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Tepmin gi13 17.10.2013

CalacuTaa npo sTecTauin Asbaparopin
Neg199, Ne200, Ne201 3 20,42.2013

CEPTU®IKAT JKOCTI Ng 3344

Macznemarc-300pos s, mabremuu, expumi nniexkoaow 06ononKow No60 (10x6) y 6nicmepax
Hioua pevosiHa 1 maSnemuia Micmumes: maghlo yumpanty 68380dH020 « 18,43 Mz y nepepaxyaatin Ha mazwii « 160 Ma;

nipudokcury eldpoxnopudy « 10 me
Peect, nocslavennn

3araneHa KinbkieTs B capit
Kpatia npuanadexyn

UAMS59T/01/01 ¢id 15.09.2021
2016 yn
Ypaltua

Ymoon aBepiranna: sGeplrate B opudnansin yhakosul npy Temnepatypl He Biile 25°C
11.76 PITN2UA/TS59T/01/01, amina No1, amina Nez, amina Nzg,

Anania suxoHanmit arigHo;  MKH Haxaa MO3 Yipalnu Ns1267 eld 22,

N2 capit 11024

Aara supoBauyrea 10.2024
Qdarta pupavi pesynerary  28.40.24
Mpuaatvuik ao 10/2026

amina Ned
Texuiuna yropa N2 ¥R-3-K gid 01.05.24
Kz | Halkmenymannn noxasuwle BHMOMH fokyMaHTaLT Peaynurar adanisy
TabneTku 0pankHl, aipuTl nAEKDBOK 000NOKKMNG, TaGnartsi osunbul, n'xp«ﬂ aniskoEOw ofonoHEow,
1 |Onxc Ginoro abo mufxe SiNoro kONLOPY, 3 PUCKOKO 3 OAHIET  |Nafme Girtoro koneOpy, 3 PUCKOID 3 CARIET CTOPOKM
CTOPOKK . :
Ha XBOMATorpamix BunpolioBysaHoro polumHy Yac Ha xpomarorpanax sunpobosysanors possusy yac
YTpHMysanna sk nipuaokcuny mae cnlsnasary 3 YTRRMYyBAHHA Bikie niDUAOKCHHY ChiBNAAZE 3 Yacom
HACOM YTDHMYRAHHA LMX NI8 HA XPOMATOIpEMax YTPHMYBSHHA UKX Dixl2 Ha XPOMATOrPAMaxX posuuHy
PUINKHY NOPEHRNAN NOPIBHAH KR
Kontsoposa peakuist 3 BOAHIO NEPOXCUAY POTHRHIM Konwoposa peaxuin 3 BoAHI0 68POKCHAY POIUHHOM
KGHUBHTPOBAHUM P! NAE YARUTHER 3a55pRnatKa i KOHUBHTPOBAHUM P, 2'ABNACTLCA 3abapaneHHA
2 I Ikatuls MOWTOIQ 10 RCXPABO-OPAHKABOID 3 MEPEOHYERTHM ACKPABO-OPAHKOBOIO 3 YODBOHYBATHM BIATIHIOM
AeHTRchixay| sigriakom (TuTary glokcra (B 171)) (TuTady plokcws (E 171))
fldcra peanyis ¢ AuHaTRiR riapobectary podukHou B: [FixicHa peaxuin 3 Aurarplo rigpodocdsTy poIuKaM
YTBOPIIETLCA BinUA KPUCTANIMHAA OCAY (MarHid) P yTRODIOETLER BinWi KpUETRNIMHU 058y {1arHin)
FiricHa PRAKUIA 3 XAOPUCILBOAHEBOK KUENOTOD FlkiCra peaxyin 3 XNOPUGTOBOGHERTIO KNCAOTOO
podBeABHOK: P YTBOPIETER Sinni 0Caa, Rkl posBeAsE0K Pl yTBopoeTeon Binui ocag, mkst
POIMHHRLTECR ¥ XNOPUCTORCZHEBIR KHCNOTI PORRAEHIA [POIRHARTLER Y XNOPHCTORORHORIA KMCNOT
P {untpat} poasesanin P (uurtpar)
3 Cepeann waca Big 779,0 Mr 0 861,0 wr 8281 wr
1nipugozcuxy tiapoxnopra: Ans nepuikx 10 Tadnetok 107
4 OaropigkieTe AGI0EAHKX apriMansHe 4ieno (AVY weHue afo aopiaxne 15
CAnAMUL Marxid: ann nepiunx 10 TAGNeTOK NPuANANLHE YuCHe |34
(AV} maHwa abo poplsywe 15 '
3a 30xn (Q=75%): S1: He Menwa B0% Ana koMol 104.6%
Talreron; S2: copeane Inavennn 13 12 TafSneTox
Acpissiot 260 Glnsiwe T5%, [ He mac Gyru mgo‘r
TabreTaU 3l CTYNBHAM DOIUHHBHHA MEHLE BT p 83
5 [Posunenna cepeane 3uadennn Iy 24 Tabnetox soplemoe ada
Binkiwa 75%, | He Mae Byvi Sincie 2 Tabnator, crynise
[POIHKHAHHA AKX MeHWE B0%, | Ha Mat ByTH MoawHo!
TRONETKH 3 CTYNBHOM POIUUKEHHA MaHIUs 50%
TTipugokcans: ve Ginews 0,2%; Nipugokcury gomitiKa Nipupoxcanse: 0,0%: nipuaoxcnny gosiwxa A: 0,0%:
6 |Cynponigi somiumm A na Ginbwe 0,2%; ByAb-AKka HelfeHTWdikoBaHa Gynb-nka HalnenTupivosana gomluma: 0,0%; tyma
YRPoBAHI A Aculwka: ke Binbwe 0,2%: cyma oMok Ke Blnbwe  |gomiwor: ¢,0%
0.5%
7 [PosnagaHua He &lntwe 30 xu Bignosigae
8 [inwwicre svanaven Maryia; ala 85.0 Mrao 105,0 ur 87,2 Mr
Ha HR
Ripigokcuny rizpoxnopua; blg 9.5 ur 40 10.5 wr 10.38 mr
Baranuks sueno aepoliux Mixpoopramiaula (TAMC) -  [3aransHa Nueso aepolnix Mikpoopranlamis (TAMC) -
KprTepiR npURHATHOCTE 1000 KYO/r, Jaranwke wucne |10 KYOQlr, Jaranste Nucno AphKaxoskx Ta nnEcth?anx
9 iMikpoBionoriuna unetoTa APDRAMCERX T2 ANCOHORIN (PIGIS {TYMC) - kpWTSDiA  |rprGin (TYMO) - Maxiua 10 KYO/r, Escherichis coli
npuinaTHOCT: 100 KYO/. Escherlchla coll: slgeyruiers [slacymile 1 r
efr
10 [Yrakowxa BianoslzicTs MKA Blanoslaae
11 |Mapkynanns Blanosinkicrs MKA Blanosiase
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BucHoeok Bianoeinae sumoram HTQ R

3acTYNHUK AupekTopa 3 sikoeTl - HavanbHuk BKS

3IriAHO 3

F OPUTTHAJTOM

- PukomarT.l

Hum 7 3acalduym, wio noeedena auuge iHghopmanin ¢ docmosiprow ma movHoK, Lo ceplia npo@ww?ﬁy{z,q
NPOBEGEHO KOHMPAns IT RROCMY HO HUMHEIGINTENIT dinoruyl y noanllt sidnveidnocm! BUMDZIMU GMPF,
peecmpaylinomy docwe, flpomonony BUPOGHUYMEG, NOKPRAHHA Ma ananlale Synp nepeamnymamagqq_a' -

Aema ridnuconwa « A 70 ‘ 20 éfp

Ananfs euxonanul y nabopamopit: BKAI TOB "®K"3dopoe’s”; M. Xapkie, eyn. Ueevenka, 6.22

BupoSuuya dinskuys: Liex 2omoaux nikapenkux hopm; m. Xapxle, eyn. lee veHKR, 6. 22;
Gepmudbikam GMP N2 036/2023/GMP do 17.02.26

BUPOOTIEHO (BKA0NTIOU NOKYSANHAMOPHYBTHHA) Ma
frfakoxc aidTioBIOR0 Q0 creuudIRayll, Wo MICTAMBEA y
mmeno didnoaidhicms GMP.
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