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61091, Ykpaina, M. Xapkis, ayn. Xapkiscukux ausisiii, 20 nir. «A-5»

CEPTU®IKAT CEPIT Ne 004/2021 sig 03.03.2021 p.

HailimenyaanHs nikapcbkoro 3acoby

Kpalha-8upo6Huk

- Homep peecTpaulitnoro nocsiguexHn

" Cknag nikapcbKoro 3acoby

Nikapcbka gpopma

Poamip i vun ynakosxu
Homep cepil/ poamip ceplf
Rara BupoGHuyTBa

hm,-m 3akiH4enHA TepMiny npugaTHOCTI
Aapeca Bupo6HuuTea Ta naGoparopil

sinAiny KOHTPONIO AKOCTI

Howmep niyeusil Ha BupoGHuyTEO
Ceigourso npo arecrayito BKA
Ceprudikar signosianocti HBMN (GMP)

AHani3 BUKOHaHO 3a

EPOHXO®IT
YKPATHA
Ne UA/3546/01/01

Aoyl pevosunu: 1 dinbrp-naxer (1,5 ) MICTUTL CYMiW NIKAPCLKOT

pocnurHol cup aipy xopenis 135 mr, antel kopenia 135 mr,

nunu kelvok 135 mr, Harigok kmitok 135 wMmr, conoaku .

xopenis 135 mr, wasnii nikapcokoi nucra 135 mr, Gysnku

KBiTOK 120 Mr,  KkponuBM  nucTA 120 Mr,  M'ATM “nepuesol

nucrsa 120 mr,  vebpewo  nosayworo  Tpasm 120 mr, oOMaHy
penia 105 mr, p KBiToK 105 mMr

36ip

Mo 1,5 ry ¢inbrp-naketi Ne 20

BB0121/ 10899 yn.

16.02.2021 ~ 17.02.2021 p.

12023

cMmT Bacuuese, Bynuun MNpomucnosa, 16-a
Cepis AE Ne 637448 Bin 07.07.2015 p.

Ne 221 sin 29.07.2014 p.

031/2020/GMP Tepmin aii ao: 22.09.2021 p.

62495, Xapkiachka 06nacTb., XapkiBChkuit paioH,

MKA N3 3ars. Hakazom MO3 Ykpainu Ne 3072 sig 29.12.2020

in 03.03.2021 p.,
. CEPTUOIKAT CEPII Ne 004/2021 Bia 0
BPOHXO®IT, 36ipno 1,5ry ¢dinuTp-nakeri Ne 20,C. 2

Ne Haiimenypanus . Pesynsrati
3/n NOKA3HHUKIB ! Busors MK31.J13 AHATiTY
1 | Onnuc Binnosiaxo go MK 13 Bianoginae
2 | IncHrudirauis T
2.1 3ouimyi o3HakK Bianosiano go MK 13 Binnosiaac
2.2 Mikpocxkonis Bianosiano no MKA JI3 Binnoninae

2.3 ®nasoHoinn
(TIIX)

Ha xpomatorpami sunpo6ysanoro posuuHy b cepennit wactuni | Ha
TUIACTHHKH MAIOTL BUABAATHCA HE MEHIUC TPLOX 30H CRITAO-
OpaIKEBOTO  KONbOPY: OAHA 30HZ Ha pisHi 30K  Ha
XpOMATOTPaMi pO34kHY NOPIBHAHHA PYTHiy, APYra 30Ha MiX
30HAMH DPYTHHY i rineposuay Ha Xpomarorpamax posuunis
NOPIBHAHHA PYTHHY | NiNEPO3NIY T8 J0HA ACIO BHUIE 30HK HA
} XpOMETOrpaMi Po34HHy NOPIBHAHHA rineposumty (GranoHoian).

2.4 KoMnoHeHTH
edipoi  onii
1narii, yebpewyo -

aipy,

Ha xpomatorpami BHIpoGyBaHOro posyHHy MaIOTb BHABIATHCA:
y Cepeaniff wacTHHi NAACTHHKM 30HA YCPBOHO-OPAKEBOIQ
KOALOPY (KOMIOHEHTH edipHOT onii uebpewo); aewo suue nag | WO

(THIX) HEIO 30HA JKOBTO-KOPUUHLHOFO KOJILOPY (KOMNoHenTH edpipuoi | FHHAUCHH
onii aipy) i Geanocepeanso nia Helo 30Ha Temuo-curboro | Y PHMOIAX
Konbopy (koMnoHenTH edipHol oall wasir).
3 |Brpata B maci  npu | He Gimume 14,0 % 08 %
BHCYymIyBauni ]
4 | 3araanua 3ona He Ginbuic 15,0 % 008 % T

v

B 4OLF

O,

> W\ Mapkysauns

o PesyabTaTn
Ne HaliMeHyBaHHA Bamorn MKSI JI3 o by
3/n NOKA3ZHAKIB oy
5 | 3osa, HeposuHHNa He Ginswe 5,0 % %
B 10 % poswnni
xnopucrosoanesol
KHCJI0TH B
<1,0%
6 | Bmicer uacrox, mo se He 6inswe 10,0 % o
npoxoaaTh Kpisk cHTO
e 11,34 %
7 | Bmicr uacrox, mo He Ginnine 12,0 % ,
npoxoasTh Kpish cuto :
" 7) Br/kr
8 | Papionykaing Lieaiii-137 — ue Sinbiue 500 Bw/kr <(29,2%11,7) ]
Crponuiii-90 — e Ginbue 200 bx/xr < (15,2 £ 6,08) br/xi
_ v 15771
9 | Onuopianicrs Macu Big 1,275 rn0 1,725 r
10 | MixpoGionoriuna Kpurepii npuiinaTHoCTi MikpoGiosoriunof  HHCTOTH
DV 1.4,5.1.8): o : _ \
T Mw.gvza 4HCNO aepoBHHX MIKPOOPraHiIMIB (TAMC) - [ TAMC 6,60%10
? KYOIT; 1. ,
“Mﬂw:v:n uMCHO APDIUDKOBMX TA MATICEHEBHX rpubis | TYMC — 1,45%10
(TYMC) - 10° KYO/r;
KinbkicHa ouitka E. coli — 103 KYO/r; Ro:Eow.___M:o
He AOMYCKAETLCA HAABHICTD wiamusn:m B25r. e BUS
37,44 %
i1 | Bmicr excTpakTuBINX He menwe 20 % (]
pesoBun, 10
BHTSCYIOTHCH BOROIO
0,597 %
12 | Bmicr cymn daanonoinis | He menme 0,22 % (]
y nepepaxyHKy ua
rineposwxs | N
,218 %
13 | Bmicr edpipnoi oaii He menite 0,! $ 0 : ozo ~
Ynakoska Tlo-1,5r y dinsTp-nakeri 3 nanepy egr._.aagv:o-.o Bianosinae
TEpPMO3BApIOBAHOrO,  AKHIt nomilaioTs i 38naloioTh
y naketr 3 Mmarepiany KOMGiHOBAHOTO  MAIIBKOBOTO
METANIROBAHOrO.
lotopi naketd BknajaiTs no 20 WTyk y mnauky
KRPTOHHY pasoM 3 IHCTpyKUielo s _soE‘__.Eo._.o
3actocysatns npenapary. ITauky kaproHny obepraioTs
y TUIiBKY NOJNINpPONIi/IeHOBY. S

V BiAIOBiAHOCTI A0 MaKeTY.

HacTynHum s niareepaxylo, il
+ 360py BPOHXO®IT no 1,5ry &
 Ta npoBeAeHO KOHTpOnb i AKOCTi Ha Bu
o BCTaHOBAEH! PerynsTOPHUM OPraHom,
y peectpaulitnomy AOCbE.
Ta BCTaHoBNeHo ix Blanosial

Aao3sin Ha sunycK n.wn:

Aava

O

o HasepeHa Buue indopMauis € AOCTOBI

Nporokonu BUpoGHMUTEA,
nicTb sBumoram GMP Ta peccTpauliiHoro AocLe.

pHolo Ta Tounoto. Cepito BB0121

inbTp-naxeri Ne 20 6yno supobnexo (sKkntovaoyn naxyBaHHa! MapKyBaHHa}

we3asnaseHoMy BUpOGHAUTBI Y NoBHIKA BIANOB

nakysawhs Ta aHanisis

a Takox sianosigHo ‘Ao cneuudixauin,

innocTi no Bumor GMP,

wo MicTATLEA
6yno nNepernaHyTo

M.B. Anponics







TOB «HaykoBo-Bupo6Huua hapMaueBTM4HA KOMAAHIA «EVM»

000,

61091, Ykpaina, M. Xapkis, Byn. XapkiBcbkux amnsisiit, 20 nir. «A-5»
Ten/dbaxc +38 (057) 716-40-71, 716-40-72

http://www.aim.com.ua, e-mail: fito@aim.com.ua

CEPTU®IKAT CEPII Ne 158/2020 Big 23.11.2020 p.

HaitmeHyBaHHs nikapcbKoro 3acoby
Kpaina-sBupobnuk

Homep peecTpaninHoro nocBig4eHHs
Cknap nikapcbkoro 3acoby

Nikapcbka dhopma

Po3wmip i TR ynakoBku

Howmep cepii/ po3mip cepii

DaTta BupoGHuuTBa

JaTta 3aKinyeHHs TepMiHy NpuAaTHOCTI

Aapeca BupoGHuuTBa Ta naGopaTtopii
BiAAINY KOHTPOMIO AKOCTI

Homep niuensii Ha BUpoOHULTBO
Ceiaourso npo atectauito BKA
Ceptudikar Bignosianocti HBF (GMP)
AHani3 BUKOHaHO 3a

BPOHXO®DIT
YKPAIHA
Ne UA/3546/01/01

Airovi pevosunu: 1 dinbTp-naker (1,5 r)} MicTUTL Cymit NiKapCbKOT
POCAMHHOT CUPOBUHK: 3ipy Kopewis 135 mr, anTel kopeHis 135 wmr,

nunu  kBiTok 135 Mr, Harigok keiTok 135 wmr, conogku
KopeHis 135 mr, wasnii nikapcekoi nAucta 135 wmr, Gyaunu
KkBiTOK 120 Mr, Kponusu nucrs 120 mr, M'aTH nepuesoi
nucta 120 Mmr, uebpeulo  nosayvoro  Tpaswu 120 mr,  omaHy

KopeHiB 105 Mr, pomauikm xBiTok 105 mMr
36ip

Mo 1,5 ry dinbTp-nakeTi Ne 20
BB3220/ 10910 yn.

11.11.2020 — 12.11.2020 p.

XI 2022

62495, Xapkiscbka o6nacTb., XapKkiBCbKuWit paion,
cMT Bacuuese, Bynuus lMpomucnosa, 16-a

Cepis AE Ne 637448 sin 07.07.2015 p.

Ne 221 Big 29.07.2014 p.

031/2020/GMP Tepmin aii fo: 22.09.2021 p.

MKSA N3 3aTe. Hakazom MO3 Ykpaiuu Ne 564 Big 25.05.2017

CEPTUGIKAT CEPII Ne 158/2020 sig 23.11.2020 p.,
BPOHXO®IT, 36ip no 1,5 r y cinbTp-naketi Ne 20, C. 2

Ne E»:Za&uw%:n Bumorn MKSE I3 18%;?....»...:
3/n NOKa3HHKIB aHaJizy
1 | Omuc Bianosiaxo no MK JI3 Binnosinae
2 | InenTndikanis
2.1 3oBHilUHI O3HaKH Bianosiaxo no MK JI3 Bianosinae
2.2 Mikpockonist Bignosinxo no MK JI3 Binnosinae

2.3 ®naBoHoiAH
(TLLX)

Ha xpomarorpami BANPOGYBaHOTO PO3YHHY B CEPENHiH 4acTHHI
MIACTMHKY MAlOTh BHABAATHCS HE MEHINE TPbLOX 30H CBIiT/O-
OpaHkeBOrO ' KOJBOPY: ONHAa 30Ha Ha piBHi 30HM Ha
XpOMarorpami po3uMHy MOPIiBHAHHA PYTHHY, NpYra 30Ha Mix
30HaAMM pYTMHY iTrinepo3ufy Ha XpoMarorpamax PpO34HHiB
NOpiBHAHHA PYTHHY i Finepo3nay Ta 30Ha AEWIO BHLIE 30HH Ha
XpOMarorpami po3uuHy NOpiBHAHHA rineposuny (pnaBoHoinH).

Ha xpomarorpami
30HH
CBiTJIO-OpaHXEeBOTO

KONbOPY, BiAMOBiAHI

BHABAAIOTHCA

30HaM,
y BMMOrax

3a3Ha4Y€HUM

/

2.4 KomnoHeHTH
edpipHoi  omii  aipy,
wasnii, yebpewto

Ha xpomarorpami BHIpo6yBaHOro po3unHy MalOTh BUSBJISATHCS:
y CepelHili YaCTWHi TJIaCTHHKM 30Ha 4€PBOHO-OPaHXEBOro
Kkonbopy (komnoHeHTH edipHoT onii 4ebpelno); Ao BULLE Hal

Ha  xpomatorgamt

BHUABJISAIOTHCS

o B8iANOBiAgK

=

b

(TLIX) HelOo 30Ha JKOBTO-KOPHYHEBOrO KONLOPY (KOMIOHEHTH edipHOT umw””_.%_,wmz |
onii aipy) i Ge3nocepenHbO NIl HEIO 30Ha TEMHO-CHHLOIO y
Konbopy.(komnoseHTH edipHoi onii wasnii).
3 |Brpata B Mmaci npu | He Gimswe 14,0 % 7,26 % N
BHCYIIYBaHHi
4 | 3aranbHa 3012 He 6inbiue 15,0 % 8,67 %

2

/

L a o OVTo @\ N\Qv 200e (LS

Ne HaiimenyBauus PesyabraTn
3/n NOKA3HHKIB Buamors MICHL /I3 aHaJI3Y
5 | 3ona, Hepo3zuHHHA He 6inbie 5,0 % 3,18%
B 10 % po3unni
XNIOPHCTOBOXHEBOT
KHCJI0TH
6 | BmicT yacrok, mo He He 6insie 10,0 % 4,00 %
TIPOXOAATH KPi3b CHTO
(2000)
7 | Bmict uacrox, mo He 6inbuie 12,0 % 9,42 %
NpoXoAATh Kpi3h CHTO
(180)
8 | Pagionyxuian Heziit-137 — He 6inbwe 500 Br/kr <(30,7 + 12,3) Bi/kr
Crponuii-90 — xe Ginsiue 200 Br/kr <(24,3+£9,72) bw/kr
9 | OaHopianicTy mach Bin 1,275 r g0 1,725 1 1,513 ¢
10 | Mikpo6iosoriuna Kpurepii npuiHATHOCTI  MikpOGIONOFiYHOI  YHCTOTH
YHCTOTA (ADV 1.4,5.1.8):
3aranbHe 4HCO aepobuux Mikpoopranismis (TAMC) — | TAMC - 7,15x10°
10" KYO/r;
3aranbHe uMCIO APDKIKOBMX Ta ruticeHeBux rpubis | TYMC — 1,80x107
(TYMC) - 10° KYO/r,
kinbkicHa ouinka E. coli — 10° KYO/T, Menuie 10
HE 0NYyCKAEThCA HagBHicTh Salmonella B 25 r. He BusBneHo
11 | BmicT excrpakTHBHRX He menue 20 % 38,37 %
pevoBHH, 10
BHTSTYIOTBCS BOAOIO
12 | Bmict cymu ¢nasounoinis | He menwe 0,22 % 0,592 %
Y HepepaxyHKy Ha
rinepo3ua
13 | BmicT edipuoi onii He menwe 0,1 % 0,252 %
14 | ¥YnaxoBxa Mo 1,5r y ¢inerp-naxeri 3 nanepy ¢instpysasistoro | Bianosinae
TEPMO3BapIOBAHOTO, AKMH MOMIlMAOTh i 3aMakoKOTh
y makeT 3. Mmarepiay KOMGIHOBaHOrO MAIBKOBOro
METaniz0BaHOTO.
lotosi nakeru Bknagaoth no 20 wWTyk y nauky
KapTOHHY pa3oM 3 iHCTPYKLi€l0 nNd MEAHYHOro
3acTocyBaHHs mpenapary. [Tauky kapToHHy o6epTaloTs
Y NJiBKY MOMINpPOMiIEHOBY.
xﬂv.»mzw@u::: Y BinNOBIAHOCTI KO MaKeTy. Binnosinae
I

YnosHoBaxeHa ocoba, sika Buaana

N03BiN Ha BUNYCK cepii

Darta « 23

»w ALLPORONRRLL 2020
7

niaTBepaXYIo, WO HaBedeHa Buile iHOpMaLin € AOCTOBIPHOW Ta TouHow. Cepin BB3220
DIT no 1,51 y dinsTp-naketi Ne 20, Gyna BupoGneHa (BKNIOYalOuYH :mémmxzz\zmvémm::nv

KOHTPONb ii AKOCTi Ha WSEQNNNIN.‘O:O’\Q ngmv_sﬂ.—.m_ y NOBHiH w_h_._ow_hlon._‘- HWS-SO_.DZ_S

.M. NIncoyexko
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TOB «HaykoBo-BupoB1mria apMauesTHiHa KoMnaHia «EAM» /

61091, YkpaiHa, M. Xapkis, syn. XapKisCbKUX auveizin, 20 nir. «A-5»

VOO

ten/pake +38 (057) 716-40-71, 716-40-72

http://www.aim.com.ua, e-mail: fito@aim.com.ua

CEPTU®IKAT CEPIl Ne 202/2020 Big 29.12.2020 p.

HafmenysaHns nikapchKoro 3acoby
KpaiHa-supoBHUK

Homep peecTpatllitHoOro nocBiaueHHs
Cknag nikapchLxoro 3acoby

NMikapckka gropma

Po3Mip i TUN yNakoBKu

Homep cepiil poamip cepil

Harta Bupobuuursa

faTa 3akiHYeHHA TepMiHY NPUAATHOCTI

Apapeca supobhuiTtsa Ta natoparopil
BIAAINY KOHTPOMIO SKOCTI

Homep nidensii Ha oupoBunuTao
Ceigourso npo arvectauiro BKA
Ceprudikar signosignocti HBI (GMP)
Aanis BUKOHAHO 34

GRPOHXO®IT
YKPATHA
Ne LJA/3546/01/01

Airoyi peuocunu: 1 hinurp-naker (1,5 r} MicTUTh cymiw NikapeLxol
POGAKHHOT CUpoBWIA: aipy kopenin 135 mr, antel Kopedia 135 mr,

nunu  kBitok 135 Mmr,  warigok  keitek 135 mr, conoaku
kopeHis 135 mr, waenii  nikapewkoil nuets 135 mMr,  Bysknn
kiiTok 120 mr, Kponusu nnetd 120 mMr, MATH nepuesor
nveta 120 mr,  yeBpewo nopsysoro  Tpasd 120 mr, oMany

xopenis 105 mr, pomatukk xoitox 105 mr
36ip

Mo 1,5 ry dvinnrp-naxeri N2 20
BB4820/ 10826 yn.

21.12.2020 - 22.12.2020 p.

Al 2022

62495, XapKinchKa 00NacTh., XapkiithKMi panon,
eyt Bacuuese, synuus MNMpomucnora, 16-a

Cepiss AE N2 637448 8in 07.07.2015 p.

Ne 221 Bisy 29.07.2014 p,

031/2020/GMP Tepmin aiv pgo: 22.09.2021 p.

MKS 113 3ars. Hakazom MO3 Yipalnu Ne 564 nia 25.05.2017
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TOB « HAYKOBO-BUPOBHUYA ®APMALEEBTUYHA KOMITAHIA =
JlaGopartopis BiAAINY KOHTPOIO AKOCTI
CeigouTso npo arecrauio N2221 eia 29 nunua 2014 p.
[epxasta cnyxba Ykpaiku 3 nikapcokux 3acobis
Ceipourso npo BignosigHicTes CUCTEMU BUMIPIOBaHB BUMOTraMm
OCTY ISO 10012:2005 N2 01-0152/2020 sig 10 rpyaHa 2020 p.
AT «XapKiBcukili PerioHanbHUA HayKORO-BAPOSHKYMA LeHTp CTaHaapTiEa, METROIOM Ta cepryhikalil»

62495, XapKiscbka o6, XapkiBcokui paioH, c.M.7. Bacuueso, syn. lpoMucnasa, 16-a,
Ten/daxe (057) 749-03-84
61091, M. Xapxis, syn. Xapkiscbkux Ausi3in, 20 it “A-57, ven/dakc (057) 716-40-71, 716-40-72,
http:/ /www.aim.com.ua, E-mail: fito@aim.com.ua

ITpomoxon Ne 193/111/2()
QOCATONCCH b AIRAPCHKIX 300pI6 13 POCAUNTIOT CHUPOGUILH
1 gyicnt paodionyKilois
¢io 23 epyous 2020 p.

Haimenysanus npenapamy | BPOHXO®IT 36ip y ¢puisrp-nakeri no 1,5 r )
_ Homepcepii | . 3B4820 -
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BMICTY  pajiOHyKIIAIB Cs 1 7'Sr y xap4onhx

MPOJYKTaxX Ta NHTHIA soai», 3ars. Hakazom Ne 256
MO3 VKpaTun i 03.05.2006
Ciricuiand nopyathiy « IHTEHIMHKI HOPMATHE TTHTOMOI
L akTHBHOCT  pagiory Kl s s i MSr y pocimuniii
stikapehKii Cupmﬂmi (cyOeranulr), 1O
BUKOPHCTOBYETLCS  JUIS  BHIOTOBICHHS  JIIKAPCHKHX
1acoGipy, 3aTh. Hakazom Ne 240 MO3 VYepainun Bid
108.05.2008
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