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MpupaTtHe akyioHepHe ToBapucTee “TEXHONO™

eyn. Crapa npopizvz, 8

fpyna dapMaueBTUUHKMX KOMI2HINA

M. ¥naHe, Uepkacokoi obn.
20300, Yxpaina

Jliuensis Ha BHPOCHAUTEO Jixapeekux, 3aco6is Cepin AB Ne 598079 3 14.02.2014 poxy

Ceprudikar Ha cucreMy ynpapainus sxictio JJCTY ISO 9001:2015 Ne UA.MQ.026-087-21
Csinourso Hepxanrol cayx6u Yxpaisu 3 TiKapcEKHX 3aC0618 T2 KOHTPOMO 32 HapKOTHKaMK No 551 npe atecraniio sadoparopii BKA
Biz 31.10.2023 p.

KpaiHa BapoOHEK
Howmep peecTpatiifHoro roceigderHs Ta Horo TepMil Al

Ceprudikar cepii Ne 5

Ten.: (04744) 4-03-02
{04744} 40301
(04744) 4-03-09

dhaxe: (04744) 4-41-49

NpuAMEnLHA

sinain 3ByTy

ynoasosaxeHa ocoba
siaain 3 PapmakoHamagy

Horenmiane, Tabnerku, BKpATi 060108X050, o 100 mr Ne 1 (1x1) y 6uricTepax

Vxpaina

P. No UA/6413/01/01 repmix mii 6e3cTDOKOBO

Cyia mit/axtusricTs: 1 Tanerka MicTHTE: cHIeRadiny IHTPATY V IepepaxyBanyi Ba cwiinenabin — 100 MT
———Hemepoeepit——__ -

Jtara BHpoCHUNTEA

_ I ;2 75 S _ _
KinmpkicTs Dpomykuii B cepil (viL. mor. Ta iu. ) 4350 yix
16.04.2024 poxy
[lata saKiHdeHHs TepMiHy OpPHAETHOCTI 1o 04.2027 poky

Haspa xinermmi IIpAT «Texsonor»
Anpeca nimerani TIpAT «Texmonory, 20300 Yepkacrka o6nacts, M. Vmans, By, Crapa ripopisea. 8
Ceprudikat pixnosinHocti GMP _064/202 1/GMP no 03.09.2024 poky

PEIYJILTATH BHITPOEYBAHE

Mo ; - -
w/n Tloxazuuku sixoeeri BuMorn HOpMaTHRHOT NOKYMEHTAL MeTon KOHTPOJIIO PeayneraTtn
Tabneriu xpyrnoi GopME, BKpHETI 060N0HK00, Bisyansxuif. 3a
1 Onme CHHELOTO KOIBODY, BEPXHS 1 HIOKHA no_aepmi SKUX 3oaﬂinmi1y[ BUTIAAOM BT
) omyxi. Ha posnami npu pozraspansi mix IyIo0 MZI0TH BIATIOBiHATH
BHJIHO SIPO, OTOYECHE OIHUM CYIITHHIM [IapoM. sumoraMm JPY
A. YO-cnexTp NONIHHAHEA BENPOOYBAHOTO PO3ITHEY, Ab6copbuiiina
OPUrOTOBIEHOIC A KUIEKICHOTO BH3HAYEHHS cnekrpodoTomeTpia
(meton 1), B o6macti Big 240 M no 320 BM NoREHEH | B yasTpadioneTosiii i 290 mm
MATH MAKCHMYM 34 NOBKHHA XBWTL (29012) mm i BEIBMiH 061acTIX 267 M
InenTndixamis: MiBiMyM 32 BOBKHHH xBENI (26632) um abo (Metor 1}
Cunzenadin HA X?OMaTOEP&(iH.BHHpOﬁ}TBaHOFO PO3YHRY, (A0V,2.2.25)
OTpHMaHIH TpY KiTBKiCHOMY BU3IHAYeHR] (MeTox 2), abo
2 Yac yTpUMYBaHHS OCHOBHOIO HiKa cunneHadiry Mae Pimiana
: CHIBTIAZIATH 3 YaCOM YIPHMYBaHES IMiKa canmesadiny xpoMatorpatia =
Ha XpoMaTorpadi po3umHy CTaHZApPTHOrD 3paska (Merog 2)
(C3) cunpenadizy mHTpaTy 3 TOURICTIO 22 Y. (4oV,22.29)
ABcopbuiina
Bapeankx B. CoexTp nornaHasHs BHOpoCYRAHOr0 po3uMHy B cnexTpooTOMETpiN
iHAMTOKApMIiH obacti Bin 570 HM mo 670 HM IOBHHEH MaTH B ynerpadioneTosil i 612 mm
(E 132) MaKCUMYyM 33 JOBXHWHM XBHUIL Bil 605 BM 10 615 HM BUIHMil obnacTax
{(IDY,2.2.25
3. Cepennsa Maca 312Mr£5% HDY 2.9.5 308 mr
He Ginpme ik 2 i3 20 TabneTox MoXyTEL
BIMXHIDITUCSH BiJl CEPEIHBOI MACH Ha BETHYMHY, IO BurpaMyoTe
4, OunnopigwicTs Macu | neperpmye + 5 %. Ilpu nromy xoaHa iHMBinyansaa ADPY 2.9.5 -4,58 %
Maca He Mac BIIXIISTHCA Bifl cepeHR0oT MacH Ha + 1,26 %
BEIMYHHY, OI0 TIepeBHImye = 10 Y%, 5"
5. Posnaganns He 6insme 5 x8 0T ] 2%
6. Tanex He 6insme 3 % ﬁ -‘\"1/ . 2,1%
Hominxa A — we 6imeme 0,3 % (we 6Ueme-]/5 @
- : - . He BuseneHo
Tika crnneHadiny nuTpaty Ha xpo,\%go ami ‘\‘(‘g‘\
POIYEHY NOPIBHAHET); 1 pf{:?ﬂ o
Hecneyughixosana domiuxa - He GL!IIEL_;}% 1 oo 0.00 %
' ! e (ue 6imsme 0,5 momi mika cumaeHadiny 1 3 e
7. Cynposinni OMaTOIPaMi PO3UHHY HOPIBEARH). T ~—t—
MOMITKH - Xp : Ip E : P T e B OV
Cyma Bcix fomimok ge Gimpme 0,5 % (He OLIBmME 2,5, 4. 0.09 %
ILTOM] TTiKa Ha XpOMAaTOIpaMi pO3YHEY TIOpiBHAHHS) i °
He spaxogyrome: niky, mnoma sxux Meama 0,05 %
ruromi mika caaenadiTy MEpaTy Ha XpoMaTorpaMi -
BHNPOGYBAHOTO PO3UKHY.
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Crymins po3gnHesHs criaeHadiyy, IKpii nepeiimon
Y PO3YHH 3 BUIPOOOBYBAHNX JO30BAHUY OJHHHIIL
gepes 15 x8 Ha piggi 51 (6 ommnan), mac OyTH He

smenme Q + 5 % 1 KOKHOT oauHAuL Sxmo He
BHKOHYIOTECA BEMOTH PIBHEA S1, TO IPOBOAATE
BHOpoGyBaHEL AT BACTYIHEX
6 oHMIE — Ha piBHI S;. Cepenre 3pagedsHs i3 12
OIWHHULE (S1 + $2) Mae nopisHroBaTH 2060 OyTH
6impme Q, 1 Hemae 0yTH xoaHoT omuHH 31
CTyYIeHeM po3duHeHRs MeHme Q15 %, Axmo

97.0 %-101.9 %

8. Posunnensst OI¢pIKAaHI pe3yIBTATH HE BIANOBINAKTE piBHAM S1Ta BBy 223
S», BunpoOyEaHHA TPOJOBXCYIOTE A0 piBad S3. Ha
pizni S5 (12 ozusMUE), CepenHE 3HAYEHHA 13 24
ogaauis (S) + S2 + S3) Mae nopisHrosary abo Gyry
Gursmie Q, i He Giasmie 2 OARENIE MOXYTE MaTH
CTyIiHEs pozauneRss Meame Q-15 %, i Ae moBHENHO
OyTH XKOOHOI OMBHAI 31 CTYICHSM POITHHEHHA
menmre Q-25 %. Q — e cryniHs pO3YHHEHHA AF0T0T
pPe9IOBHHY, IO CTaHOBKTE 75 % Bin HOMiBadLHOTO
BMicTY TalJNeTOK.
Jns mepmex 10 tabrerok upritvansae qucno (AV)
mae OyTH merme abo ,C[DplBH}OBa’I‘H 15.0 (AV < 15.0).
}ixmozgv > 15.0, BunpoOyBaHHIO MIJaKTh HACTYTIHI DY, 2.9.40,
b o TaOfieT.OK Kipnere DpmiiMasinEe THCIO, P OApARYHKOBO-
3. pospaxopane iz 30 Tafnerok, Mae OyTa Merme abo " 1,2
IR ECC QRS nopisrosary 15.0 (AV £ 15.0) i xonen i
. : : : . (PBM)
inuel gyanpaedt BMicT y Tabnetui Mac OyTa He
MeHIEM 33 3HaverHs {1 —25.0 x 0.01)M, i e
Ginpmrav 3a 3gagersa (1 +25.0x 0.01)M.
3araibHe YUCIO 2cPOOHEX MIKpOOPraHiaMis
. . . (TAMC): me 6imeme 107 KVO/r. JoV, m2.6.121a : .
10. Mixp oﬁxonogmﬂa 3aranpHe YHCI0 APDKAKOBHX Ta INTICEHSBHX IpuOis 2.6.13; Bianoslzze
qperoTa” : ’ Biauogixae
(TYMCOC): e Sinpmme 107 KYO/r. 5.14 g oo
Biacyraicts Escherichia coliz 1 T.
Metoxn 1
BuicT Ca2H30NeS Q4 (cunmenadiny) Mae OyTa: Afbcopbuitua
- Ha MoMenm eunycky: Bix 95 mMr o 105 Mry criextpodoToMeETpis 99 mr
repepaxyBaHi Ha Cepe/IHio Macy TAbIeTKA; B yIpTpadioneTosii i
11 Kinnkicne BEIHAMIN 0ONACTEX
: BU3HAYCHHS (I®Y, 22.25)
- RpOMAZOM MEPMIHY 30epizanta. abo Meton 2
Bim 90 Mr mo 105 MT y nepepaxyBaHHi HA CEPEIHIO Pigmana -
Macy TabaeTKu. xpomarorpadis
(HDY,2229)
12. ¥naroska 3a posainoM « YIIaKoBKay i g
MEKST PIT Ne UA/6415/01/01 - Elmorigne
13. MapKyBaHHA Texer Mapryranus no PIT Ne UA/6415/01/01 12 3aTBepIOKeHOTO RiaETEe

OpHUTiga-MaKery

* KoHTpOIIs EPOROAMTECS BHGIPKORO: TIEPITY Ta KOXHY I ATy HacTyIHY cepil.
Komentapi: 36epirats B opuriHanpHill yakoeii NPy TeMIepaTypl He BHIIE 30 °C.

BHCHOBOK: 202Hauena cepia npodvkull Homenuiane, madnemsu, expumi 000101Ke0, no 100 mz Mol (IxI) y onicmepax
eidnoeidne sumozas MK JI3 P. No UA/6415/01/01 eio 12.06.2017 poxy, sminam id 13.03.2018 pory. eio 06.02.2020 poiy

ma eio 13.03.2024 poxy.
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Hauaneaux BEKS

3asiBa nopo cepTﬂq:mamm.

«Ilmv s 3acBigEyIa ~paBefena BHIe HQopuauit e HOCTORIpHOIO Ta TouROK. Lo cepito mponymuil Gyro EMPOGIIEHO
(sxmovaro TR AR EY .-:,--\ paui) TA TPORENCHO KOHTPOME ii AKOCTi Ha BUme3asRasenill Hiis kY OBHIE SlIEosiHocTi 3
RHMOTZ \ MiCIEBHM PETY/IATODPHEM OpTaHOM, a TakoX BIANOBiamO IO CI{BI{H ?m: /M{ TATECA Y
peecTpaih Y11 BHpOGHMITTBA; TTAKyBAHEA T4 aHAT3iB GYJNO MeperiiHyTo f:m\ eHo 'I@B* HicTs
GMPs». | G{ «‘\

Cepiro lm qgiwz%os &1 o G0 sunycky (peanizauii). y =
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