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Byn. Crapa npopissa, 8

foyna dapmaveeTuunux KOMMaHin

b, YiaaHs, Yeprackkol of,
20300, Yupaina

Ceprudikar ga CHCTeMY ynpasnings sxicrio JCTY 1SO 9001:2015 N UA MQ.026-087-21

Caigoureo Hepaxasnoi cnyxbu Y

Bin 31.10.2023 p,

Kpaina Bupotunx
Howmep peecrpanitinoro noceinucnns ta Horo Tepmin mif
Cuna nii/aktusnicts: 1 TaGnerka MICTHTB:
Howmep cepii
Kinbkicts npogyknii B cepii (vir.. . Ta i1, )
Hata supobummrea
Jlara sakindenns repminy NPHAATHOCTI
Hassa pinensi  [IpAT «Texuonor»
Anpeca nimsanni TIpAT « Texnonom. 20300 Yepkacbka 06nacT. M. YMaus.
Ceprudikar signoeignocri GMP 098/2024/GMP no 14.06.2027 poky

Ceprudikar cepii Ne 6

ITorenniaue, TalreTKy, BKpHUTi 06010HK00, 116 50 Mr No

Yxpaina

Ten.: {04744) 4-03-02

darc: (04744) 4-41-49

KpaitH 3 JiKapehkux 3aco6iB Ta ROHTPOTIIO 32 HAPKOTHKAMK Ne 55 |

(04744) 4-03-01
{04744) 4-03-08

©-03-18

MpuBarte akuionepwe TorapcTso "TEXH onor-

npuHMansHs
YNCBHOBaKEHS 0c06a
Biggin a apMaxoHamagy
eigain abyty

PO arecTauio naboparopit BKS

4 (2x2) y 6aicrepax

P. No UA/6415/01/02 TEPMiH i 6e3¢TPoKORD

CHLIEHAdiTY IMTPATY Y NiepepaxyBasui Ha cunneradin — 50 mr

20924/4

27 740 yn

10.09.2024 poky

20 09.2027 poky

Byn. Crapa npopizna, 8

PE3YJIbTATH BUIIPOBYBAHB

;:’f: Hoxasnukn sixocri Bumoru nopvatuenoi goxyvenTani Metox kouTpoaio PesyasTaTn
TabneTxy kpyrmiof dopm, BKpHTI 060s0HKOD, Bizyansumii.
01aKUTHOTO KOIBOPY, BEPXHS | HUKHS HOBEpXHi 3a 30BHIMHIM
1. Onxuc AKuX onykni. Ha poznami mpy posrasaassi mig BHUINISIAOM MaoTh Binnosinae
JIyIIOI0 BUILHO SADPO, OTOYEHE ONHHM CYLNbHIM BinnOBinaTH
WapoM. BUMoram [PV
A. YO - cniexTp noranHanys BHOPOGOBYBAHOTO
PO3YHHY, IPHTOTOBAGHOI0 1714 KiIEKiCHOrO Abcopbuiiina
BUIHAYCHHA (MeTon 1), B obmacti iz 240 um no 320 coekTpodoToMeTpis 292 BM
HM NOBHHEH MaTH MaKCUMYM 3a NOBXKHHM XBuni (290 | B ynsrpadioneTosii i 267 5m
+ 2) uM i MiRIMYM 32 RoBmMEY Xewi BHIONMi#H obnacTsax
Inentudirvauis: (266 £2) um abo {Merton 1)
Cungenadin Ha XpOMaTorpami BUIPOGOBYBAHOTO PO3UHHY, (APY, 2.2.25) abo
OTpHMAHIH NPH KibKiCHOMY Bu3HaueHHi (MeTon 2), Pipunna ]
) Hac yTpHMYBaHHA OCHOBHOTO Nika cHnfenadiny Mae Xpomarorpatis -
’ CHIBIANATH 3 4ACOM YTPUMYBAHRS Mika cunperadiny {(Meron 2)
H& XpOMATOrpaMi po3yHHY CTAHAAPTHOIO 3pazka (ADY, 2.2.29)
(C3) crmenadiny umTpaTy 3 TouHicTO = 2 %,
Abcopbuiitna
Bapeuuk B. CrexTp noruHaHns BUNpoGyBaHoOro POSYHHY B cnemporbpmu&e’r}?iz_ _
iHMroxapmin obacTi Bixg 570 HM 10 670 HM NOBHHEH MaTH B yﬂb'l‘pifq.}lofleTOBlﬁ i 611 um
(E132) MaxCHMyM 3a JOBKHUHNA XBHIL Bix 605 HM 10 615 mm BHAAMIN 001acTax
(JdY. 2.2.25)
3. Cepenns Maca 260 Mr+5 % DV 295 256 MT
He Ginpie nix 2 i3 20 TableTok MOXYTE
BUIXMIIATHCA Bil cepeHboi Macy Ha BENUYHHY, IO Bapumysors
e+ 59
4. Onnopiamicrs macn | NCPCEALYE = 3 ./6' Ipu HEONEY O o JbV 295 -1,21%
Maca He Ma€ BIOXIISTACS Bill CEPENnbol MacH Ha +1.57%
BENTHUHHY, W0 ePesriaye
s +10%
5. Poznapanus He Ginpie 5 xz oV 291 2 XB
6. Tansk He Ginbure 3 % AoV 22 %
Homitka A — ge Gimbie 0,3 % (ue Ginsie 1,5
1ioni nika cunfeHadiny uuTpary Ha xpOMaTor% s He Bugeneno
PO3YHHY NOPIBHAHES); <y Y —
Hecneungixosana nomiurka — ue Gimse 0,1 % = “; ;" . .
- Ginpure0,3 niomi mika cunpenadity Wi Ty a 2 ‘”_J_x P iy 0,08% 0,03%
7. Cynp OB XPOMAaTOrpaMi po3unny nopisaauns) &/ B3 T:;;;(E
AOMILIKH Cyma Beix somiwox He 6insnre 0,5 % (ue ﬁigﬁ%&i,% 3 "f‘“ 2 0.1%
TLIOL} TKA Ha XpOMAaTOrpaMi posyHHy TIopi iy )Cj_% ?‘, ’
He BpaxoByroTs: Miku, IUIOWa AKHX MEHIIA *G’\ﬁ@ 2, 3 f:‘,‘
oL nika cangeHadity UHTpaTy Ha XpoMaro _t_ﬁ@a;a___, -
BUNPOOYBAHOIO PO3UHHY

Pox Qural 1610 bif 25

jo. e 3?«/



Crynine posuuHesns cunnenadiny, axni nepeiior
¥ PO3uHH 3 BUTIPODOBYBAHMX 1030BAHUX OAHHHLL
yepes 15 xe na pieni S$:(6 OIMHUIEY, MaE BYTH He

mene Q + 35 % mis xoKkHOT ofuERLL. KO He
BUKOHYIOTECS BHMOTH PiBHA Si. TO NPOBOAATE
BEIPOOYBAHHS JUTS HACTYTHUX 6 0x#HKHLE — B2 pisHl
S,. Cepenne 3Havenns i3 12 onuHuies (S1+ So) Mae
nopisHioBatk abo GyTy GlIbIIE Q. 1 Hemae OyTH
WOIHOT OMAHHELI 31 CTYNEHEM PO3UHHEHHA MEHINC
Q-15 %. S0 ofepKaHi pesyIpTaTH He

98.6%-101,0 %

5 RodaieRas minnosizaoTs pisHAM Si 18 Sz, BANpOOYBaHHA NPy 2.9.3
TIPOIOBXKYIOTH JIO piBns S;. Ha pigmi S5 (12
ORMHHIIL), CEPEAHE 3HAUCHHA 13 24 COMHHLE ($1+8S:
+ S5) Mae nopipiosary abo GyTu Ginkine Q,iHe
Ginpilie 2 OJMHHLE MOXKYTh MATH CTYTIHE
PO34HHEHHS MEHIIE Q-15 %, 1 He ICBRHAHO OVTH
SKONHGT ONHMHMAL] 31 CTyIICHEM PO3UAHEHHA MEHLIE Q-
25 % Q — 1€ CTyniHb PO3HHHEHHA Mil0Y0T pEHOBHHYL,
{0 CTaHOBHTD 75 % BiA HOMIRATLHOTO BMICTY
TabNeTOK.
Tt neprax 10 TabneTox npHitMaTsHe 9MCI0 Mag
GyTu MeHine abo AOPiBHIOBATH 15.0 (AV <15.0).
Srmo AV > 15.0, BunpofyBanHio MHINAIOTS HaCTyHi
o ot 20 rabneTox. Kignese npuiiManbhe ¥HCAO, OV, 2.9.40, MeTOR
nHOpIARICTH . _ ~ %
9. ROSDBANHX OAMHHIL: pO3paxoBaHe 13 30 rabnetok, mac OyTH wmeume abo NPAMOTO BH3HAUEHH 3.8
nopisrioBath 15.0 (AV £15.0) i mones (MI1B)
fnpBi Ay anLHIT BMICT ¥ TaGaetni Mae OyTH He
MCHIIHMM 32 sHauenns (1 —25.0% 0.01)M e
Ginpprmm 3a snavenna (1 +25.0 x 0.00OM
3araapHe HCIO aEPOCHMX MikpoOprasismis
Mixpodiosoriusa I e ki 10°KYOr. (DY, 2.6.12 12 -
10. wreToTa® Jaranbne YHCelo npm{mxlcsux Ta TUIICEHEBHX TPHOIB ~ 6.13: 5.1.4 =
(TYMC): ne 6inbme 10? KYO/T. ’ -
Bincyraicts Escherichia coliglr.
Merozx 1
Buict CazHzeMNeSOu (cunnenadiny) mae OyTu: - HQ A6copbuiina
vomenm sunycky: Bin 47.5 Mr IO 52.5Mry cneKTpoOTOMETPIA 49.4 Mr
nepepaxyRaHHi Ha CEPEAHIC Macy TaOASTKH; B yieTpadionerosii i
1 Kinskicae pUppMiE ofmacTaX L]
e BH3HAUSHHS (DY, 2.2.25)
- HPOMAZOM MEPMIHY sbepieanna: abo Meroxn 2
Bin 45 Mr go 52.5Mry nepepaxyBanHi Ha CepeHIo PinuHHA =
Macy TabAaCTKH. xpomatorpadis
(v, 2.2.29)
12. Ynakoska Qﬁg?ﬁ%@ggﬁ%}%g MK Bixnopigag
| 13. MapxysaHus Texer mapkysanss 10 PIL NQ. [TA/6415/01/02 Ta 3aTBEPLKEHOTO T
. OpUriHAT-MAKETY

* KOHTPOIb IPOBONMTECA BHBIPKOBO: MIEPLLY Ta KOKHY STy HACTYIIHY cepil.
Komentapi: 30epiratd B opErisankHii YTAKORI IIPH temnepatypi He sume 30 °C.

BHCHOBOK: JA3HAYEHA cepia HpOOVKUIL Homenyiaie, mabdiemii, expumi 0DOTCHKOI0, 1O

50 mz Ao 4 (2x2) y dpicmepax

CiON06I0aE GUMO2AM MKSTJI3 P N UA/6415/01/02 sid 12.06.2017 poxy, 3minam 8i¢ 1 3.03.2018 POKY,

_\gg(}»ﬁézm 2.2020 poxy ma

gid 13.03.2024 poxy.

3acT. Hagansxuxa BEA

Zasiea opo cepTudiranio:

«LluM # 3aCBIIYYHO, WO HABEISHA sumte jHQepManis € HOCTOpipHOIC T2 Tounoo. 1o cEpll

Ry aaHASL) Ta IPOBEASHO KOHTPOI: i 7KOCT] HA BHIIE3a3HAYEHIH ng*ri:ﬁ
icIeBIM PETYIATOPHEM OpratoM, a TAKOK BULIOBIIHO 1ONCE]
Ta anagizis 6yAo nepermaHyTo

N

pHpOOHHLITEE, TAKYBIHHA

GMPs».
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