@-09-16
MpuBaTHe akyioHepHe ToBapucTre "TEXHONOM"

R S syn. Crapa npopiaHa.‘S Ten: (04744) 4-03-02  npusmanbrs
foyna mapmmauemmmx comnani M. A}'MaHb‘ Li@fpxamxm obn. (04744) 4-03-1 YNoBHOBAaXEHa 0coba
20300, Yipaiua (047441 4-03-08  einnin 3 dapmakoHarngy

hake: (04744) 4-41-43  aippin 36yTy
Jliuersis na BUpoOHUNTBO nikapchiux sacobin Cepis AB Ne 598079 5 14.02.2014 poxy

Ceprudixar Ha cucteMy ynpasiinug axicrio ICTY 1SO 9001:2015 Ne UA.MQ.026-087-21
Coinourso [epxanuoi cyx6n Yipainu 3 1iKapchkux 3aco5iB Ta KORTPOMO 32 HapkoTHramu Ne 551 npo arecraiiio naGoparopiil BKA 8in 31.10.2023 p.

Ceptudikar cepii Ne 6
Jlepodaoxcanun, TabJeTKH, BKPUTI 060J0HKOI0, 1o 500 mr Ne 10 (10 x 1) y Guicrepax
Kpaina BupoSHuK, Vipaina
Homep peectpaniffHOro noceigyeHHs Ta Horo Tepmin aii P. Ne UA/11208/01/02 TepmiH i 6e3cTpoKoBo

Cuna pil/aktueHicTs: 1 Ta0neTka MicTuTe: 512,46 Mr nesodnokcanyHy reMirizpar. o eksipajtenTHo nesoduiokcaiuny 500 mr
Howmep cepii 41024

Kinexicte npoaykuii B cepil (yi.. IUT. Ta iH. ) 7844 v
Hara pupobuuirea 10.10.2024 poky
Jara 3aKiH4eHHS TepMIHY NPHIATHOCTI no 10.2027 poky

Haspa mimeruni IIpAT «Texuonor»
Anpeca pimsanui _pAT «Texnonory, 20300 Yepkaceka 064., M. YMans sy, Crapa npopizua, 8
Ceprudikar signoeinnocri GMP 098/2024/GMP no 14.06.2027 poky

PE3VJIbTATH BUIIPOEYBAHD

No . .
a/nt Ioxazumky axecri Bumorna BOpMaTHBHOT JOKYMeHTANiT Meron KORTPOJIIO Pesyabratu
Tabnerxu kpyrnoi dopmu, BKpUTI 0OOJIOHKOIO, Bl
CBITIC-POIKEBOI0 IO CBITIIO-KOPHUHEBOIO KOMLOPY Bisyaneauil. 32
imri ) epXHs | 30BHIUIHIM BHITISAOM . .
1. Onmc 3 POXEBUM BillTIHKOM, BEPXHs Ta HIKHS [IOBEPXHS | 30BH . TN Binnopiae
sKMX onyrt. Ha poznami min ynoio BHaHO 34p0 MaloTh BIONOBiKaTH
CBITIIO-KOBTOTO 200 JKOBTYBaTO-OUIOT0 KOABOPY, suMoram IOV
OTOYEHE OJHUM CYLIIBHUM 11apoM
. A. Ha xpomarorpami po3duHy nopisHaHHs (a),
InenTadirxanis i aueHH] CYNPOBIIHUX JOMIIIOK
- Jlepogaoxcauun ONCPIMAHIH IPH BHSHATE YHPOBLAHIX 2 ’ Pigunna
4ac yTpUMyBaHHS MiKa Jzesoquzomaz{uny Mae xpomarorpadis Biznosinac
BiIMOBigaTY Yacy yTpuMyBaHHa nika C3 (TIDY, 2.2.29)
nesoghroxcayuny Ha XpoMaTorpami pO3ulHy ’
5 nopiBHAHHES (¢)
B. [TuTome orrquoe O6CpTa’P;HSI Mae 6yTH Big DY, 2.2.7 -102°
-85° no -115
- bap BHKH * 2?72 C. BunpoGopysannii po3uHH Ia€ PeaKiito 3 Kauio . _
oleHx uepaonuii (£ o ) epoyianioy posyunom P, yTBOPIOETECH 0Call Konsoposa peaxuis Bianosinae
samsa (};«Zc;a;lza)xonmu CUHBO-3EJICHOTO KOJILOPY.
3. Cepenss Maca 630,0 Mr5 % DY, 29.5 626,2 Mr
He Ginpie nix 2 i3 20 TabneTox MOXYTH
BiAxMASTHCS B CEPENHBO] imzslc(x;x (;xa BEJIHYUHY, IO BurpuMyioTs
- TICPEBHIILYE = 2, 7% DY, 2.9.5 -1,73%
4. | OpmopimsicTs MacH Ilpu LpOMY JKOIHA iHAKBILyATbHA Maca He Mae ADY, + 3° 63 %
BiEXMIIATHCA Bill CepeIHBOT MACH Ha BEJMYKHY, LIO
nepesuiye = 10 %.
S. Pospananns He 6inpure 30 xB 9 xz.
6. Tanbk He 6imbue 3,0 % 1,8%

e N

.. . Bynp-saxa oxpema gomimka — He 6insie 0,2 %
7. | Cynposizui JOMINMIKH Y P ’ ¢ He sussieno

i
Cymapsuii BMicT noMiuok — He 6inpue 1,0 % , A B%ﬂcyms{
Jns 6 TabneTok CTyNiHb PO3YHHEHHS ’%ﬁi%%@ﬁ; PipennS:
nesodurokcanmny depes 30 XB MOBHHHO %copﬁmﬁﬁa 05,4 % - 102,9
BinnopinaTy Bumoram piprs S He Menine Q +5 % | crekTpooTOMeTpis %
8. Posnmentis st kosxuot Tabnetku (Q = 75 %). Sxwio ne B yasrpadioseTosii i
BHKOHYIOTBCA BUMOI'H PIBHA Sy, TO CepeHe suaumiil obracTax
SHAYEHHSA CTYIIHA PO3UYMHEHHS JICBOPIIOKCALIHY (JIPV,2.2.25)

B ce ar /2 S




uepe3 30 X Ha pipni Sy 13 12 Tabretok (S + Sy)
Mae fopirroBaty abo 6ytu 6inbie Q i He OBHHHO
OyTH x01HOT TAGNETKM 31 CTYNEHeM POIUHHEHHS
Mesute Q — 15 %. SIKIO He BUKOHYIOTHCS BUMOIH
PiBHIB S) Ta Sz, TO NPOAOBKYIOTH BUNPOGYBaHHS
Ha pieHi S;. CepeiHe 3HAYEHHS CTYNCHS
PO3YHMHEHHA NIEBOMIIOKCALMHY 13 24 TabaeTok
uepes 30 xs (S) + Sz + S3) Mac nopisHiOBaTH 260
Oyru Ginpe Q i He Ginblue 2 TabNeTOK NOBHHHI
MaTH CTYNiHb po3unHeHHs Menme Q - 15 %, i
HENOBUHHO OyTH OIHOT TabeTsy 31 cTymeHeM
pozunHeHns meHie Q - 25 %.
- 3araneHe 4HCIO aepOGHHMX -
MikpoopraHismis (TAMC): He 6insme 10°

i i i KYO/r;*
Mixpo6iosoriana ) 3
9. qp“ U 3arajpHe YHCIO APLKDKOBUX Ta IUICEHERUX ADY, 2_§,12, 2.6.13, )
rpubis (TYMC): we Ginbwe 102 KYO/r; posnin 5.1.4

OKpeMi BHIOM MIKpOOpPraHiaMis:
BiICYTHICTE Escherichia colin 1 r* -

Hns nepumx 10 Tabnetok npuiiMansHe 4ucio
(AV) mae 6ytr menwe abo nopisniosary 15,0.

Axino AV 6insme 15,0, To BunpoSyBaHHO JI(DZ’;I\'/?AO’
nianatots HacTynHi 20 rabierok. AGoopGiiiia
o . . . .
10. JHOPIXHICTH Kinuere npuiiManbie YHCno, po3paxosane i3 30 crexTpothoTOMETpis 2.0

KosoBamEx oguENne | TaGrerok, Mac 6yru meHwe abo popieHoBaty 15,0
i’KomeH IHIUBIAyabHAN BMICT y TabmeTul Mae
Oyru He merimm 3a 3HageHHs (1 — 25,0 x 0,01) A,

B ynpTpadioneToBit i
BUIOMMIN 065aCTIX

i He GiNBLIMM 33 3HAMEHHS APY, 2.2.25)
(1+25,0x0,0H)M
Abcopbuifina
Kinpkicue Buict nepodriokcanuty B ofxill Tabnerii Mae 6yTH | CreKTpodOTOMETPI
12. BH3HAYCHHA: Bix 475,0 Mr mo 525,0 Mr, B nepepaxyBaHil Ha B yibrpadioneTosiii 1 508,0 mr
neBogIOKCAIHH CepefiHio Macy OfiHiel TabneTiu BUAMMIN 00nacTIX
(DY, 2.2.25)
3a po3minom «YNaKoBKa» MKST Binnosinac

13. Ynaxosxa MICST PIT Ne UA/11208/01/02

Texct mapkysanns 1o PIT Ne UA/11208/01/02 Ta 3aTBepkeHOr0

. Binrosinae
OpHriHan-MakeTy

14. MapkyBaHus

* MeToauKa IPHIaTHA Ul BUSBIEHHS CTiHKOT MiKpO(bnopH

** KOHTpOJIb [POBOIHTECS BUGIpKOBO: NepLy Td KOXKHY N’ ATy HaCTyIHi cepil

Bci nOKasHUKY, KpiM <<MleO6IOHOI‘1‘{Ha YHCTOTAY, IepeBipAtoTCA Y Heposdacosanil mpoxykuii
Komenrapi: 36epiraty npu Temnepartypi He puime 30 °C.

BUCHOBOK: 3a3HaueHa cepia npodyxkuii Jleeodnoxcayus, mabnemxu, expumi_o000a0uKo10, ito 500 mz Ne 10 (10x1) y
Gnicmepax sidnosidae eunozam MKI P.Ne UA /11208/01/02 6id 02.04.2020 poxy ma sminam ¢id 28.04.2021 poxy I eid
09.06.2021 poxy.
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«L{¥M 5 3acBiuyH0, O HAaBeeHa BUIIE iHDOPMANis € JOCTOBIPHOK Ta TouHOW. Lo cepiio Hpozxyxuu 6yno Bmpo6neuo (Brmrouarouu
aKyBaHHI/MapKyB 73, [IPDBLICHO KOHTPOJS ii sKOCTi Ha BI/ILU,B3&3H&'~1€HH/I mnb{mul pA ng;aﬂm BiANOBiZHOCTI 3 BUMOTaMH GMP,

BCTa@HOBJIEHHMH xc& M perynﬁ
Iporoxonu Bl/l % 6}1 xf{)’ naKyBa
Cepito 20mosaf gpodykuft dozeope
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sunycky (peanisayii).
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