nepexJjan

3A0 dapmaneBTH4ecknii 3asog ITUC
IOpHINYECKHI afpec:
1106, r. Bynanemr, yn. Kepectypn, 30-38, Benrpus

Tenedon: (36)-1-803-5554, Tenedaxkc: (36)-1-803-5556

takTHyecknii anpec:
9900, r. Kepmenn, yn. Marsw kupaii, 65, Beurpus

3AT ®apmanesrnunnii 3asog ET'IC

IOpHANYHA aJIpeca:
1106, M. BynanewT, Byn. Kepecrypi, 30-38, Yropuuna
Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556

dakTHyHa agpeca: VN
9900, M. Kepmenga, Bys1. Mataw kipaii, 65, Yropmuna (EGES

Ceprudukar kayecrsa / Ceprudikar skocti Ne 522K/2021./DE

HanmeHoBaHue npenapara: /
HaiiMeHyBaHHS npenapaty:

Cepus Ne: / Cepis Ne:

Homep ananmusza: / Homep ananizy:
Jarta anann3a: / Jlara ananisy:

Homep perucTpauHoHHOT0 CBMIETEALCTBA:
/

Howmep peectpaniitHoro nocsigyenns:

Cpok geiicTBHsA per. cCBHAETeJbLCTBA: /
Tepmin aii peect. nocsigueHHs:

Cuna geiicTBUsI/aKTHBHOCTS: /

Cuna nii/axTuBHICTB:

Ilokazamenu kauecmea/
Hoxaznuxu sxocmi
Onucanne npenapara: /
Onuc npenaparty:

Kannanym®, KancyJibl NpoioHrHpoBaHHoro geiicTeus mo 600 mr Ne 100 Bo
¢nakone / Kanpaiym®, xancymu npononrosasoi aii mo 600 mum Ne 100 y

dakoHax

K315A0820 HMaTta nponsBoacrea: / Jlata 08.2020
BUPOOHHULITBA:

KGY/2020/7900 Toaen mo: / Tpunarsuii no: 08.2022

18.01.2021 Konuuecrso npoayxunu B cepun:/ 4400 kxopo6ox
KinexicTs npomyxuii B cepii:
Homep nuuensun: / Homep

UA/6741/01/01  miuensii: ML Ne HU-M-EGIS

6eccpounoe /
6e3cTpokose

Homep ceprndpuxara GMP:/

Homep ceprrdixary GMP: OGYEI/20877-7/2018

1 kancya MPoJIOHTHPOBAHHOTO AEHCTBHA COAEPHKUT KATHA XJI0PHAA
600 mr / 1 xancyna OpoIOHroBaHol il MiCTHTD KaJiiio xnopuay 600 mr

Pesynomamot/
Pezynomamu

- HBET COJAEePKHMOro Kancy.: / Kolip BMicTy CootBercTBYET /
Karncyi: Binmnosinae

- 3anax CoAep;KHMOro Kamcy.: / 3anax smicty  Coorserctayer /
Kancyu: Bignosigae
IopnunnocTs JelCTBYI0MIErO BemecTBa: /

InenTnoikanis iro4oi peyopnunu:

A.) XuMuueckas peaknus Ha Kajanii: / A.) Cooteercrayer /
XiMiuHa peakilis Ha KaTiii: Binnosigae

B.) Xnmuueckas peakunst Ha xaopuasi: / B.) CootBercTBYET /
XimiuHa peakiisi Ha XJIOPUIH: Bignosinae

Koanuectsennoe conepxanue neiicrayomero
BelEeCTBA (THTPpUMeTpus): / KinbkicHuii BMicT
Ait040i peuOBHHH (THTPOMETPIs):

PacTropenne (nepexon aeiicTyiomero
BEWIECTBA B PACTBOP) (THTpHMeTpUA): /
Posuunenns (mepexin Aito4oi peyoBHHH B

593,7 mr/kanc.

PO34HH) (THTpOMETPif):

- 3a 1 4ac / ronuny 13-24%
X6=19%

-3a 2 yaca / roAMHH 28-40%
X6=34%

- 3a 4 4aca / roquau 53-65%
X6=60%

-~ 3a 6 yacos/ rogquH 7_5 -84 %
X6=81%

Hopmo/

Hopmu

Camo3aKphIBalomMecs  TBepAble  sKeJaTHHOBLIE Kamcyaw  Oel, ¢
GecuBeTHBIM NpPO3pauHLIM OCHOBaHMeM, KpPLIKOH cHHero uBera. Ha
kKancynax HeT MapkupoBku. IloBepxHocTh Kamncya He go/kHa ObITh
NOBPEXAEHNOH MIM MMeTh caeanl nopomika / CamosakpHpaioui Teepai
XKeNaTHHOBI kancymu Oel, 3 Ge3GapBHOIO TPO30POIO OCHOBOI, KPHILKOIO
CcHHBOrO konbopy. Ha kancymax nemae mapkysanus. Ilosepxms kamcyn He
TNOBHHHA 6yTH NOMIKO/HKEHOI0 a60 MATH CITi/TH TIOPOLIKY

cMech roJy0bIX MesleT NOKPLITHIX 060J09K0H H GeJbIX MM KeJITo-0ebIX
filep nemieT / cymim GNAaKMTHHX HeNeT MOKPHTHXOGONOHKOW i Ginux aGo
XOBTO-6inX siiep nener

6es3 3anaxa / 6e3 3amaxy

B pesynpTare peakumu ¢ aneraTomM HATPHA M BHHHOH KHCIOTO!N BbINAAaeT
Geibiii kKpueTaIH4eckuii ocanox / B pesynsrari peaxuii 3 areTatom Hatpiro i
BHHHOIO KHCJIOTOIO BHIIafiae Oinnii xpucTaniunmit ocay

B pesyavraTe peakumn ¢ 2 M pacTBOpoM a30THOH KHCAOTHI H 0,5 M
pacTeopoM HMTpaTa cepefpa BbhimagaeT Geabli  ocagok, KOTOpLIii
PACTBOPSIETCS MPH npnbaBaenny B W3bbiTke 2 M pacTBopa ammuaka / B
pesyneTaTi peakuii 3 2 M posanHoM a30THOi kucioTy i 0,5 M PO34HHOM HiTpaTy
cpibna Bunajae Ginuii ocan, Kyl Po3UHHLETHCA NIpY I0/laBaHHi B Ha[UTHIIKY

2 M po3unHy amiaky

600,0 mMr = 5% (570,0 — 630,0 mr)

(95,0 - 105,0%)

Kanns xjiopuaa/Kancyna / kaino xJIopuay/kancymy

B PacTBOP A0/IKHO NepefiTh 0T HOMHHAILHOTO KOJIH4eCTBA JeHCTRYIOMWEro
BEWECTBA / B DO3YHH Mac NEPEHTH Bifl HOMIHATLHOI KIMBKOCTI itoqoi
PEYOBHHH

npu 8 KoHUe cPoKa 200HOCmU.: / HANDUKIHYI MepMIHY RpuOamMHOCHI:
gbinycke: L L2 Ls

hpu 6/6 xanc.  12/12 CepenH. 22/24 2/24 CEpenH.
BUNYCKY: Karc. 3H. Karnc. Kanc. 3H.
10-25% 10-25% 5-30% 10-25% 5-30% 5-35% 10-25%
25-45% 25-45% 20-50% 25-45% 20-50% 15-55% 25—45%
45-75% 45-75% 40-80% 45-75% 40-80% 35-85% 45-75%
H. M. 65% H.M.65% H.M.60% H.M65% H M 60% H MS55% §H M 65%

. " 1/2 ,
UA/0524 2.0 Zﬁ (xo ~ %% é‘zg J« O Ros 2 F AT




nepexJian
3A0 ®apmanesTHyecknii 3aBox ITUC 3AT ®apmauesTnunnii 3apox ET'IC -

IOPHIMYECKHH afipec: IOpHINYHa aJpeca:

1106, r. Bynanewr, yn. Kepectypu, 30-38, Benrpus 1106, m. Bynanewr, Bya. Kepectypi, 30-38, Yropuuna

Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556 Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556 )

bakTHyeckuii agpec: ¢axTHuHa agpeca: )

9900, r. Kepmenn, yn. Matam kupaii, 65, Benrpus 9900, m. Kepmenn, Byn. Matsw kipaii, 65, Yropmuna (EGIS
Cpennss macca coepxnmMoro xancyn: / Cepenus  746,5 mr 745,6 mr + 5% (708,3 — 782,9 Mr)

Maca BMiCTy KancyJi:
Kannauym®, kancynm NPOJIOHTHPOBAHHOTO AeiicTBUA 1o 600 Mr Ne 100 Bo
t$naxone / Kannniym®, kancynu nponosrosasoi aii o 600 mi Ne 100 y nakonax
Cepns Ne: / Cepis Ne:  K315A0820

OnxopoanocTs Macebl cogepxnmoro xancya: / CooreTcTBYeT/  OTKJIOHEHHE OT cpexHeil Macchr:
OnwopinnicTs Macu BmicTy kancyi: Binnosinae ans 90 % (18/20) kancya - e Gosree + 5 %;
aast 10 % (2/20) xancyan - ne 6oaee = 10 % /
Binxunenns Bin CEpEAHbOI MacH:
ans 90 % (18/20) xancyn - ne Ginbue + 5 %;
s 10 % (2/20) kancyn - ne Ginsme = 10 %
Tloreps B Macce conepsxumMoro kancy.a npu 1,0 % He Gosee 2,0 % / ne Ginbme 2,0 %
BLICYIUHBaHHH*: / BTpaTa B Maci BMicTy kancyn
TIPH BHCYILYBaHHi*:

OaHOPOAHOCTD 103MPOBAHHBIX efUHMN: / AVie=24 cornacno Esp. ®apm.:

OnnopinHicTs 1030BaHHX ONUHUIE: AV £15,0 (n = 10), ecsin ycnosue ne BLINOJIHsIETCS, TO AV < 15,0 (n = 30), n
Aast 30/30 xancyn koanuecTBenHOE CoAepxKaHHEe ACHCTBYIOIIEro BellleCcTBA
AONKHO HAXOAMTLCH B MHTepsajde 0,75xM - 1,25xM (rae: AV -

AonycTHMoe oTKIoHeHHe, M — pekomennyemas BeJIMYHHA) /
Binmoginno no €sp. ®apm.:
AV £15,0 (n = 10), sixio ymoBa He BHKOHYETECA, TO AV < 15,0 (n = 30), i ans
30/30 xancyn kinekicHmit BMicT miloqoi PEYOBHHH Mac OyTH B iHTepRami 0,75 x
M- 1,25 x M (me: AV-nonyctume 3HaYeHHs, M- pekoMeH10BaHa BEJINYNHA)
Mukpobuonornueckas uncrora’; /
MikpobGionoriuna uncrora*:

- obmee 4MCI0 2IPOGHBIX MHKPOOPTraHN3MOR: / He 6osree 1 KOE B 1 r npenapara / He 6inbiwe 10°KYO B 11 npenapary

e ! i MeHiue 10/r
3arajibHa KUIBKiCTb apOGHIX MiKpOOpraHi3MiB:
- . T 2 ; 2
oﬁlqee 4HC10 rpuboB: / 3aranbHa KiJbKicTh Menre 10/r e 6onree 10 KOE B 1 r npenapata / ke Ginpime 10 KYO B 1 r npenapary
rpHbis:
-Escherichia coli: He oGHapyxeno/ orcyrctBue B 11 npenapara / BiCyTHicTE B | T nipenapary

HE BHABJICHO

Paimep n tun ynakoskn: / Po3mip i Tun CootsercrByer/ o 100 kancyn Be ¢aaxone; mo 1 ¢aakony B KAPTOHHOH mnauke; ¢
YTIaKOBKH: Binnosinae MapKMpOBKOH Ha ykpaumnckom siwike / Ilo 100 Kancyn y ¢uakoni; mo 1

¢nakony y kapronmiit nauwi; 3 MapKyBaHHAM YKPaiHChKOIO MOBOIO

H.M: He MeHee / He MeHIIe

* TecT NpoBOANTCS HAa MOMEHT Bbmycka. Ha cpox xpanenns tect shinoanseres nas NepBoii CEpHH eXeroaHo, 3aTem Aas Kanaoi 10-i cepuu /
* TecT mpoBoAMTECA Ha MOMEHT BHIYcKy. Ha TepMiH 36epiranns tect BHKOHYETBCA VI NIepIoi cepii mopivHo, TOTiM /yis kKoxHOT 10-i cepii

Hactosmum s ynoctosepsio, uto TIpHBeIcHHAs Bhille MHpOpPMaUHA ABAsieTCS /AOCTOBEPHOHi M TouHOH. DTa npoaykuus 0blia npousBegena
(BKmouas yNakoBKY/MapKHpPOBKY) M nposeaen KOHTPOIL ee KauecTBa HA BhILIEYNOMSHYTOM y4yacTke B NONHOM COOTBETCTBMH ¢
TpeGoBanusmu GMP, ycTaHoOBJeHHBIMH MECTHBIM DETyNSITOPHLIM OPraHOM, a TaKAke COIJACHO CnenHdpuKannn, copepxkameiics B
PerucTpannonnom nocse. Iiporoxons: nponssoacrsa, YNIAKOBKH M AHAIN30B ObLITH NePeCMOTPENbI H YCTAHOREHO cooTBercTBMe GMP / I{um s
3aCBilYYI0, IO HaBejeHa BHIIE ingopmatis € noctosipHo i TogHOMW. Lo mpoxykuito 6ymo BHroTOBNCHO (BKuEOUAOYH YNaKOBKy/MapKyBaHHs) i

Hara  16.02.2021 A-p. Bamapxeiin Esa/Bamapxeiin €pa

Kepmenn Ksannduunposannoe nnio/
Ksanigixosana oco6a

2/2
UA/0524_2.0




3A0 ®apmauestuueckuii 3asox ITHUC

lopuandeckHit anpec:

1106, r. Bynmanewr, yu. Kepecrypn, 30-38, Benrpus

Tenedon:(36)-1-803-5554, Tenedaxc :(36)-1-803-5556

daktHyecknii anpec:

9900, r. Kepmenn, ya. Maraw kupaii, 65, Benrpus

A,
EGIS
<

Haumenosanne npenapara;

Cepus Me:

Homep aunannsa / nata ananma:

Homep perucrpaunonnoro ceunetenscraa:
Cpox aclieteus per. cBHAcTeILCTRS no:
Homep auuensnu;

Cuna peficreus / axTHBHOCTD:

Lexgsameny xgyecmea;
Onucanne npenapara;

- UBET COAEPKHMOro Kancyn:
- 32Nax COACPKHMOro Kancya:

TMoanunnecrs neﬁtuylomero BeulecTss:

A.) Xumuveckas peakuus na kanmit:

B.) Xumurieckas peasapts va XTIOPHALL

Keanuectaennoe conepaanue AatiicTayomero

Cepruduxat kayecrna Ne.: 522K/2021./DE
Kaabauym®, xancyan APONOHTHPORSHHOTO AelicTBHA NO 600 Mr Ne 100 Bo haakone
K315A0820 Jara nponssoactea: 08.2020.
KGY/2020/7900/18.01.2021. Toaen no: 08.2022.
UA/6741/0101 KoanuecTeo npoayxunu s
6eccpoutioe cepun: 4400 xopoGok
ML M: HU-M-EGIS GMP N2 OGYEL/20877-7/2018
1 kancyaa NPOJIOHTHPOBANHOTO ReHCTBHR CONCPRNT KanHs xnopuaa 600 mr
Heavuennne Hopuw;
2EIVReMaY:
Camozaxprisatommecs TBCPABIE KENATHHOBbIE kancynu-Ocl, ¢ GecuseTHbiM APOIPAYNHBLIM
OCHOBAHMEM, KPHILEKOR CHHErO Lipeta, Ha Karcynax Her Mapkuposxh. lMosepxuocrs Kancyn e
ROAXHA GhITH NOBPEXACHHON WM UMETH Chem nopouIxa,
Coors. 1pe6 CMEC.FOYGhIX MEIET BOKPHTEIX 060109KOH K GeTbIX Wi Kenro-Genux anep neaner
Coots. 1pe6 Ge3 3anmaxa
Coots. Tpe6. B pesynsrare peaxumn ¢ auerarom HaTPHA K W KHCnoToil B T Genwiit
KPHCTaNAYECKHH OcanoK.
Coors. Tpe6. B pesyasrare peauuu ¢ 2 M PAcTBOPOM a30THOH KHCIOTH 1 0,5 M pacTsopon HHTpATA

cepefpa Buinanaer Genmit OCALIOK, KOTOPHIH PacTBOPACTCH IpH NPUGARICHUH 8 HIBHTKE
2'M pacreopa asmuaxa.
600,0 Mr £ 5% (570,0 - 630,0 Mr) (95,0 - 105,0%)

BeWeCTRA (mumpusempus): 593.7 mr/kanc. Kanua xnopuaa /xancyna
Pactsopenne (nepexon AelicTByioLEro BenlecTsa B B PacTBOP XONKHO NEPEHTH OT HOMHRANBHOTO KONHYECTRA AeHCTBYIOWErO BelecTsa
PacTeop) (mumpusiempus}: Ipu. on o 2008 .
Sbihyere: L La L
6/6 xanc. 1212 vanc. CPedH. 3H. 22724 224 | cpenn. 3u.
Karc.
-3a | wac 13-24% 10-25% | 10-25% 5-30% 10-25% 5-30% |5-35% [10-25%
X=19%
- 332 4aca 28-40% 25-45% |25-45% 20 - 50% 25 - 45% 20-50% | 15-55% | 25-45%
X =34%
- 324 yaca 53 -65% 45-75% | 45-75% 40 - 80% 45 -715% 40-80% | 35-85% |45 75%
X = 60%
- 3a 6 wacos 75 -84 % H M 65% | u. M. 65% H. M. 60% H. M. 65% H.M.60% | ..M. 55% | 0. M. 65%
X =81%
Cp Macca ¢o, © Kancy.: 746,5 Mr 745,6 Mrx 5% (708,3 — 782,9 Mr)
Oanepomnocts macew ConePUMOro Kanicyn: CooTs. Tpeb. OTIUIOHEHHE QT CpeaHel Macch:
s 90% (18/20) xancys - we Gosee 5%:;
ana 10% (2/20) xancyn - ne Gonee + 10%
TloTeps B Macce conepamumors Kancy.a npu
BLICYyHBAHUR' 1,0% He Gonee 2,0%
Onnopeamocrs AOIHPOBEHHDLIX eAHNNLL AVig=24 cornacHo Esp. ®apu.:
AV <150 (n =10), ecau YCNORKE HEe BHNONHIETCA, TO
AV 15,0 (n = 30), » 1ns 30/30 HecT conep aehcreyiowero
BELICCTBA OMKHO. HAXOAHTHCA B HHTEPBane 0,75xM - 1,25xM
(Fae: AV - gonycrumoe orx M —p RyeMas HHA)
Muxkpobuosoruuecxan uncrora’
- obuee yHeno a3pobusix MUKPOOPraHH3IMOB: MmeHee 10/r He Gonee 10°8 | ¢ npenapara
- obuwee uncno rpubos: Menee 10/r He Gosee 1028 1 r npenapara
- Escherichia coli: He obHapykeno OvcyTcTRHe 8 | I npenapata
PasMep u tun ynaxesxu: Coors. Tpe6. Mo 100 xancyn so tnakone; no 1 Gnaxony B xapToHHOH nayke; ¢ MapKHPoBKo# Ka
YKPEHHCKOM A3bIKE,
H.M: HE MeRee
* TecT npoBoaKTCS Ha MOMEHT suinycka. Ha cpok xp TECT Bb TC3 1A NEPBOH CEPHH eXeroHo, 3ateM ans Kekno# 10-# cepuu

Jlara
Kepmenn
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