fpyna ¢apMaueBTUUHIX KOMPAHIL

@-09-16

Mpuearne akuioHepHe TorapucTeo "TEXHONOM™

syn. Crapa npopiana, 8
M. Ymarb, Yepracokol o6n.
20300, Yxpaiua

R

J?iHCHzig Ha BUpo6HNLTBO JiKkapcebkux 3acobis Cepis AB Ne 598079 3 14.02.2014 poky

Ceprudixar na cHeTeMy ynpasninua sxicrio JCTY 1SO 9001:2015 Ne UA.MQ.026-087-21
qugoluirg% (l)]ﬁp}xasﬁm CityxOH Yxpainu 3 Jikapchbkux 3acobiB Ta KOHTPOIO 3a HapxoTrkamu Ne 531 npo arecrauiio saboparopii BKSI
Bix 31.10.2023 p.

Kpaina Bupobuuk
Howmep peecrpauiiinoro nocsigueHns ta itoro repmis mif

Ceprudixar cepii Ne 2

en.. (04744) 4-03-02
{04744) 4-03-01
(04744) 4-03-09

chaxc: (04744) 4-41-49

Bingin 36yty

KIHEWPOH, xancymu Teepai o 75 mr Ne 56 (7x8) y Gaicrepax

Yxpaina

npUANMANLHS
ynoetesaxesa ocoba
8ipain 3 hapmakoHarnsy

P. Ne UA/18908/01/01 no 18.08.2026 poxy

Cuna gii/axrusnicts: 1 xancyna MicTuts: nperabanin 75.0 Mr

Homep cepit
Kinexicrs npomykuii B cepil (., 107. 72 iH. )
Jara BupobHULTRE,
[ara 3axiHUEHHS TepMiHY NPUIATHOCT]

Hassa miapumni _TIpAT «Texuonory

10924/56

1218 vn

16.09.2024 poxy

10 09.2027 poky

Appeca ninsuanni HpAT «Texnonory, 20300 Yepkackka 00JacTh, M. YMaHb, By CTapa rpopizHa.8
Ceprudikar signosinnocti GMP _098/2024/GMP no 14.06.2027 poky

PE3VJILTATH BUIIPOBYBAHD

Ne Hoxazauku . i
/i SKOCTi BHMOru HOPMATHBHOT JOKYMeHTalil Merox KOHTPOJIO Peszyabrath
Teepai xenaTHHOBI Kancymu nuaiHapyyHol GopMy 3
1 Oune Heﬂp03.0pHM KOpPHycoM BUI0ro KONBOpY Ta HENpO30POro n. 1 MKHU Binnosinac
KPMIUEYKOK KOPUYHEBOTO KONBOPY, SKi 3aN0BHEH] BizyansHuH.
nopomukoM Ginoro abo Maibke 6i0ro Xoas0py
InenTadikanis: A. Ha xpomarorpami BunpofOByBaHOTO pO34HHY, L2 MKS
IIperatanin ofiepyKaniil IIpy KUILKICHOMY BH3HaueRHi, 4ac P
YTPHMYBaHHs [iKa npezabaniiy Mae BiNNOBiNaTH Yacy UIMHES Binmosinae
2 yTpuMyBauus nika C3 npezabaniny Ha XpomaTorpami xpocrglsalrc;rgaggﬂ
PO3YHHY NOPIBHSHHS ADY, 2.2.
B. Bunpo6osysanuil pO3yHH, IPUroTOBReH N y posaini 09 MKS
«Cynpopipsi noMiwkny, npu aonasadni I M poswuny Konsc;posa pearitia Binnosinae
nampiio 2idpoxcudy 3a6apBIIOETECH Y YePBOHMHE KOAIp.
3 Ce?emm maca 100 Mr £ 5,0 % m 3 MKA 100 wr
BMiCTY Kancyq APY 2.9.5
He 6insiue 2 iHAUBITyansHMX Mac BMicTy i3 20 kancyn
o —_— MOXKYThb BIOXYILITHCS Bil cepenHboi Mac BMicTy
AHOPMIHICTD KaIlCyN¥ Ha BeTMYHHY, wo nepesunrye £ 10,0 %. Tlpn n. 4 MK -6,07 %
4 Mz:cc:nlznvuiry [I6OMY KOIHa IHIMBIXYaIbHa Maca BMICTY Kancysiu He JOY 2.9.5 +6,34 %
¥ Mae BUIXMAATHCA Bil CEpelHbol MAcH BMICTY Karcy/y Ha
BENMUMAY, o Depenuinye £ 20,0 %
Cynpf)BiAHi Homiwra np'eza6aniu)-; naxmam — He Hinpiue 032 % , 05 MKS He BusipieHo
DOMIBIKH Bydv-sxa neidenmugpikosana domimxa — He 6insme 0,2 % PinutHa He BUSIBICHO
> xpomaTorpadis
Cyma ecix dominox ~ He Ginplue 0,5 %. ADY, 2.229 Bincyrus
Jns 6 xancys CTYIEHb PO3UMHEHHS npezabaniny Jepes
15 XB MOBMHHO BiAMOBINATH BUMOTaM PiBHA Si. He MEHIIe
Q + 5 % mas kool Kancynu (Q = 80 %). e Ry
SIKIIO He BHKOHYIOTLCS BUMOTH PiBHA S, MPOXOBXKYIOTH
sunpolyBanus Ha piBHi Sy g
CepenHe 38a4eHHs CTYIIEHs PO3UNHEHHS npe2abaity
12 kamcyn yepe3 15 xB Ha piBHi S (Sy+ S2) Mae |
nopisrroBaty 260 GyTH Ginbe Q, i He NOBUHHO OYTH | Pins S
6 TN KOQHOT Kancysnu 31 CTyHeHeoM PO3YKHEHHS MEHIIE 987 % — 105,1
Q—-15%. %
SIKIIO He BHKOHYIOTECS BUMOTH PiBHiB Si 1 Sz, TO
MpONORXKYIOTE BUNpoGyBanss Ha pisui S3. Cepenne
3HAYCHHS CTYNCHS PO3UMHEHHS npeeabaniny JUIs
24 xancyn yepe3 15 xB Ha pisri S; (S1+S52+55) Mae
JopisHopaTH 260 GyTu Oinewe Q, 1 He Hinbule 2 Kancyn
MOXYTh MaTH CTyTiHbL po3umHeHHs Menme Q — 15 %, ine
TIOBHEHO 6y TH XKOIHOT Kancyny 3i CTyNeHeM PO3UUHEHHA
menme Q—25 %

Bi-rote V096 6[7/ 7S LE7Y W




- 3aranpHe YUeKo acpobrux Mikpooprauizmis (TAMC):
. . . 103 KYO/F, n. 7 MK "
7 MikpoGiosoriusa - 3arafibHe YHMCNO APDKIKOBHX T4 IIICEHeBNX rpubis JIbY,2.6.12 Ta
qHCTOTA (TYMC): 102 KYO/T; 2.6.13, £)03nm 14 B
- OxpeMI BUAM MIKPOOPTaHi3MiB: BIACYTHICTh
Escherichia colis 1 1 j
Host nepmanx 10 xancyn npuiimanbe vpeno (AV) mMae
Oytu merie abo nopisHiorati 15,0 %.
OnmopixmicTs Sxmo AV.6im>me 15,0, TO sunpoGyvsaHmo iAo Th . 8 MK
3 J— Hacrynai 20 K%ﬂ(’)‘yﬂ. Kinnege npuiiMansye ‘mcixo, DY, 2.9.40 6.4 %
JSR— pospaxosase i3 30 Karcys, Mae 6y.'m MeHIIIe 200 P’B M ’
nopisxiosaty 15,0 % ikonen igouBinyansHBH BMiCT
Karcyu Mae 6yt He MeHmuM 3a (1-25,0 x 0,01)M 1 1e
Sinpumm 3a (1+25.0 x 0,01
Lo BMmicT npezabaniny B 0pHil kancyni Mae 6yTn - .9 MICT 101 %
9 Kiabicne B 95 % 510 105 % Pinaiuia 75,5 r
BU3HAUEHHS (5ix 71,2 Mr 10 78,8 Mr) xg«gx;mgaggﬂ 2D !
10 YnaKoBKa 3a pozainoM «Ymaxoska» MKS PIT Ne UA/18908/01/01 MK Bingnosigae
11 Mapkysanss Texcr MapkysauHs po PI1 NQ'UA/ 18908/01/01 Ta 3aTBEpIKEHOIC Binnosinae
OpUriHAI-MAKETY

*TeCT PYTHHO He TPOBONUTHCA. KOHTPONIOETECSH KOXKHA JecATa cepis.
% KOHTPONb NPOBOMMTACS BHGIPKOBO: NEPULY Ta KOXHY IT'ATY HACTYTIHY Cepil.
Komertapi: 36epirats npu Temnepatypi He Biwe 25 C.

Bucrnoegor. zaznauena cepia npodykuil KIHEHBPOH. kancyan meepdi no 75 mz_Ne 56 (7x8) v baicmepax eionogidac

eumozam MK JI3 P. No UA/18908/01/01 gid 18.08.2021 poxy ma 3minam 6i0 23. 02.2023 poky, 6i0 28.11.2023 poky ma 3MiHi

6i0 21.08.2024 poxy.

Hauanprux BKA

3asiga npo cepruikauio:

L lpvsarse axuionepne TOBIPHUCTED
STEXHORR
[ KOHTPONO

WMOCTH

v . ?'7
e 2 Ipuna IOPYEHKO A K //

(migrme) (zara)

«L1yM 5 3aCBINUYIO, IO HaBeeHa BUllE iHPOPMALLS € JOCTOBIPHOIO T2 TOTHOL. [Tro cepito mpomyxuii 6ys0 BI/IpO6JIeHO

(BKITIOHAIOUH narcyBanm/maprcyBaHHx) Ta TIPOBE/IEHO KOHTPOI i SKOCTI Ha BUILE3A3HAHCH i nigm
syMoraMu GMP, BCTaHOBISHMMH MICHEBUM PETYISTOPHUM OPrasoM, a Tak0XK BiNTOBiz
0Ji¥ BUPOOHHIITEA, IAKyBAHHA Ta aHAN31B 6yNI0 nepe

peecTpauiiiHoMy
GMP».
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