©-09-16
fipusaTHe akuioxepHe ToapuctTro "TEXHONOM™
Ten.: (04744) 4-03-02

{04744) 4-03-01

{(4744) 4-03-09
pare: (04744) 4-41-48

sys. Ctapa npopisue, 8
M. YMaHb, Yepsacskol 06n.
20300, Ypaira

pUAMENEHSE
YAOBHOBAKEHKZ 0cnba
8iRAIN 3 hapMaroHarnsgy
Bigain aByTy

Mpyns HapManesTuiaux KOMN3HIR

Jlinensis ua sUpoOHHUTBO Nikapchkux 3acobis Cepis AB Ne 598079 3 14.02.2014 poky
Ceprudirar Ba cucremy ynpasiinus skictio JCTY ISO 9001:2015 Ne UAMQ.026-087-21

Csinourso Jepxasaol cayxbu Yrpainy 3 mikapehxux 2acobis Ta KOHTPOMO 3a HapkoTuxamy Ne 551 npo arecraniio maoparopii BKA
Bin 31.10.2023 p.

Cepruodikar cepii Ne 5

Amnonumnin, Tabaerxn no 10 mr Ne 30 (10x3) y 6aicrepax
Kpaina Bupobrux__YxpaiHa

Howmep peecTpauifinoro nocsimuenns Ta foro tepmin gii P. Ne UA/19377/01/02 1o 16.05.2027 poky
Cuna nii/axTiBHICTE: 1 Tabnerka MiCTHTE: aMIOAMIIINY DecuaTy y nepepaxyeanni Ha ammomunid — 10.0 mr

Howmep cepii ]
Kinpxicts npoiyxuil B cepil (vi., INT. Ta iH. )
Hata BupoGHHITBS,
JaTa 3aKiH4eHHS TEpMIHy TPHAATHOCTI

40824/30

6101 yn

28.08.2024 poxy

no 08.2027 poky

Haspa ginsruui IpAT «Texsonorn
Anpeca minsayni [IpAT «Texuonory, 20300 Yepkackka 001, M. YMaHb Bys1. Crapa npopizHa, 8
Ceprudikar pignosinnocti GMP __085/2024/GMP no 14.06.2027 poky

PE3VJILTATH BUIIPOFYBAHB

No Hoxasanku =
. Bumoru HopMaTHBHOT AOKYMeHTAN] Merox koaTpOI0 | PesyabTaTH
/o SIKOCTI
1. Omuc Ta6{xerxn npsmi UinBHI I.le.ﬂ.iHﬂpld, 6iI¥OFO abo Maﬁme . 1 MKXV Binmosinge
611010 XONBOPY, TOPLEBI MOBEPXHI SKUX IINOCKI. BizyanpHuit
n. 2 MK
A. Y®-criexTp NOTNIMHAHHA BUTIPOOYBAHOIO PO3YHHY, JPY,2.2.25
TIPUrOTOBAHOTO IS KiNbKICHOTO BA3HAYCHRS, B AbcopOuiiina 239 um
o6aacti Bix 230 uM 10 300 HM NOBMHEH MATH crieKTpohoTOMETpis -
N MaKCHMyM 32 JOBKHEM XBUI (23942) Hm B yisTpadioneToRi i
2: Iuen’ru@tcgum " ( ) gﬂﬂﬂiig ofylacTsx
Amaonunin :
B. Ha xpomarorpami sunpobysarozo pozuury (b), . 2 MKA
onepkasiil Ipy BU3HAYCHHI CYNPOBIAHMX JOMILIOK, OOV, 2.2.29
yac yTpUMYyBaHHs Tika amnoduniny Mae BiANOBinaTH Pigunna Binnosinae
yacy yTPUMYBaHHA IiKa amaodunivy Ha xpomarorpadis
xpomamozpadpi posuury nopieHaHHA (c)
3. Cepennst maca 400.0 Mr+ 5 % ;{1@3871\21215 400,7 Mr
He 6inpme mix 2 i3 20 TaBNETOK MOXYTh BIIXHIATHCS
Onuopinmicrs Blil CepelIHbOT MacH Ha BEMUHMHY, 1O NepeBUILyE I 4 MKST BH_TSP;?;/}O“
4. - + 5 %. [Ipu npoMy XXoaHa iIHAUBIyanbHa Maca He Mae DY, 2.9.5 92 %
maca BIIXMNATHCS Bill CEPERHLOT MACH Ha BEJIMYMHY, IO : +1,77%
nepepuinye + 10.0 %
5. CrupanicTb* He 6impme 1.0 % ZEI@%}/;K;I.‘, 0,12 %
6. Posnananusi™ He 6inpme 15 x8 £[1cp6yl,\42}<9}11 1 xB.
Ha momenm eunyceky: He puiaBieHo
Homiwxa D: we Ginbwe 0.3 %;
Bydv-sixa ne idenmugpixosana domimuxa: He
: He 6insme 0.10 %;
Cynposinui * Cyma scix domimox: He Ginpie 0.8 %
e HOMIIIKH: T pomsazom mepminy npudamuocmi.
Homiwxa D: ne 6imse 0.3 %;
Bydve-sxa ne idenmughicoeana Qomiuxa:
ne Ginse 0.20 %;
Cyma gcix domimox: He Oinpure 1.5 %
I 6 TabneTok CTYIIHb PO3UMHEHHA aMA0OUNIHY,
yepes 15 XB Mae BINTIOBINATH BUMOTAM piBHS S): He
mente Q+5% nns xoxnoi rabnerku (Q=80%). ooy, 293 96.0 % - 982
SIKILO He BUKOHYIOThCS BUMOTH PiBHs S, ody, 2.2.25 ’ %
[PONOBKYIOTh BUIPOOYBaHHA Ha piBHi S2. Cepense Abcopbuiitna .
8. . 3HAYEHHS CTYIEHs pO3UMHEHHS amroduniny ans 12 CHEeKTPOOTOMETPIA
Tabnerok yepes 15 xB Ha piBHi Ss ($1+52) mMae B yasrpadioneTosi i
nopisrrosaty abo 6yTu Gineie Q, i Hemae 6yTH BUAMUMIH obracTax
SKOITHOT TAGNETKH 3i CTYNEHEM PO3YMHEHHs MEHLUe
Q-15%.
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STKIO HE BHKOHYIOTHCSA BIMOTH pisHig S i Ss, T0
TNPOJIOBKYIOTH BUpoOyBashs Ha pisni S;. Cepenne
3HAYCHHA CTYNEHS PO3YHHERHA amioduniny s 24

TabueTox yepes 15 x8 (§+S:+8;) Mae nmopirmioBaTH
abo Oyru Gimbiue Q, i ne Giasbine 2 TabaeToK NOBHHHI
MaTH CTYNIRb PO39uHeHHs MeHme Q-15%, i He
NOBHHHO Oy TH 5K0AHOT TabneTxr 3i cTyneHem
po3uuHeHHs MeHwe Q-25 %

Hns nmepmurx 10 Tabnerok npuiiMansre ancno (AV)

Mae OytH MmeHwie abo popismroBaté 15.0 % n. 9 MK
Skmo (AV) 6imbie! 5.0 % sunpoGosysanmio AV, 2.9.40,
Oanopianicrs MiAgarTh HacTyrHi 20 tabnerok. Kinuere Memoo npamozo
9. J030BaAHMX npuiiManpHe YHciIo, po3paxosane i3 30 Tabnetox, mMae BUBHAUEHHS
O/IHHHIL 6yTH Meriue abo mopisrrosary 15.0 % i sxomen 0Py, 2.2.25 )

inmueinyansuuit BMicT y Tabrnerui Mae 8yTu He 3
MeHwuM 3a (1 —25.0 x 0.01)M i He 6inslumm 3a
(1+25.0 x 0.01HM
-3aranpHe 4MCAO0 aepoBHUX MiKpOOpraHizMis

(TAMC): we 6insme 10° KYO/r; )

. . . e . X . . n. 10 MKS1
10 MixpoGiosioriuna | -3aranbHe YUCNO APHKIKOBHX Ta IUICEHEBUX TPHOIR 0OV 2.6.12, 2.6.13 i
) YHCTOTA™ (TYMC): ve 6inbe 107 KYO/T; “5' 7 4’ S
- Oxpemi BUOK MIKpOOpraHizMis: o )
BincyTHicts Escherichia coliB 1 r¥**,
n. 11 MK
BwmicT aMnonuminy B oHil Tabnerui mac 6yT# Bin APV, 2.2.25 101 %
11 Kinbkicne 95 % no 105 % Abcopbuiiina
’ BU3HAYCHHSA (Bin 9.50 mMr mo 10.50 mr) cnexrpp¢oromerpix.
B ynbrpt}«?loneroam i 10,12 mr
BUAMMIH o6nacTax
3a posninom «YmakoBkay . .
KA Binnosinae
12. | Ynaxosia MK PII Ne UA/19377/01/02 M inposty
13. Mapkysasss Texet mapkysannus 1o PITNe UA/19377/01/02 Ta 3aTBEp/IKEHOTO Binmnosizae

OpHriHaAN-MaKeTy
*KOHTPOIOETECS B IIPOLECt BUpOGHUITBA Y TIPOMDKHIH mpomyKuii.

#* KOHTPOJIb MPOBOAUTECS BUOIPKOBO: HEPILY Ta KOXHY I’ATY HACTYNHY cepil.
4 MeTonuKa PUIATHA [Uis BUSBJIEHHS CTiMKOT Mikpodropy. o

Komenrapi: 36epiraTy B opurinanbyiii ynakosui npu remnepatypi ve sume 25 °C. 36epiratu y HENOCTYIIHOMY /ISt XiTe# MicHi.

BHCHOBOK: 3a3HaYeHd cepis npodvkuii Amnodunin, mabremrcy no 10 mz Ne 30 (10x3) y onicmepax ¢idnogidac sumozam
MES JI3 P. No UA/19377/01/02 6id 16.05.2022 poxy ma sminam ¢io 11.12.2023 poxy i 6id 17.06.2024 poxy.
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e aHe TOBAPUCTED . ~ o D,
Tipusatie aUHEOHe 198 \ AL 24 ////C/
“TEXHOMOT AP £ LY AL
Havanpaux BKA - El?{KOH-YpOﬂ‘;O "7/ ﬂ < Ipuna FOPHEHKO
feded PK;OCT‘ (nianuc) {nara)

3asBa npo ceprudikaniio: )

«LIuM # 3acBimyylo, 1O HaBeleHa BuLE iHOOPMallis € NOCTOBIPHOIO Ta TOYHOIO. 1‘1‘}0 cepiro mpoykuii 6ynf> Bnpq6neHo (BrITIOYAIOUH

NaKyBaHHA/MapKyBas OBEIEHO KOHTPOJIE 1T AKOCTI Ha BHLUE3a3HAHMEHIH AlbHULI Y noamﬁ BIAIOBIAHOCTL 3 Bn{vioramn GMP,

{TOPHUM OpIaHOM, @ TAKOX BiAToBiaHO 1o creuudikauil, WO MICTSTECA: Y, PECCTPaLIHHOMY AOCHE.
{1 Ta aHanizie 6yNo NeperfsaHyTo Ta BCTAHOBJIEHO Binnosigﬂ~icr§;G,MR>i, %
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fpyna ¢apMayeBTUYHKUX KOMNaHIA

©-09-16

lMpuBaTHe akuioHepHe TorapucTeo "TEXHONOM™

Byn. Capa npopiska, 8
M. YmaHb, Hepracekoi 06r.
20300, Ykpaixa

Jlivensis na pupobnunTeo nikapesxux sacobin Cepis AB Ne 598079 3 14.02.2014 poicy
Ceprudixar na cucreMy ynpasainug sxicrio JJCTY 1SO 9001:2015 Ne UA.MQ.026-129-24

Ceprudixar cepii Ne 1

Hazsa nponykuil AMiaopuniu lO TaGJIETKI/I 1o 10 mr Ne 30 (10x3) y 6micrepax

Kpaina Bupo6sux__Yxpai#a. -

Ten.; (04744) 4-03-02
(04744) 4-03-01
(04744) 4-03-09

npuiManbHs

ynosHoeaxeHa ocoba
Biaain 3 hapmakonarnagy

Cropinxa 132

Howmep peectpattiifaoro noczBmeHHx Ta Horo Tepwm{ mii P. Ne UA/19377/01/02 no 16.05.2027 poky
Cuna gil/akTHBHICTS: ] Ta6ne'r1<a MiCTPlTb aMJIonuNinyY 6ecHiaTy v nepepaxyBaHHi Ha amno;mnm - 10 0 Mr

Howmep cepii
Kinskicts npozzyxun B cepii (vn IUT. Ta iH. )
Harta BupoOHHUTBA
Hara 3axiHyeHHs TepMiHy IPHOATHOCTI

Haszpa mimpauni IIpAT «Texyonom

10325

9808 vy

26.03.2025 poky

10 03.2028 poxy

Anppeca pinsanui IpAT «Texsonor», 20300 Yepkaceka o6, M. YMans Byl Crapa npopizsa, 8
Ceprudixar sigmosiguocti GMP _098/2024/GMP no 14.06.2027 poxy
Pesyaprar Biznosigwocti srinwo CI'TI 09-063-07

IToxasnuxu .
Ne g Bumoru HOpMATHBHOI JOKYMeHTA U Merox kouTposio | Pesyabrarn
L — TaG;eTKu opaMi LinbHi upm’irmpu, 6in.oro abo Maﬁx@ I, 1 MK?IV Binnosinac
6i10r0 KOIBOPY, TOPUEBI HOBEPXHI SKUX IIOCK. Bisyanpaui
n. 2 MK
A. Y ®-criexTp DOIrMuHaHHA BUIPOOYRaHOr0 PO3YUHY, AV, 2225
IPHTOTOBAHOIC 11 KiJIbKICHOTO BH3HAYEHHS, B Abcopbuilipa
3 35 AR : 239 um
obnacTi Bix 230 M o 300 HM NOBUHEH MaTH CHIeKTPOdhOoTOMETPIN
) Lnenradikanis MaKCHMYM 3a HOBXHHM XBUJi (23922) HM B ynmpa}(vbionerosh?’r i
. AT ' BHANMI 06IacTsIX
B. Ha xpomatorpami eunpobysanozo pozyuny (b), 1. 2 MK
onepKaniit Npy BI3HAYESHHI CYIIPOBIAHUX JOMIIIOK, APV, 2.2.29
Jac YTPUMYBaHHA Nika amnoduniny Maec BiInosinaTu gtiviicice Binmosinae
Yyacy YIpUMYBaHHA KA amMaoduniny Ha xpomarorpadis
xpomamozpadi pozuuny nopienanns (c)
. 3 MKA
3. Cepenust maca 4000 Mr+£35% DY, 2.95 400,3 mr
He 6inbmre wix 2 i3 20 TabNeTOK MOXYTh BiIXUIITHCS
) Onsopiznicrs . ;31;1 c;?enm,oi" Macm Ha BEIMHHHY, (O nepeamnye : 4 MKS Bmgygvsl};/m'rb
. e ' . Tlpy mboMy oMBa iRAKBITyabHa Maca He Mac DY, 295 -2,65%
& BUIXUJIATHCA B CePEIHBOT MACH HA BENIMYHUHY, 10 +1,67 %
nepepuntye & 10.0 %
5. | Crupanicte* He Ginbiwe 1.0 % 5&73%7 0,13% °
6. Posnapanus® He 6inpure 15 x8 ;qg,{vg{gﬂ] 1 xB.
Ha momenm gunycky: 0,021 %
Homiwra D: ne 6inviue 0.3 %,
Byde-axa ne idenmugpixosana oomiutka: Mesrmwe 0,03 %
He Gimeme 0.10 %;
Cynpogigni Cyma ecix domiuox: He Ginpiue 0.8 % 0,021 %
e JOMILIKH: lpomszom mepminy npudammocmi.
Homiwmra D: ne 6insie 0.3 %; -
Byov-sra ne idenmugpikosana dominka: .
He 6insme 0.20 %; i
Cyma scix oomimor: He dimsie 1.5 %
g 6 Tabnerok CTyIiHb PO3YUHEHHS amMA00uniny,
uepe3 15 xB Mae BiANOBIZAaTH BUMOraMm pisHs S): He .9.3-7
Mmenwe Q+5% mis koxnoi tabnerku (Q=80%). JJ;CDV 2225 99,4 %~ 101,5
SIKLIO HE BUKOHYIOTHCA BUMOTH PiBHS Si, Ab6copbuitiaa %
B EozankeHa HPOJOBKYIOTH BUIIpOGYBaHHs Ha piBHi Sz. Cepenne CIeKTPOHOTOMETPIA
3HAYECHHs CTYNEHS PO3YHHEHHS amroduniny ans 12 B yneTpadioneTosiit i
Tabnerok yepes 15 x8 Ha pisai Sz (S1+S2) Mae BuauMilt 06IacTsX
nopismrosaty aGo 6yt Ginpre Q, i Hemae 6yTH
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©-09-16
MpusarHe akuionepte Tosapuctae "TEXHONOM

ayn. Crapa npopiara, 8 ten.: (04744) 4-03-02  npwimansHs
’ M. Ymasb, Yepkacekoi 6. (04744) 4-03-01  ynosrosaxena ocoba
fpyna GapmaueeTUMHUX KOMNARI 94300, Yipaika (04744) 4-03-08  sinain 3 hapmaxcHarnsay
Cropinka 232

KOIHOT TabaeTKH 31 CTYNCHEM PO3YNHEHHS MCHIUC
Q-15%.

SIKIIO HE BHKOHYIOTBCH BUMOTH piBniB Sii Sz, 1O
MIPONOBICYIOTH BHTPOOYBaHAS Ha piski S, Cepeane
JHAUEHHS CTYNEHS PO3UMHEHHA amaoduniny 1as 24
TabneTox yepes 15 X8 (SHrSz’rS 3) Ma€ JOPIBHIOBATH
a6o Gytu Gimbuie ), me Birbie 2 TabAETOK NOBHHHI

MaTH CTYTIHD. pomnﬂemm merme Q-15%, i He

TIOBMHHO OYTH KOIHOT TabneTKH 3i CTYIEHEM
posunrernst Meame Q-25 %
Tt mepunix 10 TablieTok npriMaibie 9ucio (AVY)

mae Oyt memie aGo nopismropatd 15.0 % n. 9 MK
Slimo (AV) 6isiel 5.0 % BrunpoboByBaHHIO DY, 2.9.40,
QnuopianicTs minaoTs HacTynHi 20 Tabnerok. Kinuese Memoo npamoz0
9. [A030BAHMX npyiMABHE YKCIT0, po3paxonane i3 30 Tabnerok, Mae BUSHAHEHHSL 42 %
CAMHAIBL** 6yTi Menie abo fopismiosatu 15.0 % 1 xoneH ooy, 2.2.25 ’

iHuBiAyanbHHY BMICT Y TabneTui Mac OYTH He
menumM 3a (1 —25.0 x 0.01)M 1 e Ginprum 3a
(1+25.0x0.0DHM

~ -3arafbHe-HHCA0.-aepolduyX MikpoopradisMis . —
(TAMC): re 6inbute 10° KYO/r; e M
MixpoGionoriuna | -3aranbHe 4ucIo IPHKILKOBUX Ta rwiiceHeByx rpubis P
. p 2,2.6.13,
il gueToTa** (TYMC): ne 6inpiue 102 KYO/r; Aoy 2?5 4 2 RAGHIIRZY
- Oxpemi BULH MIKpOOpraHismis: o He .
BincyTHicTs Escherichia colin 1 T***. BIABACHO
. 11 MK
Bwmict amnominizy B oguil Tabieri Mae 6yTi Bil JoY,2.2.25 101 %
1 Kinbkicae 95 % no 105 % Abcopbuiiina !
’ BH3HAYEHHS (8ix 9.50 Mr no 10.50 Mr) crekTpodoTOMETPIA
B ynbTpadionerosiit i
BuouMil obnactax 10,10 mr
3a pozAiIoM «Y maKoBKay» . .
12. Ynaxkoska MEKST PTI Ne UA/19377/01/02 MKA Binnosinae
13. Mapkysanus Texer Mapkysasns 1o PIT Ne UA/19377/01/02 Ta 3aTBEpIOKEHOIO Bioninae

OpHTiHAI-MAKETY
Komenrapi: 36epiratu B opurinanbhiil ynakosLi npu remreparypi ve srue 25 °C. 36epirats y HEAOCTYTTHOMY 1A nireit micti.
*KOHTpOMOETSCA B TipoLieci BUpoOHHMITBA Y IPOoMiHIE IpoyKuii.

** KOHTPO/Ib MPOBOMMTHCS BUGIPKOBO: LIEPILY Ta KOXKHY 11’ ATy HaCTYIHY Cepii.

#4% \eToMKa NPHAATHA A5 BHABIEHHA CTiHKoT MiKpohnopH.

BucHoBor:_cepina 10325 Amaodunin 10, madnemru no 10 m2 Ne 30 (10x3) y oaicimepax 3a f;mueﬂaee()enumu HOKU3HUKAMU
gionoeioue eurozam CIII 09-063-07, : %

. ) FpueaTHE axoHepke TORAPUCTEO o 5
Hauanenux BKS ’ STEXHCALT” § (/’Z@ A il
SN KOHTPOMIO i
FKOCT! 1

3asBa npo ceprudikauiro: i
Jaicizeg it iiEgal) [159Y,
«UpM 5 3aCBigdyl0, L0 HaBeINEeHa BHMIIC m(bc,pmaum € nocmmpuoxo Ta TOTHOIO. Lho 8 110 pdﬂylcmp 6)'116 %&pg 1€HO (BKIHOHAOUH

peccrpaunmomy nocse

naxyéauﬁﬂ

aHanizis oyno [IePETHAHYTO T4 BCTAHOBNEHO anommncm GMP»
a.zeoaef;b 50

unycKy (peanizauii).

( ;2/‘//“‘ Menasis OULb 74, 647 L€ %

(miarnc) (nata)




@-09-16

[puBatHe akuioHepHe ToBapucTeo "TEXHONO™

By C.Tapa npopiaxa, 8 Ten.: (04744) 4-03-02  npuitmansHs
Foyria DapuanERTausoee counzdis, - YmaHb, Yepracskol o6n, (04744) 4-03-01  ynosHoBaxera ocoba
Py el 20300, Yxpaina (04744) 4-03-09  siggin 3 papmakoHarnsgy
Cropinka 132
Jlinewsis na BupoGHHUTEO Nikapchkux 3aco6is Cepis AB Ne 598079 3 14.02.2014 POKY
Ceprudikar va cucremy ynpasninms sxictio ICTY ISO 9001:2015 Ne UAMQ.026-129-24
Ceprudixar cepii Ne 4

Haspa npoxyxuii Amaomnin 10. Ta6nerxn no 10 mr Ne 30 (10x3) vy 6ricrepax

Kpaina Bupo6unx__Vipaina

Homep peecTpauiiiHoro noceimyenss Ta jioro Tepmin mii P. Ne UA/19377/01/02 5o 16.05.2027 poxy

Cuna nii/axTueHicTs: 1 Tabnerka MicTars: amnomumiay ecunarty v nepepaxypanui #a amnonwmin — 10.0 mr

Howmep cepii 40525
Kinpkicts npoxyxuii B cepii (vir. wr. Ta in, ) 98% vn
Hara BUpoGHUITES 14.05.2025 poky

Hata 3axinuenHs TepMidy NPUAATHOCT]

10 05.2028 poky

Hasea ginemumi  TIpAT «TexHonor

Anpeca xinmpanni TpAT «Texnonory. 20300 Yepkachka o6, M. Vmans By Crapa npopizga. §

Cepradixar Biznosixaocti GMP __098/2024/GMP o 14.06.2027 poky
Pesynerat Bignosinsocti srimso CI'TI 09-063-07

Toxaznuxu . .
Ne O Brmorn popmaTasHOI noKyMeHTAN Meton xorTpomo | PesyasraTn
L Orige Ta6.fICTICIrI OpsMi oieHi mm_iann, 6ir¥oro abo Maffmce . 1 MK{ Binosinse
GLI0T0 KONBOPY, TOPLEBI HOBEPXHI AKKX IUIOCKI. Bisyanshuii
. 2 MK4
A. V®-criexTp nornuHam=s BUOpOOYBaHOIO PO3YKHY, DY, 2225
TUPHIOTOBAHOIO JUIS KUIBKICHOTO BUSHAYSHHS, B Ab6copbuiiina 239 mm
obnacti Bin 230 HM 10 300 HM TIOBMHEH MaTH COEKTPOGhOTOMETPIs
Lnentadixamis MaKCHMYM 38 HOBXHHH XBRIH (23942) HM B ynsrpa}cvbioneroniﬁ i
2. Asineauiais ‘ BHIEMIM obTacTIX
B. Ha xpomarorpami sunpobyearozo posuuny (b), m. 2 MK51
OAepXaHilf MpK BU3HAYEHA] CYNPOBI AHMX TOMIIOK, PV, 2.2.29
9ac YTPHUMYBAHHS TIiKa amioduniny Mac BiONOBinaTH Pinunna Bimmorinae
Jacy YTPEMYBAHHA Iika amroOuniny ua xpomarorpadis
xpomamoepagi posuurny nopisusuus (c)
3. | Cepenns maca 400.0 Mr =5 % ;épi/?ggs 400,5 mr
He Gimpime nix 2 i3 20 TabneTox MOMYTh BIIXHISTHCS
- Bl CEpEeNHBOT MaCH Ha BENMYMHY, IO [IEPEBHUIIYE Burpumyiors
4. Onnopml:m'rb %35 %. Ilpu npoMy xomHa iHnusinyansHa Maca He mac ﬁ[ q;;l\/;KgSIS - 1,45 %
macu BiIXHJIATHCS BiX cepenHnoi Macy Ha BEIMYUHY, 0O 2o + 2,64 %
nepesumrye =+ 10.0 %
5. | Crpamicrs* He Gimme 1.0 % %@f‘g‘% 0,15 %
6. Poznaxamasn™ He 6ineme 15 xs ; (D@I\/g(gx] 1 xB.
Ha momenm eunvexy: 0,017 %
Homiwxa D: pe 6inprne 0.3 %;
Bydv-axa ue idenmucpioeana domimira: 0,08 %
ue Sinnine 0.10 %; n. 7 MKA
Cyuposinui Cyma ecix domiwox: e 6insme 0.8 % OoV, 2229 0,02 %
& MOMILKH: lIpomszom mepminy npudamuocmsi: Pimuuaa '
Lomiwra D: ve Ginsme 0.3 %,; XpomaTorpagist -
byov-axa ne idenmugdixogana domiuka: o
He 6imsme 0.20 %; -
Cyma ecix domiwox: He 6insime 1.5 %
Hns 6 TabneTOK CTYTiHb PO3UUHEHHS QMIOOUNIHY, . 8§ MK
aepes 15 XB Mae BifmnoBinaTH EuMoraM pisrs S): ae Aoy, 2.9.3 04.4 % - 991
Mesrme Q+5% mng xoxHOT Tabnerky (Q=80%). oV, 2225 g % ’
SIKuI0 HE BUKOHYIOTECS BUMOIH piBHS S), A6copbuiiina
NPONOBXYIOTH BENpobyBanHd Ha pisni Sy. Cepenne - cnexTpotoToMeTpis
3HAYCHHA CTYNEHs POSYMHEHHS amnoduniny nns 12 B ynbTpadionerosiii i
TabneTox yepes 15 xB Ha pisHi S (S1+S2) Mace BUIEMil obmacrsix v
nopisrioBath abo 6yTH Glibie Q, i Hemae GyTH Va

e # é?‘ﬁ"&’//};y"" EE AT e
oy ctu
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[puBaTHe aKLioHepPHe TOBAPHCTBO "TEXHONOM™
Byn. Crapa npopissa, 8 ten.: (04744) 4-03-02  npuitmarnsHst

EKXIM

= . YmaHb, Yepkacbkol o6, (04744) 4-03-01  ynoBHOBaXEH2 ocoba
Tpyna hapmauesTUHHUX KOMTARIA 90300, Yipaika (04744) 4-03-09  BinAin 3 papmaKoHarmsy
Cropinka 232
sKOmHOT TAONETKH 31 CTYIIEHEM POSTHHEHHA MEHIe
Q-15%.
SIKINO He BUKOHYIOThCS BUMOTH piBHIB S11 83, TO
IPONOBXKYIOTh BUNPOOYBaHHA Ha pisni Ss. Cepenne
sHAueHHST CTYTIEHs POUHHEHHS amaodunixy L 24
TabneTok yepes 15 xB (Si+82+S;) Mae IOPIBHIOBATH
abo 6yru Giteme Q, iHe Gimpime 2 TabneToK TOBMHHI
MaTH CTYIiHb posumnenHs Merme Q-15%, ine
GOBHEHEO GYTH %o nHO0T TAGNETKY 31 CTYNICHEM
posuppeHHs Merme Q-25 %
Iins mepunax 10 TabneTox NpHAMAaNbHE SHCTIO (AV)
mae Gyru Memme abo nopiswosatd 15.0 % 0. 9 MK
STkmo (AV) 6insimel 5.0 % BUNPOGOBYRAHHIO oV, 2.9.40,
OnnopinHicTh mianaoTe HacTymEi 20 Tabnerok. Kinuese Memod npsimo20
9. N030BAHMX TpuiiMaibHe GHCH0, PO3PaXOBaHe i3 30 TabmeTok, Mae BUBHAYEHHSA
OoHHANL** 6yTu mexme abo nopisosats 15.0 % 1xonmed ooV, 2.2.25 )
innEBinyansaal BpicT y TabneTui Mae GyTH He
mermmM 32 (1 —25.0 x 0.01)M i e Ginpirrm 3a
(1+ 25.0 x 0.01)M
BarameHe YHCIO aepOBHUX MIKPOOPrasisMiB
(TAMC): we 6imbme 10° KYO/T; )
. . : , : . v : n. 10 MKA
10. Mikpo6iosoriuna | -3arajibHe IHCIO HPDKIDKOBUX TaqnmceHeBux rpubis @Y 2.6.12, 2.6.13 )
gucToTA* * (TYMC): ue 6inbime 10* KYO/T; ' 57 4 :
- OxpeMi BUI¥ MIKPOODTaHi3MiB: o
simcyThicTe Escherichia colis 1 ***. )
m 11 MKA
BmicT aMIonumiEy B oxHil Tabnerni mae GyTy il noy,2.2.25 102 %
1 Kinokicae 95 % no 105 % Abcopbuiiina
’ BH3HAYEHHS (Bin 9.50 Mr 10 10.50 Mr) cnexTpodoToMeTpia
B ymbTpationeToni i 10.17 mr
puxMMil o6acTax ’
3a pozainoM «Y IaKOBKa» .
12. YnaxkoBKa MK PIT Ne UA/19377/01/02 MK Binrosinae
1. Mapkysasss Teker mapkysanas po PII NQOUA/ 19377/01/02 Ta 3aTBEpIHKEHOTO Hmonigae
OpHUriHAN-MaKETY

KomenTtapi: 36epiraty B opurinansif ynakosui Ipy Temnepatypi He Buie 25 °C. 36epiratd y HENOCTYHOMY U1 miTe# micmi.
*KOHTPOIIOETHCA B IPOLECi BAPOGHHIITBA Y TPOMINKHIH npoxyxuii.

** KOHTpONb NPOBOINTLCS BUGIPKOBO: NEpIIY Ta KOKHY I’ ATY HACTYIIHY cepil.

*#* \eToMUKa NPHAATHA /U1 BUABIECHHS CTiHKOT MIKpODIOpH.

BucHOBOK: cepin 40525 Amnodunin 10, mabremru no 10 m2 Mo 30 (1 0x3) y 6ricmepax 3a gUIEHABCOCHUMY ROKUSHUKAMY
eionogidac eumozam CIIT 09-063-07.

, TIDMBATHE BRUTOHEPHE TOBAPHCT s 7 o o B )IT

Heagansuuk BKS i Lol o Tl o Iprsa IOPYEHKOA £ Yz ){,52,)?/,)7’
BIAAIN KOHTPONIO (ninwzHc) (maa)

3asiga npo cepTHIKALiI0: ! AKOCT!

«LlnM 5 3acBITIYIO, 0O HABENEHE. BU ?iif{q;opmauix € nocroBipHO Ta TogHo. Lo cepiro npomykuil 6yno BEponeHo (BRIHOYAIOYH
TaKyBaHHA/ Mapleysay (POBENEHO. KOHTPOIb iT AKOCTI Ha BUIUe3asHaYeHiH ALmbHMM Y moBHiN BignoeizHocTi 3 BuMoramu GMP,

BCTAHOBJNE i ,@mem OPraHoM, a TAaKOXK BigmoBinEO Ho criemmdikalii, MmO MICTATBCS Y PEECTpaUiiiHOMY HOCBHE.
Hpo?:oxon 2y 3 6y70 TIeperisHYTO Ta BCTAHORNEHO pinnosimnicts GMPy.
Cepirw zo \ (pearizayil). o

» i et i = e - P g
Vrnoso £ Menanis LT _£ &, 475, ZLES

-y
Q;f') (rimuc) (mara)
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MpueatHe akuioHepHe ToBapucTeo "TEXHOMNOM™

syn. Crapa npopiata, 8 Ten.; (04744) 4-03-02  npuimansHs
o M. YMaHb, Yepracskoi 06 (04744) 4-03-01  ynosHosaxeHa 0coba
Tpyra hpapmauesTuHHIX KOMABHIN o434 yynaila (04744) 4-03-09  Biagin 3 hapmakoHarnagy
Cropinka 132

7TJlinersis na pupobumirrso nikapcesiknx sacotis Copis AR Ne 598079 3 14.02.2014 poxy
Ceprudikar na cuctemy ynpaeainss axicrio JJCTY 1SO 9001:2015 Ne UA.MQ.026-129-24

Ceprudixar cepii No 6 e

<. Hasea npoxykuil Amioaunin 10, Tabrerky no 10 mr Ne 30 (10x3Yy Gaicrepax
Kpaina supobHuK__Ykpaina L
iep peecTpatifHoTo MOCBI TUeHHs Ta HOTo Tepmid nif P. Ne 1A/19377/01/02 no 16.05.2027 poky.
A mii/aKTHRHICTS: 1 Tab1eTka MICTUTE: aMIONKNIIHY GeCHiaTy y fepepaxyBanni Ha amyomuniys — 10.0 Mr
Mep cepil 60525 A

KiapkicTh npoxyxuil B cepii (yn.. wT. Ta iH. ) 9910 yn
Hara Bupobuuurea 15.05.2025 poxy.
JaTa 3akiH9eHHs TepMiHy PHIOATHOCTI 10 05.2028 poxy

Hasga ginsauui TIpAT «Texuonory

Axpeca xinprumi TIpAT «Texuonor». 20300 Yepxaceka 0611., M. YMans Bya. Crapa npopizya, 8
Ceprudixar sianosinxocri GMP _098/2024/GMP so 14.06.2027 poxy

Pesynvrar signosinsocti srigro CI'T1 09-063-07

MoxazHuku . '
Ne AKOCT BumMory HOPpMaTHBHOT ZOKYMEHTALIT MeTtox xouTpoaw | Pesynpraru
L Onnec Tag{lerxn npxm LLTBHI mm}ﬂnpn, 6iJToro abo Maﬁxce . 1 MKﬂYV Bl riosinae
110r0 KOJILOPY, TOPUEBI MOBEPXHI AKMX TUIOCKI. BisyansHuii
n. 2 MK
A. YO-cniextp DOrNUHaHAS BRIPOOYBaHOTO PO3UUHY, JoVy, 2225
IPUrOTOBAHOTO UL KiNBKICHOrO BU3HAYCHHS, B Ab6copbuiiina 239
obnacti Bim 230 am o 300 HM NOBUHEH MaTH crexTpodoToMeTpis P
InenTudixauis MAaKCUMYM 32 JOBXUHY XBIH (23942) uM B ynbrpa_lg)ionemsiﬁ i
2. AntnonBRiE _ BruMii obacTax
B. Ha xpomarorpami sunpo6ysarozo posuuny (b), n. 2 MKA
onepxaniil TPy BUSHAYCHHI CYNPOBIMAMX HOMILIOK, IOy, 2229
qac yTpUMYBaHHs THiKa aanoduniiy Mac BiNIOBIAATH PiguHHa Bixnoeinae
Yacy yTPUMYBAHHS IiKa ama00uniny Ha xpomatorpadis
xpomamozpaghi pozuury nopieuamns (c)
. 3 MKA
3. Cepennst maca 4000 Mr+5% DY, 2.9.5 400,6 mMr
He 6inpime gix 2 i3 20 TabreTOK MOXYTh BIAXUIATHC
Onuopimicrs Bi(,fl cepenHbOi MaCH Ha BENUTUHY, IO NEPERHILLYE o4 MKSL Bumpén?;/mrb
4. vacH* + 5' %. Tlpu 1BOMY XOJHa iHIUIBi AyanbHa Maca He Ma€ DY, 2.9.5 -1,87%
BiAXMAATHCA Bill CEpeIHbOl MACH Ha BEIIMUUHY, 10 + 1,57 %
nepesygye = 10.0 %
5. CrupanicTp” He 6inpme 1.0 % ﬁl (D;I’\/Ingi'T 0,10 %
6. Posnaganas™ He Ginpwe 15 x8 I? q)i,l\gK;II 1 xB.
Ha momenm gunycry: 0,02 %
Jomiwxa D: ne Gimsioe 0.3 %;
Bydv-axa ne idenmugpiosana domiuixa: 0,08 %
: He Ginse 0.10 %;
" Cynposinni Cyma ecix domiuweox: He binpue 0.8 % 0,02 %
: DOMIIKH: Tpomazom mepminy npuQamuocmi:
Homiuixa D: ne Ginswe 0.3 %; al ‘ -
Bydv-axa He idenmugpioeana domiuKa: ‘ e } -
e Ginsie 0.20 %; \\J_@...;\»,(s‘)iﬁa\.i"\i{i_\.MQ von /= -
Cyma acix domiuox: He Gimpie 1.5 % T aa02e0Y7 / |
It 6 TaBIeToK CTYNiHb PO3HHHEHHA aMA00uniny, “
yepes 15 xB Mac BimIoBizaTé BUMOram piss Si: He 97.8 % - 100.9
Menie Q+5% i KoXHOT TabaeTky (Q=80%). ; i % >
SIKINO He BUKOHYIOTLCS BUMOTH piBHs S, AGcopbuiiina
8 Posunnenns IPOIOBXKYIOTH BHNPOSyBasHs Ha piHi Sz. Cepente criekTpodoTOMETpis
3HAYEHHS CTYIICHS POSUMHEHHS amroduniny Jis 12 B ynbTpadionerosii i
TabneTok yepes 15 xB Ha piBHi Sz (S1+S2) Mae BUANMIN 06nacTaX
nopisrrosat abo 6yt Gutbue Q, i Hemae GyTy
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gyn. Crapa npopista, 8 ten.: (04744) 4-03-02  npulimanss

‘ - M. Ymasb, Hepracskoi 01, (04744) 4-03-01  ynosHosaxera ocoba
Tpyna dapmauneBTUiHnx KomnaHin 20300, Ykpaina (04744) 4-03-09  Bingin 3 dhapmakoHarnagy
Cropinka 232
JKOAHOT TAGNCTKY 31 CTYIICHEM DO3UMHEHHS MeHle
Q-15%.
SIKuO He BUKOHYIOTHLCS BUMOTH PiBiiB S11 Sz, T0
TIPOJIOBIKYHOTh BUIPOGYBaKHs Ha piBni S3. Cepenne
3HAUEHHS CTYTICHS PO3UMHEHHS awroduniny )i 24 ©
TabneTok uepes 15 xB (Si1+S8,+S3) Mac gopipHioBaTH - | -
abo Oytu 6iapwe Q, i He Sinpiue 2 TaGAETOK HOBUHMEI " |~
MaTH CTyNiHb PO3UMHeHHS Merle Q-15%, 1 He :
NOBUHHO 6YTH K0AHOT TAONETKY 31 CTYHIEeHe
po3uMHenns menme Q-25 % o)
Jlas mepmux 10 Tabnetox npuiiMansue Yreto (AV) ™
mae Oyt menme abo nopismosata 15.0 % n. 9 MKA
Axuo (AV) 6uipel 5.0 % sunpoboByBaHHIO oY, 2.9.40,
Onpuopingicrs nianarots Hactynyi 20 Tabnerok. Kinnese Memod npsaozo
9. JO30BaHHX npuitManbHe YHeno, pospaxoBade i3 30 tabnertox, Mae BUBHAYEHNSA 3.8
OXMHUHIL** 6yTH MenIre abo nopisrioBaTH 15.0 % i xonen DY, 2225 Sk
iHauBinyaasHuit BMicT y tabierii Mae 6yTH He
nveHmum 3a (1 —25.0 x 0.01)A/ 1 ne GinpuinM 3a
(1+25.0x 0.0/
-3ar&nb}’i? YHCIO afpo@mx rvp}\})oopraH131mB T
(TAMCY: He Ginbine 10° RYO/F; ‘ 110 MK
10. Mmpoﬁlono‘riqna -3arasnsHe ‘{l-‘i(?JIOWII'];)IKI}')?\'OBMX Ta MTICCHEBHX TpubiB NDY 2.6.12, 2.6.13, Mene 20
YHCTOTA™ (TYMC): ne 6inpie 10* KYO/T; 574
- OkpeMi BHAK MiKpoOprauizMin: o )
; ; P . e He susiBneno
BlgCyTHICTh Escherichia colin 1 r*%*,
m 11 MKA
BumicT amoanmizy B 0auilt Tabnetui Mae 6yTH Bix J@Y, 2225 101 %
L Kinbkicue 95 % 1o 105 % Abcopbuiitna
BH3HAYEHHS (Biz 9.50 mr 1o 10.50 wr) cnexTpooToMETpis
B ynbrpé?loileros;px 1 10,09 Mr
BHANMIHN obnacTix
. 3a po3zinoM «YIaKkoBKay - .
- DASKRERE MICS PN UA/I9377/01/02 M Bianosizae
13. Mapiysanss Texcr mapkysauus no PI1 NQ.UA/I937 7/01/02 Ta 3aTBEpMKEHOTO Bisnosizac
OpMTIiHa-MaKeTy

Komenrapi: 36epiraty B opurinansHii ynakosui npu remneparypi se sre 25 °C. 30epiraTv y HeMOCTYHOMY s AiTel Micui.
*KOHTPOMOETLCA B NpoLieci BUPOGHULTRBA Y MPOMINHIH Ipo LK.

** KoHTponb NpoBonuTsECs BUGIPKOBO: NIEpULY Ta KOXHY IT'STY HaCTYnNHy cepii.

*%% MeTomuKa IPHAATHA JUIS BHABICHHS CTiMKkoT MIKpodIOpHL.

BucHoBok:_cepis 60525 Amaodunin 10, madaemrn no 10 mz Xo 30 (10x3) v 6aicmepax 3a gUIHEHABEOCHUMI HOKGIHUKAMU
giongeidac eumozam CIIT 09-063-07.

(IpusaTHe gryoHepHe TOBADRITED
' STEXHOHOM e
Hauaneuux BKA BIAONT KOHTPONIO 7
FAROCT {mimme)

3asiga npo ceprudikauiio:
«LlumM 5 3acsinuyio gHa BHule iHQopManis € qocToBipHO® Ta TouHOW. 10 cepilo NPORyKIY
naKyBaHHA/Ma faﬁﬁ%;ﬁf@\ ORIEHO KOHTPONTL 11 AKOCTI Ha BUUIE3a3HAUCHIM AiMenuLi Y TIOBHI m,}lLIOhiILHOCTh\f
%?Aéueq? per\}ﬁ‘\,&;%« PHIM OPTaHOM, a TAKOXK BIINOBIAHO KO crieuudikamiif, mo mWTbca
;_gzl UL %axyg’f{m Ta aHali3is 6Y.10 EPErTIAHYTO Ta BCTAHOBIEHO BiANORiIHIC GMP».
e hegaonsyo |

Y10 BRpOOAEHe, (BKIIOYAIOUN

ramy GMP,
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