)
TabneTul Mae Gyry He MEHIIEM 3 JHaueHHs :
(1 —25.0 x 0.01)M i pe BinsLInM 33 SHAYCHHA
{1 +25.0x0.01H0M
Kpurepli npuiHATHOCTI:
- 3aranpHe YHCIO aepodHux Mikpooprakisuis (TAMC):

o 3 : 2.6.12 . .
8 L - 3aTa;IbHE qnc:cf ;;?;ﬁiolfyxx}{gggéenesnx rpubiB }:@3.]21 2]3;6- . Pinposisae
. H3 4HCTOTA™ ; : b p 1574 B%IL}’IOB%}I_BE
(S-TYMC'}. He Hinsme .I 0 'KV_{}, o Pozmin 3. BiiriaE
- oxpeMi BUAK MIKpOOpraHisMin: BIACYTHICT
Escherichiacoli 8171
Buict CisHisNaOs (neproxcudininy) mae Oy TH: AbcopOmifina
o - Ha momenm eurycky: Bixm 95 mMr 1o 105 Mry crextpotoTOMETpid 98 mr
9. KHmiie nepepaxyBakHi Ha CEpeHio Macy Ta0IeTrH; B yapTpadioneToBil i
RILRAIEHER - npomsazom mepminy 3oepizanna: 31 90 MI 20 BHAKMIN 001acTaX -

105 Mr y nepepaxyBaHHi Ha CepeNHio Macy TabneTxy. (A®Y, 2.2.25) i

10. YpaKkoBKa 3a po3zinom «Vnaxoska » MKA PIT No UA/7189/01/01 MIKA Binnosigae

11. | Mapkyeanusi | Texcr mapkysasss o PITNe UA/7189/01/01 Ta 3arsepmiKeHOro opurinan-makery | Binnosizae

Komertapi: * KoHTpONb NPOBONHTECA BUOIPKORO: MIEPIIY Ta KOXHY n'STY HACTYIHY cepil
3GepiraTé B OpHIiHANLHIN YHAKOBUI NPY Temreparypi Be Bume 25 °C.

i, uo 100 mz Ne 50 (10x5) v nicmepax

Buchoeok: 3asnaiena cepis npodykuii Henmokcudiain ABACHI KRIMKOGOPOZHHILHL, HD :
822 io 13.04.2021

sionogidac eumozan MKF I3 P. No UA/7] 89/61/01 io 20.09.2017 poxy. :’.:’PifHaM i

DOKY. MpvBaTHS BRACHEIHS TDBADRCTES /f:'; ,.
Hauanrsuuk BKA STERHONO b

BIIAHT KOMTPOMO

3asmsa npo cepradiranio: e L -
«llmm s 3aCBiMYYIO, IO HABENEHA BHIIE indopMartis € AOCTOBIPHOWD Ta

(BKIIOYAIOUK NAKYBaHHI/MAD HE) TA IPOBEACHO KOHTPONL 1l AKOCTI Ha Bl
rumoramu GMPos T MICHEBHM PErY;ISTOPHHM OPTAROM, 2 TaKOKY
peecTpaiiiing ' {oadhy BrpoCHULITES, NAKYBAHHA =
GMP». Z
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