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npuirancHs
yriosHoBaNeHa 0c0da

Bingin 3 thapmeakonarmagy
Bigain abyry

fpyna fapmauLeTMyHUX KOMNAHIE

Jlinensis na supoGuunTRO Nikapchrux 3acodis Cepis AB Ne 598079 3 14.02.2014 poxy
Ceprugixar na cucrenmy ynpasninus skicrio JACTY 1SO 9001:2015 Ne UA.MQ.026-087-21
Ceinourso [lepxaphol ciayxbu Vipaitn 3 Rxapcskux 3ac06iB Ta KOHTPOJIO 32 HAPKOTHKAMHE Ne 551 mpo aTecrauio naboparopii BKS

Biz 31.10.2023 p.

Ceprudikar cepii Ne §

PauniTuamn, Tabnerku, BrpuTi 0Gos10HK0I0, o 150 Mr Ne 30 (10x3) y Guicrepax

Kpaina supobuux

Ykpaina

Homep peecTpanifiHoro NocBigYeHHs Ta Hoto TepMiH il

P. Ne UA/4821/01/01 Tepmin aii 6€3¢TPOKOBO

Cuna pii/axtupgicts 1 Tafierka MICTHTL: PaBITHAMAY TiAPOXIIOPHA Y NepepaxyRanHi Ha paHiTHIHH — 150 mr

Howmep cepil 60824/30
Kinpxicts nmpomyxuii B cepii (yi., mr. 1a id. ) 1771 yn
Hata Bupobruurea 22.08.2024 poky
Jara 3aKiHYCHHS TepMiRY NPUIATHOCTI 10 08.2027 poxy

Hasea minpunni JIpAT «Texmonor»

Agppeca gimpruui JIpAT «TexHonory. 20300 Yepkachka 00nacTh, M. YMaHb, Byl Crapa npopizna,§
Ceprrdixar pinnoeingocti GMP _085/2024/GMP o 14.06.2027 poky

PE3YJETATH BHIHPOBYBAHDb

No HoxaszHnku BIHMOrH HODMATHEROT M P
n/m aKocTi p? i noxymenTaunii €70/l KOHTPOJIIO e3yALTATH
Tabnerkn xpyrnoi opmu, BKpHTI 000JOHKOI0, Bilf B13yam.>Hm“-/’1.
: ’ 3a 30BHIHIM
1 Onue CBITJIO-OPAHKEBOTO 1O OPAHKEBOTO KONLOPY, 3 BHIIIAIOM MAIOTh Binnosinae
JIBOOITYK/10t0 NoBepxHew. Ha po3NaMi Mifl JyTIOKO BHIHO S
NP0, OTOYEHE OTHUM CYLITEHHM apoM sivoran JIOY.
A. YnpTpadioneTopuli CIEXTp NOrMHUHAHHA APV, 2.2.25
InenTudikauis: BUNPOOOBYBAHOIO PO3YHHY, NPHIOTOBAHOTO IS Abcopbuiiisa 314 mM
- Panitanng KIIBKICHOTO BU3HaweHHS, B o6nacTi Bin 220 am no 350 crnekTpooTOMETpis 297 v
HM [TOBHHEH MaTH MaKCHMYMH 3a THX CaMMX HOBXHH B yanTpadioneTosiit i -
2 XBWIb, 1O | pO3YMH NIOPIBHAHASA BUIMMIN 00JACTSX
) DY, 2.2.25
- BapBHuK B. CriekTp norjuHasHs BUNPOOOBYBAHOTO PO3YMHY B Abcopbuifina
HKOBTHH 3aXiI ofnacti Biz 420 HM 10 520 HM NOBUHEH MaTH MaKCHMYM | CHGKTPOQOTOMETPiN 482 uM
FCF pu gomxuni xeuni Bix 480 um xo 490 ¥m B yiprpadionerosii i
BHIMMIM 06TTacTaX
3. Cepeanst Maca 260 mr 5,0 % DY, 2.9.5 259 mr
He 6inpie ik 2 i3 20 Ta6RETOK MOXYTh BLIXHIATHCH
- Bijl cepeaHbOi MACH Ha BEJINUHHY, 10 nepepuiyc 5,0 ButpumMy0Th
4. Oanopinsicts %. TIpy upoMYy XKOIHA HAMBINyanbHa Maca HE Ma€E DY, 295 -1,35%
MacH BILAXWIIATHCS Bil CepelHbO] MACH Ha BEJHYHHY, IO +1,35%
nepepniye £10%
5. Po3naganus He 6insire 30 xB DV, 2.9.1 9 Xxz.
BuzHayeHHs
TANBKY TA
6. KpeMHiro He 6inswe 3,0 % A®V, Nonatox | 22 %
aiokeuay
KOJICITHOTO
L Bydv-axa domimxa: Ha xpoma'rorpam B 8 OByBa\q%@yo 0,037 %
po3uMHy rwioma Gyab-§KoTo nika, kpi e«c OBHoi' 1o ¢ \} \
Ma€ NepeBUIIYBaTH [IIOLLY OCHOB HoT nj d;d Vb :
XpoMaTorpaMi posumHy noplsﬂzﬂﬂfa @é{% R e / 0,039 %
- 0OHa doMiuKa: Ha XpOMATOrpaMi BUMRGE xgaﬂ??@z%g gpy 2229
7 Cynp_oaizmi PO3YMHY IUIOINA He Oinblie 0IHOTO “ j) Pm’uﬂ-;xa 00375
DOMIIUKH NepeBHLLYBATH ILIOLLY OCHOBROTO Tika Ha Xpgf .'M_»,‘& /5 xpomaTorpadis R o
posunny nopisasanns (b) (0,3 %); 5
- iHuti QoM Ha XpOMaTorpaMi BUNpoOoByBaHOro
PO3HUMHY IO He GUIbINE TPHOX IHITMX MiKiB MOXe
nepesuitysaty 0,2 IIOLi OCHOBHOTO MiKa Ha
xpomarorpami po3uuHy ropisusauus (a) (0,1 %).
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Jl1st 6 TabneTox CTYNiHb PO3UUHEHHS panimuduHy yepes
45 XB NOBMHHO BIANOBIZATH BUMOraM pisHs Si: He
menwe Q+5 % mna koxuoi tabserky (Q=75 %).
SIKUL0 Be BHKOHYIOTLCS BUMOIY piBssa Sy, To
[IPOACBKYIOTE BHIPOOYBaHHA Ha pisHi S;. Cepenre

3HEYEHHA CTYTEHs POSYHHEHHA panimuduny i3 12 APV, 2,95, o
TabseTox yepez 45 xB (8 + S») Mae gopiemiosaTH abo Jdy, 2225 96,9 % -
8. PorauHeHHS OyTH Ginviue Q, 1 He NMOBUHHO OYTH KOXHOT TabaeTKl 3 Abcopbuitina 101.4%
CTyTieHeM po3yuHeHHs MeHure Q — 15 %. Sxwo ne cnextpodoTomeTpis
BUKOHYHOTECA BUMOTH PiBHIB Si i Sy, TO mponosxyiors | B ynsrpadionerosiit i
BunpobyBanHa Ha pigni S;. Cepenne 3HaYeHHs CTyneHs BunuMil oGnacTax
PO3MMHEHHS panimuduny 13 24 Tabnetok yepes 45 xg (S,
+ Sz + S3) mae nopisuoBatH ado OyTu Ginswe Q, 1 He
6inpiue 2 TabNeTOK MOBUHHEI MaTH CTYHiHb DO3YUHEHHS
merme Q-15 %, 1 He 1oBMHHO OyTH X0oxHOT TablieTky 3i
CTyTIEHeM po3unHeHHs Medme Q —25 %
Kpurepil npuiinarsoCTi:
- 3aranpHe YHeno aepobunx mikpoopranizmis (TAMC):
Mikpob6ionoriuna ~ He Binswe 10° KYO/r; OOV, n. 2.6.12 1a -
9. YHCTOTA™ - 3aranbHe YHCN0 APDKIKOBHUX Ta IUTICEHEBHX IpubiB 2.6.13.
(TYMC): se Ginbie 102 KYO/r; Pozgin 5.1.4 i
- OKpeMi BUIU MIKpOOprauizmin:
sincyraicts Escherichia colis 1 1 )
st nepurvx 10 Tabnerok npuitManbye yucno (AV) mae
6yt Mene abo nopisxiosaty 15,0.
OnsopinsicTs Axino AY Ginpure 15,0, O Bnnpo6ysvaﬂmo MHARAI0TH
10. HO30BARHX Hacrymnsi 20 T8:6]’I‘€TOK. Kinuese npuiiManbhe tmcim, OOV, 2.9.40, P!BM, 3.1
J— pO3paxoBaHe I3 J.O Ta6ne"gor<, mae byTH MeHLUE 260 oY, 2.2.25.
nopieuioe 15,0 1>xonex IHAUBIXYaNLHUA BMICT B
tabneTui Mac 6ytu He meHumm 3a (1 - 25,0 x 0,01)M i e
Hinpram 3a (14250 x 0,01)M
Kizbricue . Bwict panimuduny B onnil tabuernd mac 6yTu Bin 142,5 5
11. BHSHAUCHHA: Mr o 157,5 Mr, B iepepaxyBaHRi Ha CEpeHIo Macy A&y, 2.2.25. 150,1 mr
pariTHIuH raBTeTKH AOCOpOHIMHa .
IpH BHOYCKY criextpodoToMeTpis
NpOTSITOM Bumict pauimuduny 8 ofHil tabnerii Mae Gytu Bin 1350 | B ynprpadionerosii i
12. Tepminy Mr 1o 157,5 Mr, B IlepepaxyBaHHi Ha CEPENHIO Macy BUIIMil obnacTax -
30epiranus Ta0JIETKH
13. YnakoBka 3a poszinom «Ynakoskay MKS PIT Ne UA/4821/01/01 MKA Binnosinae
14. MapkyBaBHS Tekcer Mapkysarus o PIT Ne UA/4821/01/01 Ta 3aTRepIKEHON0 OPHIIHAI-MaKETY Binrnosinae

* KOHTpOJib IPOBOANTHCS BUGIPKOBO: TIEPLITY T2 KOXKHY I1’ATY HACTYTHY cepil

Komentapi: YMOBY 30epiranHs Ta TpaHCIIOPTyBanHsi: 30epirati B opurisanbHili ynakosui npu TeMrepatypi e suwe 25 °C.

BUCHOBOK: 3a3HaueHa cepia npodyKuil Panimuoui, maonemu, eKkpumi 06010HK00, 110 150 mz2 Ne 30 (10x3) v Onicmepax
gidnosioac eumozam MK JI3 P. No UA/4821/01/01 ¢io 21.09.2016 poxy ma 3minam eio 13.10.2017 poxy i ¢i0 29.03.202] poky.
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