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FipueaTHe akuioHepHe TOBapuCTBO "TEXHONOr"

ven.: (04744) 4-03-02
(04744} 4-03-01
(04744) 4-03-09

thawe: (04744) 4-41-49

NPUAMENBHA
ynophosaxena ocoba
BIALIN 3 hepMEKoHamnsay
Bigain :6yvy

yn. Crapa npopizxa, 8
. Yradb, Yepkacokoi obn.
20300, YrpaiHa

[pyna GapmMaueBTuyrHnX KOMOaHin

Jliueusjg Ha BUPOOHMUTBO JIKAPCHKUX sacoGis Cepist AB Ne 598079 3 14.02.2014 poky
Cepruipixar Ba cHCTEMY YIPaBiiHHA axicrio JICTY 1SO 9001:2015 Ne UAMQ.026-087-21

Ceizourso Jeprrasnol ciyuxtn Yipaitn 3 nikapchKMX 3ac00iB Ta KOHTPOIIO 32 HAPKQTHRAMH Ne 551 nipo arectautiio 1aboparopil BKA

miz 31.10.2023 p.

Ceprudixar cepii Ne 3

~ PUBOKCHH, Tabnerksd, BKPUTI 0060J0HKOI0, 110 200 mr Ne 50 (10x5) y Gaicrepax

Kpaia BUFOGHIK

s L ;'--by"-
VYxpaida

Homep peecTpaniinoro [TOCBiAMeHHs Ta Horo TepMiH il

Cuna pit/akTusuicts: 1 Tabnerka MicTuTs: puboxcuny — 200.0 Mr

P. Ne UA/6774/0 1‘/.(‘)1 TepMiH i1 6e3CTPOKOBO

20125

Homep cepil

Kinpxicts npoykuii B cepii (yn.. wr. 1a is. )

3515yn

20.01.2025 poxy

Tlata BUpOOHULTBE

JlaTa 3aKiHYeHHS TEPMIHY TIpHIATHOCTI

710 01.2028 poky

Hassa ninpauni TIpAT «Texsomor»

y. 20300 Yepkaceka 06JacTb, M. YMaHb, BYIL. Crapa ripopizsa.8

Anpeca ninbruni TIpAT «TexHonon

Ceprudixar siznosizsocti GMP 098/2024/GMP no 14.06.2027 poky
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Ne [loxa3sHBKH » ‘1
il — BuMory HopMaTHBHOT AOKYMeHTAU MeTox KOHTPOJIO Pe3ynbTaTi
S T Tabnerxu Kpyrot Hopm, BKPUTI OGONOHKOLO, Bil BisyarpHuit.
CRITJIO-KOBTOFO HO JKOBTOTO KONBOPY, BEPXHA i HUKHS 3a 30BHILIHIM
1. Onuc noBepxHi axux onyxii. Ha poznami 1pH po3rIIsNaHH] BULASAOM MaroTh Binnoginae
f1if, ITIOR0 BHIHO AAPO, OTOUCHS O/IHMM CyLiTBHAUM BifNOBiNAaTH BUMOTaM
IAPOM oY
A. VO - CrIeKTp NOTrNmHaHHA BHOpPOOOBYBAHOTO ABcopbuiiina
pO34KHY, IPHTOTOBAROIO U1 KIBKICHOTO CrIeKTpoHOTOMETPIA B
BU3HAYEHHS, B 061acTi yabTpadioneTosii i 249 M
Bix 220 um g0 300 HM NOBHHEH MaTH MAaKCHMYM 38 purMMil 001acTaX
JOBKHHHM XBUJ (249 + 2) HM Py, 2.2.25)
r 5 . , , A6copOuitina
B. BigsowieHss ONTHUHOT TyCTUHH PO3HUHY, .
: I Lo crnekTpodoTOMETPIA B
IpenTugixamis: MPUTOTOBAHOTO AN KiIpKiCHOTO BU3HAYEHHS, 38 ybTpa dioseToBilt ;
PuGoxcuy JosxHHH xBwii 249 BM IO ONTHYHOT IYCTHHH 38 % 1,72
nopKuRE X8yl 260 HM, Ma€ GyTu Bin 1,60 no 1 80 BUAMMIF 0672CTIX
o ’ ’ i (v, 2.2.25)
- C. Peaxiiist BOJXHOTO PO34UHY Npenapaty 3 0,1%
pO3YMHOM 3a%1i3a (111) xnopuzy Ta 10 % po3arHoM
opumHy. Ilicns BUTPAMYBAHEA ofiepKanoi cyminii Ha KonpopoBa peakwis Binnosinae
kuiLIsyill BONsHIN Gani mpoTATOM 1 XB, 3" ABAACTHCA
senexe 3adapBaCHAA (pub03a)
r ABcopbuiiina
bapBHUK D. VO - criexTp DOrinHaHEA BUNpoBOBYBAHOTO criekrpodoToMeTpid B
XironinoBui pO3UMHY B o6nacti Bix 380 uv go 460 HM NIOBHHEH yapTpadioneToii i 414 BM
sxopTrii (B 104)%* MaTy MaKCHMYM 3a JOBXKHHH xpuni (406-416) uM BUIMMiN 00NacTIX
(ADY, 2.2725)
['3. Cepegnst Maca 2750Mr£5% BV, 2.9.5 7 274,2 MT
He Ginbme Hix 2 i3 20 TabNeToK MOXYTH BiAXMASATHCS NG X
- Bi cepeHbOl MacH Ha BE/ITHHY, 1O TIEPEBHILYE & 5 \BmpnMyro-rb
4. QRHCPULHICTE %. TIpy HBbOMY KOJHa innMBiAyanbHA Maca HE Maec E 2,26 %
macH BiIXMIATHCA BLL CEPENHBOT MACH Ha BENIHUUHY, 110 b 3 +1,61%
mepepuuye = 10 % 5
PoznagapHs He 6inpime 30 x8 15 x8.
Cynposigni
JXOMIIKH [inoKxcanTHH — He 6iblue 0,5 %; He BusiBieHO
[inoxkcasTHH T'yaHO3HH - HE Ginswue 0,5 %. 0,1%
T'yanozuy
Cryninb pO3YUHEHHA puBOKCHHY, KUK TiepeiLIoB Y @Y, 2.9.3
PO34HH 3 BUIPOOOBYBAHUX 030BAHKX OJMHHIE YEPE3 A6copOuilina 99,4 % - 100,9
45 xB na pisHi S1 (6 onMHHIL) Mae OyTH HE MEHIIC Q+ cnekTpodoTOMETPIs B %
7. FOSHIRHEHIE 5 9% Ans KOKHOT OXMHALL. SKIIO HE BUKOHYIOTBCS ynbTpagioneTosi i
pEMory pisns Sy, TO CTYTiHb PO3HHHEHHA pHOOKCHRY, puxuMil 06nacTsiIx
AKuil nepediuos y po3uMH 3 BUNIPOOOBYBAHAX (oY, 2.2.25)




AO30BAHKX ONUHHUID tepes 45 xB Ha piBHi S, (6
OJIMHHILL), CEPENHE 3HAYEHHS i3 12 ORHHUI (S + S5)
Mae LOpiBRIOBaTH 260 GyTu Gimpuwe Q i He mae 6yTu
')KOI(HOII OMHHLII 3] CTYIICHEM PO3YHHEHHS MeHLIe Q—
15 %. Sxwo omepixani PE3YALTATH HE BiANOBIAAIOTE
PiBHSIM S) Ta Ss, BHNIPOOYBAHHS NPONOBKYIOTH 110
piBHs Ss. Ha pisni S; (12 OJITHHMIIB), CCPEAHE 3HAYEHHS
i3 24 omummue (S, + S, + Ss) Mae nopismopary abo
OyTH Ginbiwe Q i He Ginbme 2 O/IHHHUIB MOXKYThL MAaTH
CTYHiHb DO3YHHEHHS MEHLIe Q-15 %, i nemac woamoi
OZMHHUII 31 CTYNIEHEM PO3YHHCHHS MeHIIe Q-25 %.
Q — ue crymine po3unHenns 1ix0907 peyosuny, 1o
CTAHOBUTE HE MeHINE 75 % BiX HOMiHANBHOTO BMICTY
P Tabnerku

MILUH nepuux 10 rabretok npuiiManthe ynco (AV) _
Mae OyTH MeHwe a6o nopiBHIOBaTH 15,0 (AV <15,0). Lo
" Sxwo AV > 15,0, Bunpo6oBysanko miaioTs R

Onuopingicrs Hactynwi 20 tabnerok. Kinuepe NpuiiManbHe yucho, APV, 2.9.40,
8. N030BaHUX pospaxosae i3 30 Tabnetok, Mac 6yt Menme aGo Po3paxyHskoBo-Barosuii 1,5
OXMHHIB Aopismtosatu 15,0 (AV < 15,0) i :xonen ] METON

IHMBINyanbHAi BMICT v TabneTni Mae OyTH ne
MeHLIMM 32 3padents (1 -25,0 x 0,01)M, i ue
OinpLinm 3a 3navenns (1+ 25,0 x 0.01)M

-3aranpHe 4UCHO aepoBHHX MIKpoOpraHismis Menmre 10
(TAMC): ;
9 Mikpo6iosioriuna e biabe 10° KYO/T. Hg’g,élllfg‘ifaiﬂgagﬂﬂ, Menwe 10
’ qHCTOTa*® -3araibHe YUCIO APDIAKOBHX T4 IUTICEHEBUX rpubis ’ I;o.zymn P ~l 4 ’

(TYMC): ne 6inbure 102 KYO/r. He sussneno

-Bincyruicts Escherichia colis 1 r
A6copbuiiina
N Buicr CroHiz N4Os (puboxcuny) B Tabnetui Mae Oyra | cnekTpodoTomeTpis B
Kinekicue : . . :
10. 811 190,0 Mr 10 210,0 Mr, y nepepaxysasni Ha yabTpadioneToii i 199,5 mr
BH3HAYEHHS A vy o
CEepeHIO Macy oaHiel TabneTku BHIMMIN oBnacTax
(ADY, 2.2.25)
11. Haxysaunsa 3a posninom «Ilaxysannay MEKSI Ne UA/6774/01/01 MKA Binrmosinae
12. Mapxysauns Texcr mapkyBanss no PIT Ne UA/6774/01/01 ta 3aTBEPIUKEHOTO OPUTiHAT-MAKETY Binnosinae

* KOHTpOA» POBORMTECS BHBIPKOBO: NEpITy Ta KOXHY 1I’STy HaCTyIIHY cepi.
** KoHTposis npoBoanThCs BHOIPKOBO: NEPLLY Ta KOXKHY AECATY HAaCTYIHY Cepii.

KomenTapi: YmoBu 36epiranns ta TPaHCNOPTyBaHH : 36epiratu B OpuriHaibHil ynaxosui npu TeMnepatypi He

Bume 25 °C.

Bucnoeok: 3aznayena cepis npodyruii PHBOKCHH, mabnemru, expumi 06ononxoio, no 200 ne No 50 (10x5) v
bnicmepax gionosidac eumozayv MKSIJI3 P.No UA/67 74/01/01 6i0 20.09.2017 poxy ma 3mini gid 28.04.2021 POKY.
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