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lpueartne akuionepHe TosapucTeo "TEXHONOM™

syn. Cvapa npoplaua, 8

Tpyna gapMauesTnusmx xompanin

M. Ynans, Yeprachroi obn.
20300, Yipaiua

Ten.: {04744) 4-03-02
(04744) 4-03-01
{04744) 4-03-09

thake: (04744) 4-41-48

NPUAMENbHR
ynoBHOBaxeHa ocoba
Binain 3 chapmakokarnsgy
Biagin sbyry

Jliuensis Ha rupoGHmITBO Nikapeskux 3acobis Cepis AB Ne 598079 5 14.02.2014 POKY

Cepruthixar na cucremy ynpaen

ings gxictio JCTY 1SO 9001:2015 Ne UAMG.026-056-20

Crinourso Nepxasrol cmymGH Y Kpaliy 3 JTikapchKex 3aco6is No 119 apo aTectauiio nabopatopil BKA sin 20.06.2012 p.

Ceprudikar cepii Ne 20

AMITPHITHIIE, T20JIETKH, BKPHTI 060.0HK010, 10 25 Mr Ne 50 (10xS) y 6icrepax

Kpaina supobuak

Yxpaina

Howmep peecrpauiiinoro noceimaenys ta fioro TEepMiH Iif

P. Ne UA/6700/01/01 tepmin 1l Ge3CTDOKORD

Cuna xil/akTeEegicTs: 0fna TableTka MiCTHTS - aMITPHATANIHY TIAPOXNOPHE Y MEPEDaxyBAHH Ha AMITDHIITIINE 25 MT

Homep cepii

140521

Kinexicts nponysuii B cepii

(yIL. mT. Ta in. ) 9983 yir

JlaTa BHpoGHuUITREA

11.05.2021 poxy

Hara 3axigueHHs TepMiEY PUAATHOCTI

Tpasens 2024 p.

Haszra pimewmmi IpAT «Texnonors

Anpeca ninpan TIpAT «Texnonory, 20300 Yepkackka 061acTs. M. YMans. BVIL CTapa npopizHa.§

Ceprudikar siznorizaocti GMP _046/2018/GMP 1o 09.08.2021 p.
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PE3YJILTATH BHIIPOEYBAHD
3},‘:1 Ioxazamku sxocti Bumory mopmatHeHOT RoKyMerTanil Meron xouTpOsIHO PesynsraT
Tabnerkn kpyriol Gopme, BkpUTi 060TOHKO, BiX Bizyansmai.
CBITJIO-POAKEBOTO JI0 POKEBOrO KONBOPY, 3 3a 30BHINIHIM
t. Onne BEPXHBOIO | HEDKHBOJO OTTYKINAMH Nopepxasmy. Ha BUTTHAIOM MEFOTE Binmosinae
posnami Tif JYIOk0 BUIHO PO, OTOYSHS ONHMM | BiZNOBINATH BAMOTAM
CYULUTEHAM TIAPOM oy
i P . —
Ami;i;:n;ﬁ:[i[:; A YD cuzkrp I{OI“HH;-I&HHH BHTIPOGOBYBAHOTO cn;:fpcggggﬁipix
rizpoexaopun ool B.HE.“SO BN A 320 UOEAREH 2w yneTpahioneTorii i 240 am
MaTH MaKcﬂMﬁfh;z;l;g ;:;(: IOBXHHH XBHIIL, IO 1 M oGnas:mX
) (DY, 2.2.23)
B. Ha xpomaTorpami BEIpOGOBYBAHOTO PO3UHHY,
Omepanii pH Kl'.HI:?dCHOMy BI'EES'HR‘_}SHHE_, qac P
2. YTPHMYBARHA KA amimpunmuniny 2idpoxnopudy sporcTorpaia BT
Ma€e BUIIIOBINATH Yacy YTPUMyBaHHA mika C3 ] (DY, 2.2.29)
amMimpunmuniny idpoxnopudy 8a XpoMaTorpami P
POSUNHY NODIBHSHAL
ABcopbuiiina
Kapmoisau* C. CuexTp NorMEagEs BHNPOGOBYRAHOTO PO3YHHY | CHEKTpOGOTOMETpis
B obmacrti Big 500 B mo 550 mv nobuHEH MaTH B yasTpabionerorilii | Biomosinae
MAaKCHMYM 32 NOBXHHHA XBHI 8ia 513 BM 10 523 M BunHMiH obmactax
: APV, 2.2.25)
3. Cepenns maca 105 Mr+ 5,0 % oV, 295 105 M1
He 6ineme mix 2 i3 20 TabneTok MOKYTH
BIOAXUIATHCH BLA CEPEI(HBOI MacH Ha ?Eﬂﬂ‘?ﬂ'ﬂ’)’, oo BH'IPHJ\{YIOTB
4. | Onnopixsicrs Maca  Deposmaye:7,5 %. LIpr 1hoMy mozmm 0V, 2.9.5 -3,52%
IHIHBLIyaNbHA Maca HE Ma€ BUIXHISTHCA BT | +6.18 %
CEpPeIHBO] MacH Ha BENHYHHY, - i
mo nepesuiye 15 % i Y
5. Posnananus He 6insme 30 xB . A@Y, 2.9.1 8 xB.
6. | FAIERT3Kpessiin He ineme 3,0 % ' BV 2.2 %
ioKcHI ROMOINHKH
Hubensocybepon: Ha Xpomarorpani i . d
BHIPOOOBYBAHOTO PO3UMHY TUIIMA, 110 BinroBinae- ) 17 y; T O
Qubenzocybepony, e Mae GyTH iHreHcms‘H‘i_‘mg}gzg_b O - S
~|. mwiMy C3 gubensocybepory, Ha XpoMaTorpami ' | i
) N posgmHy nopiBEgEEs (2) (0.25%);  ~F TomKomapopa
7. 'xfp}?' ig:&’i'iit}mig;f;g_n s \\yanobensanpuny 2iopoxnopud. Bz XpOMaTorpami xpomarorpadis
x| L © | 2BunpoebosyEaHOTO POSUMHY IIAMA, MO BlANORIIAE (I®V, 2.2.27) -
J,f | yurnobensanpury 2idpoxnopudy, He Mae GyTH IE?M!HIK?.(
//iaTeHcHBHIMOR 32 oMy C3 yurnobenzanpuyy g BiACYTHI
! zidpoxnopudy wa XpoMaTorpami po3YHHY /
o nopiengHEs (b) (0,2 %); / 4




- IHuf DoMiueru: Ha XpoMarorpami
BHIIPOOOBYEAHOTO PO3IYHHY JOITYVCKAETECS
H2JABHICT IBOX NOIATKOBMX IIUISM, KOKHA 3 SKHX
He Mae OyTH IHTeHCABHIOK 3a vy C3
yurnobenzanpuny 2i0poxnopudy Ha XpoMaTorpami
posauEy nopinesaas (b) (0,2 %).
LHonycraems e HAgsHICmb WMy Hd JHIT crmapny.

Honsmre
BiaCyTHI

Posunnenns

Tt 6 TabneTox CTyHiHG DOZYHHERHS
amimpunmniny qepes 45 X8 NOBMHHO BINNOBIRATH
BEMoraM pieng St He MeHme Q+5 % mms koxHol
raGnerkn (Q=75 %). SIKIO He BUKOHYIOTHCH ERMOTH
pises S;, TO NpoRORXKYIOTE BHIpoOyBaHHT Ha pisai
Sz. CepenHe 3H2UeHHsA CTYHCHA PO3THHEHHS
amimpunmuriny i3 12 tabnerok gepes 45 x8 (S1+82)
Mae nopieriosaty abo ByTu Oinsme Q, | He MOBHHEHO
6yTr moxHol TabneTKH 31 CTYHEHEM DO3IYHHEHHA
meHme Q-15 %. SKimo He BEKOHVIOTECS BHUMOTH
pieHiE 511 Ss, 70 TPOXOBKYIOTE BANPOSYBAHHT HA
piBHi Ss. Cepexse 3Ha9CHAS CTYNEHS DO3YHBEHHA
ansimpunmuniny iz 24 Tabuerox uvepes 45 xB
{S1+5:+8;) mae gopisurosati abo byTw Ginsme Q,
ge Binsie 2 TabNeTOK HOBNHE] MATH CTYIIHE
posunnerHs Mexme Q—15 %, i He noswERO GyTH

#oIHOI TAabNEeTKY 31 CTYNeHEM PO3YHHEHHS MEHIIE

Q-25%

A0V, 2903,
AScopbmiiina
cnekTpodoTOMETPIA B
yerpadioneTosii 1
BHIHMiH o0IacTax
PV, 2.2.25)

992 % - 101,2
%

OnsopixnicTs
A030BAHMX OAMHANE

", Mae SyTimenme aGo nopismosaty 15,0. ko AV
51;151313\}5 8, ro BHIpOOYBAHHIO TIANAIOTE HACTYIIH]
-20 TabneTok. Kinnene mpriMalLHe YHONO,
pagpaxosaﬂe i3 30 raGnerok, Mae GyTE Menme abo
ﬂdeEH}OE 15,0 1 xozeH IauBixyansaai BMICT B
mﬁﬂf_:_m} Mae Gyru He Menmmm 3a (1- 25,0 x 0,01)M

- ime 6w 32 (1+ 25,6 x 0,01 M

,E[ﬂﬂ népmux 10 tabneTok npuiivanbie gncao (AV)

LDV, 2.9.40, PEM

4.6

>

16.

MikpoGionorivyaa
YHUCTOTa **

3araneHe IRCN0 aepOGHIK MiKpoOOpraHisMis
(TAMC): me 6inpme 10° KYO/T;
3arafghHe YHCHO APDKIPKORHEX Ta IUliceHeBHX TpHOIB
{TYMC): ne 6ineme 107 KYO/T;
- Bincyraicte Escherichiacoliy 1T

oV, 2.6.12 1a
2.6.13, poznin 5.1.4

Binnosinae
Bimnorigae
Binnorinae

11.

Kinncicae
BH3HaYEHHA:
DY BHIIVEKY

IPOTHIOM TepMiny
36epiragns

Bwict amimpurminy B ongiil rabnerii Mae 6yt
Bim 23,75 Mr 50 26,25 Mr

Bwuict amimpurinuniny B 0IHiA Tabnernl Mae Gyt
Bin 23,13 Mr oo 26,25 mr

Pinmana
xpomarorpadis
(IoV, 2.2.29)

25,69 mT

12.

Ynaxkoska

3a posminom «Y HaKOBKay
MK PIT Ne UA/670606/01/01

MK

Bimoginae

13.

I'padiune
odopmaeHns

TexcT maprysanug no PIT Ne UA/6700/01/01 Ta 3aTRepImKeHOro

ODUTIHA-MBKeTV

Rimmorimae

* TecTa pYTHHHO HE IPOBORATEHCA.

** KOHTpONS HPOBOIUTLECH }mﬁ‘;pp:oso TIEpIHy Ta KoxcHy I'SATY HACTYTHY cepil.
Komenrapi: 36epirard B opurinansuill ynakoe npu Temmeparypi we sume 25 °C.
Bucuopox: 3aznauena cepin npodvkuil Amimpunmunin, manemyn, expumi 06010HKo010, no 25 M2 Ne 50 (10x5). v 6ricmepax
gionoegioac eumozam MEH I3 P. Ao UA/6700/01/01 gid 11.05.2018 . ma BMin ¢id 04.06.2018 p.
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CepTuhUKaT KauecTBa Ha NPoAYKLUMIO: AMITPUNTUNIH, TaBneTku, B/o, no 25 mr Ne50 Cepwus: 30121

Ly

Kpaita supoOHuk
Howmep pecerpatiifiHoro nocsiiyeHss Ta Horo repuin i
Cuna mil/axrupricTs: 02 Ta6IETKE MICTHTS - AMITDHITHIIEY MIDOXIODUS Y MEPEPAXVBAHH] HA AMITDUITTHIIH 25 MI
Howmep cepit
Kinbxicte npomyxuil B cepil (viL, mT. T2 i1, )
Jara supoGHHIITEA
Hata 3aKiHdeHHS TEPMiHy NPHIATHOCTI
Hasea aimsauni pAT ¢Texnonory

Appeca pineumii pAT «Texsomory, 20300 Yepracska o6aacTs, M. YMaHs, yn. Crapa Dpopizha.8
Ceprudixar piznosinrocti GMP _ 046/20]18/GMP g 09.08.2021 p.

CAEKXIM

©-09-16
fpuearHe axyionepHe TosapucTeo "TEXHONOM™

ayn. Crapa npopiasa, 8

TPYNa DApMALLITUYHIY KOMIZRIA

M. YMans, Hepkackiol obn.
20300, Ykpaiva

Jiluewsis Ra BUPOGHHUTRO TikapcokX acobis Cepis AB Ne 598079 3 14.02.2014 poxy
Ceprudixar e cucTeMy ynpasiinea axicrio JCTY 1SO 9001:2615 Ne UAMQ.026-056-20
Csizourso Jiepwasnot enywln Yipalan 3 nikapepkux sacobia Ne 119 rpo atecrauiio naboparopii BKA sia 20.06.2012 p.

Ceptudixar cepii Ne 4

Ten.; (04744} 4-03-02
{04744} 4-03-01
{04744} 4 03.08

haxc; {04744} 4-41-49

sipatn sByTy

AMiTpunTiIiH, Tab1eTA, BKpHTI obonaonkoro, ne 25 mr Ne 50 (10x5)

y Gnicrepax
Ykpaina

IpUAMalToHs
ynosHoEaMeHa 0c0Ga
BIBGIN 3 hapmaxonarnsay

P. No UA/6700/01/01 Tepmin ail Ge3acTpoKoRO

30121

5320vn

15.01.2021 poxy

Ciyens 2024 p.

PE3YJILTATH BHITPOEYBAHB

Ne . . . .
i Noxkazunkn sxoeri Bamorn HopmaTHBHO! fOKYMeHTaUi] Metox koaTpOmIO PesyanTaTth
Tabnersw kpyrnol dopmy, sxputi oBonoHKo0, B Bisyarsuui,
CBITNO-DOXEBOTO IO POKEBOT0 KOALODY, 3 3a 30BHImHIM
L Omie BEPXHROIO 1 HIDKEBOIO ONYIINMH rosepxiavu. Ha BUENAIOM MaMQTh Biarosizas
posnami Tmia TyToK BHAHO SIPO, OTCYEHE OOHMM | BIATIOBIAATH BHMOTaM
CYNINMLHEM NI1apoM ADY
Lagnrudirauis; BUTUO A A. YO cnexTp noraHHaHHs sUNpoSoByBaHOTD AScapbuiitn .
AMITpHUTIUTIHY e crexrpodoTomMeTpin
y po3qnny B olnacti Bix 230 um a0 350 HM NOBHHER . s
rizpoxnopua - . . . | BynpTpadioneTosift i 240 1y
MaTH MAKCHMYM 32 Tiel caMol TORKKHE XBHI, L0 | X i
PO3ISHH NOPIBHAHHA. RESI oBE T
(ADY, 2.2.25)
B. Ha xpomatorpaMi BHIpoGOBYBRHOTO POIUHHY,
onepanif TpH Kiﬂb.KEGHOMy B?IBHETJEHHL qac e
2. YTPUMYBAHRA BiKa auimpunmuniny zzépo.x.mpudy XpoMaTorpadis oo
Mac BiAnoBinaTh yacy yTpuMysaxta nika C3 (DY, 2.2.29)
amimpunmuniny 2i0poxiopudy Na XxpoMarorpami P
PO3YHHY NOPIBHAHI
AbBcopbuiiina
Kapmolzng* C. Cniexrp normvHapHs 3URpebOBYBAHOTO PO3YHHY | CHeKTpodoTOMeTpid
B o6nacri Big 500 HM 1o 550 HM NOBUHEH MATH B ynrrpadioneTosii i 520 rm
MaKCHMYM 3d BOBXHHE XBHJ Bia 513 HM 1o 523 BM BURMMi#t oBracTax
(ADV, 2.2.25)
3, Cepeanst maca 165 Mr+5,0% DV, 2.9.5 105 Mr
He Gineme nix 2 i3 20 TaGueTok MOXYTH
BIAXWISTHCK Bilt cepem:m'f MACH Ha BeAHYHHY, IO Birrpiylots
4. Ongnopianicrs Mack , SRR 2753 s T u‘?’m?fy MO HDY, 295 vl - 6,14%
{RTMBITyaNbKA Maca He Mac BIAXAIATHER 511 RN ed 35 %
CepenHpol MAcH Ha BeNHYHHY, o b
10 nepesumye 15 % Fx et
5. Poananauun He Ginsme 30 x3 NIy, 291
g | emdpenie He Ginsie 3,0 % oyt
pioxcHA Konoinuui 1o 5
Jubenzocybepon: Ha xpoMaTorpami e
BHAPOSOBYBAHOTO POILHHY TUIAMA, HIG BifNOBigae
dubenzocybepony, He Mae ByTH inTeHcHBHIIOW 33
} My C3 gubensocybepony, Ha Xxpomatorpami s,
,;7 i po3uMEY nopisHanns () (0,235 %), Tonkomaposd
A Q)mposiiﬂ{*é;_(jmimxﬂ - yurnobensanpuny Zidpoxaopud: Ha XpoMaTorpami xXposMarorpadis
H87 Lsmerme '{{3\!"‘- BunpobOBYBAHOTO PO3UKAY THIAMA, IO Biznosiae (ley, 2.2.27)
f : n Vo yuraoGenzanpuny 2idpoxaopudy, Bé Mag 0yTH ToMiunka
H o iHTencuBHinmOwW 3a WAMy '3 yuraobensanpuuy BigcyTHI
i 2idpoxaopudy Ha XpOMATOFPaMi PO3THHY
nopisugnas (b) (0,2 %);

g by 490,409




CepTuhMKaT KauecTBa Ha NPOAYKUMKO: AMITPUNTUNIH, TabneTku, Bfo, no 25 mr Ne5C Cepun: 30121

- {Hudd Oomiuixcu; Ha XpoMaTorpami
BHIPOBOBYBAHOTO POIUHUAY HOMYCKAETHEH
HAABKICTE ABOX ACRATKOBMX IIAM, KOXKHA 3 SKAX
He Mae OyTH INTeHCHBHIMOW 32 WMy (3
yurrofensanpuny 2i0poxaopudy BE XpOMaTOrpami
posuuHy nopisranzs (b) (0,2 %).
Honycxaemyen nanaricms wiaMu Ha Rinil cmapmy.

Homimzn
Bimeyrui

Han 6 Tabrerok cTymide po3ynnedns
amimpunmuaziny 9epe3 45 xB NOBUHHO BigMOBiaTR
suMoTaM pieHa Sp: ve Menme Q+5 % 119 KOKHOT
Tabaetku (Q=73 %). Akilo He BHKOHYIOTECH BUMOTH
piEng §), TO TPOAOBKYIOTE BHNPOGYBaHES Ha iyl
Sy, CepesiHe 3HAUEHAR CTYTIEHS PO3YHHEHHS
avimpunmuniny i3 12 rabnetox gepes 45 xg (8,+5;)
M&€E [OpiBHIOBATH a0 OyTH Binsure Q, 1 He ToBARHO
By ru xoarol TabxeTkH 31 CTynENeM PO3THHEHEA
MeHme Q135 %, Ao He BUKCHYHOTECS BHMOTH
pizais 8 i 8, To npogosxyTs BHnpoSysanas na
piBri S;. CepenHe JHAYEHHS CTYNEHA POIURAEHHSN
avimpurmuniny i3 24 TabneTox uepes 45 x8
(5,+5,+83) mac nopinmosarty abo GyTu Oimbie Q, §
ue Ginbure 2 7abneToK MOBMHAI MaTH CTYMHb
posunteHHs MeHiue Q-15 %, | ne nosgano GyTH
#onHoT TADTSTKH 3 CTYNeHEM PO3YHHEHHS MEBTIE
Q-25%

8 Pozunneuns

A0V, 2.9.3.
Abcopbuitina
CIIEKTPOQIOTOMETDIA B
yibrpadioneTosilt i
BHAMMIN o67acTax
(HdY,2225)

100,3 % ~
101,6 %

s nepuntx 10 rabnetox mpaifmaisae uncio (AV)
mae Oytu menme afo gopissxosark 15,0, fkmoe AV
Gutbme 13,0, To BUOPOOYBaHHIO NiLAAIOTE HACTYNH]
20 Tabrerox. Kinnese npuitvannue uuco,
pospaxosaye i3 30 TaGneTok, Mae ByTe MeHme abo
nopisnuwe 15,0 1 xoneH IHANRINYansHmil BMICT B
Tabnemini Mae Oyru He menmnm 3a (1- 25,0 X 0,01)M
ine GimemeM 3a (1+250x 000 M

0 OnuopiagicTs
’ HO30BAHNX OAHHULIL

IOV, 2.9.40, PBM

5.2

3aranpie uncno aepolHUX MIKPOOPTaHizMis
(TAMCY; ue fimme 10° KYO/r;
3arannpHe YHCIC APDRIKOBEX Ta Iuticenenux rpubis
{TYMOC): 1 6iasime 10° KVO/r;
- BincytHicts Escherichiaceliy 1

Mikpofionoriuna
10. x
YHETOTA

oy, 261218
2.6.13, po3gin 5.1.4

Bianoeizae
Bianosizae
Binnosizae

Kinsxicae
BH3IHAYEHAN:

ApH BHIVCRY Buict awimpunmuriny 8 oadiff Tabaerni Mace Sytu

L Big 23,75 mr no 26,25 mr

NpOTHION TepMiny

Buict avimpunmuiiny 8 oanifl TabneTud Mae 6yTr
30epirauns

Bia 23,13 Mr a0 26,25 mr

Pinnnga
Xpomarorpadis
(Jloy, 2.2.29)

25,60 mr

3a posainoM «Ynaroska»

12. MK PIT Xo UA/6700/01/01

¥Ynaxkoska

MKA

Bimnosinae

Fpadigne

13,
? OhopMIIEHHA

MAKETY

Texer mapryBanna 1o PIT Ne UA/6700/01/01 Ta 3aTepamenors opurinai-

Birnosizae

* TecTH PYTHHHO He TIPOBORATLSA.

** KoHTponk npoBonaTHCH BRGIPKOBO: NIEpILy Ta KOKHEY N'ATY HACTYTIHY Cepil.
Komenrapi: 36epirary s opurinanssifl yrnakosui pu TeMnepatypi #e sume 235 °C,
Bacuoeox:

3AIRAULHA €8 uz npodyKuit Amimpunmuiin, madiemin, sxpumi oboaonxow, no 25 mz Az 50 (10xS

mra.;f MK}? T3P N U4/6700/01/01 gin 11, 05 2018 p. ma 3uini gio 04.06.2018 p,
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