PHARMA

TOB "IIPO®APMA ILJIAHT"

D-06-48

AEKJIAPALIST OO SIKOCTI TA BE3INEYHOCTI CEPII IIPOIYKTY

Nell Bin 04.03.2021

Hasea nponykuii: lobaBka gictuuna «Xononaant-TAY®, kancyan Ne30

Homep cepii: 010221
Hara Bupofunirrsa: 02.2021
Hara naxysanns: 02,2021

Kpaute cnoxuty no kinusg: 01.2024
Kinbkicts npoxyxuii B cepii, ynaxkoBka Ne 30: 6621 ynakosox.

BupoGruk ta nakysanerux: : TOB «[IPO®APMA ILJIAHT», Yk

07400, m, Bposapu, By Kuigcenika, 221-B; ten. (044) 422-50-70
Bupobneno sa TV Y 10.8-34414427-014:2017

paina; anpeca noTyXHOCTEH BHPOOHHITRA:

HajiimenyBaunsn nokasnukin

Bumoru nopmarusroi nokymentanii (TY)

Pesyabratn Bunpobysans

30BHILIHIN BUrsA

Teepna xenatuHoBa KancyJsa;

BMICT Kancynu: cyMiul nopowkis sia ceitno- Bianosigae
KOPHYHEBOIO 10 KOPUYHEBOr0 KONbOPY
Konip kancynu, rino/kpuika Binuii/ Binwit Binnosigae
3anax Crenndivnnii, B sanexuocti Bin BHKOPHCTAHOI Bi .
OB inoBinae
T Tokch4yHI ejleMenTH, MI/Kr;
| Comfta = 8 <3,0 0,013
1<a?"ngm F Ry s <1,0 0,035
M ‘[11’511_{0;’; -:;?:;ﬁ; ;.',,‘.jﬁi SO,S <0304
Poe’y o Fo) <0, <0,005

N3

N, @

Hecruungn, mr/kr:

Anapnu He nonyckaeres He BusBneHo
(menwe 0,001)
[entaxiop He nonyckaetbes He Busazrneno
(menwe 0,001)
"excaxnopumkiorexcan <01 He Bussneno
(rama-izomep) (menwe 0,001)
JUT Ta iioro metaGonitu =01 He Busigneno

(meHwe 0,003)

MikpoGiosoriuni nokazuuicn:

MA®AM, KYO/T, He Ginbiue

1,0 x 10¢

7x 107

BI'KII (konihopmu), B 0,1 r

He nonyckaerses

He Busaeneno

St.aureus, s 1,0 r

He nonyckaerses

He suasneno

IMarorenni mikpoopranismu, B
T.u. Gakrepii poay Cansmonena, B
10r

He nonyckaerbes

He Buasneno

Ilnicuesi rpubu, KVO/T, ne
Qunbie

1,0 x 102

<10

Hpixaxi, KYO/r, ne 6inbLe

1,0 x 102

<10

% Odl. WV AL 3 Eﬁ/@ 05.03, 207

(Cvoniuea 12?2




$-06-4.

A
Ecoli,s 1,0r He nonyckaernes He BuasneHo
B.cereus, KYO/T, ue Ginbie 2,0x 102 <100

Panionyxurian, Br/kr:
[luTomMa akTHRHICTS LE3il0-]137 <200 <45,0
[l1roma akTHBHiCTE cTpoHLi0-90 | < 50 <22,8
Disuko-xiMiuni noKazHUKH

Brparta macw npu sucywysanmi, | 10 3,3

%o, He Binblue

Maca weTro BmicTy kancynd, Mmr | 510 = 7,5% Binnosinae

Ilakysanus, mapkysanns Ta CTPOK NPHAATHOCTI

[lakyBaunus 30 kancyn y Gauui, | 6anka y mauui, 24 navin y Bianosinae
Kopobi. JIncTok-Bknaaka HassHa

MapkyBaHH niepBHHHOT Ta Bianosinho o TY ¥ 10.8-34414427-014:2017 Bianosinae

BTOPHHHOT YTNIAKOBKH

Crpok_npuaartHocTi 36 micauis Bin naTv BHPOGHULTBA

YMoBH 30epirans 3Gepirat B opuriHanbuill ynakosui 3a Temnepatypu 8ia 4°C 1o 25°C y cyxomy,
3aXMILIEHOMY BIAl CBIT/IA | HEAOCTYIIHOMY it AiTel MicCIi. :

LAIQBIHO 10 BUMOT
Terrie N
TR N

y 1.3

Bucuosox: JloGaska nietnuna «Xonommant-TAY®y cepii 010221 supoGnen
TY Y 10.8-34414427-014:2017.

Iikenep 3 akocri
TOB «[TPO®APMA MJIAHT»

oS .BO" HHels B.M,
04.03.2021p. ey

Croninka 2 3 -
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Ceprudikar GMP NeG0B/2020/GMP &ig 27.01
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a7
#FARMAKOM

Hexnapauia BUpoOHUKa
(TOKYMEHT Npo SKICTh)

TOB BT® «@apmakom»

61001, Ykpaina, M. Xapxkis, By. Op'isceka, 17

Ceprudikar ISO 9001:2015 NeUA 228965 Bin 27.08.2018 p.,
Ceprudirar ISO 22000:2005 Ne102090 H six 13.09.2019 p.
Haiimenypanus: /lodaska giermuna «/laktodapm» kane. 0,4 © Ne30
Homep naprii (cepis/mara surorosnenns): 010221

3aTY ¥V 10.8-30590731-030:2017

XAPAKTEPUCTHKA PE3VIILTAT
HAWUMEHYBAHHS HOK_A3HHKA - | _ IHOPMA | BUIIPOBYBAHHSA
30BH1LHH1PI BUTTISI, hopMa | Kancymm TBepm JKETaTHHOBI Binnoeinac
| BUTATHYTOI hopMH |
‘ Konip Kamncysma 6ini . BMmicT xancyi- Binmnoginae
OJHOPIIHUH IOPOIIOK Oe3
IPy/I04OK BiA OG1I0TO A0 CBITIO- |
| KOPHYHEBOT0, MOKJTAB1
| BKparIcHHs
' 3arax, cMak CmaK—cmomcyBaTHﬁ, 3arax- Binosigac
L - ~ creuugigHHi -
' Macopa uacTka Bojiorn,% He 6 Gimpire |l 5 0 | Binosinae
THTpOBaHa KHCJIOTHICTE , Yepe3 3 TOMHN, 12.0 BlﬂHOBmae
°T, He MeHIIEe o o o B
| Cepemm Maca BMICTy Kalcyiy Ta ‘
| BIAXMJIEHHS BUJI CEPE/IHBOT MacH BMICTY 0,4+3,% Bignosinae
_Kanmeyim, I e e ————
Posnaganns (51 Karcy I, XBHIMH ,He Gimbmee | 30 | Bignosigae
KiibkicTh MleOOpFaHLSMlB (np0610THK1B)
KYO/r, He MeHILEe HK 1x10° Biamosijae
[Tiicussi rpudu, KYO/11, He Oinbiue 50 Bimmosigae
Hpixmxki, KYO/1r, He 6inbiie 50 Bixnosinae
. bakrepiit rpyny KHIMKOBHX NAIAY0K
(xomidopmu) B 1,0r He no3pongetsed He BusBieno
S.aureus,B 1,0 1 He mossomseTses He Busasneno
E.Coli,B5,0T He nospomnserses . He Buasneno
} [Taroremni Mikpoopranismu, B T.4 OaxTepii ‘ |
' pony Cambmonena, B 10r | He no3pomngernes | Heusmireno |

Hara anamizy: 01.02.2021 p.

Tepmin npumatHocTi: 24 MicsIll 3 JaTH BUTOTOBICHH
A wPAl Q\\\

B \My, \JYAXHIHEHOMy Big TPAMOTO
N ‘ﬁﬁ“gg\c\z}n&\m]lorocn TOBITP4 He Oinbine

BHPOERHUYC- i & i

YmoBH 30epiranns: 30epirary B yIakoBIll BUPGOH,
CBiTIIA mpuMiIIeHH] ITpu TeMmeparypi Bia 1°C fo
65%.
BucHoBOK: mpoaykmis Bimosigae TY YV 10.8-

Jupexrop TOB BT® «Dapmaxom» Kaniniuenko B.B.

@‘Y adl. /0337 5%0 4508
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[Macnopr axocri Ne 1FOL/2021UF Bin 04.03.2021

HotGaska aieruuna «DPOJIBIT® »
HajimenyBanns: Jo6aska giernuna «DOJIBIT® » no 300 mr Ne60 xanc
Bupobuuk: TOB «®apm Paiiz», 61110, m. Xapkis, moce Canriscoke, Oya. 100, kB 54
Ha samosnennsa: TOB «¥Onisepc @apm», Ykpaina, 04080, m. Kuis, sy, Habepexuno-Jlyrosa,
Oyn. 29, Ten. +38 (044) 224-51-82
Anpeca notyxHocTel BupoOHuUTBa: YKpaina, 61004, m. Xapkis, Bya. Konesa, 21
KiapxicTs ynakosok B naptii: . 3000
Hapris 010221
Bupotaero: moruit 2021 p.
Bautn  po: motui 2024 p.
Tepmin npuaaTnocTi: 3 poky 3 JATH BUTOTOBICHHS.
Hara ananizy 04.03.2021 p. sianosiano go HTJ : TY ¥V 10.8-36628278-012:2013 1 Bucnosxy JACEE
MO3 Vxpainn Ne 05.03.02-06/20185 Bix 15.06.2016p.

Tloxaznuku Me:xi mo PesysnnTaTn ananisy
TY ¥V 10.8-36628278-012:2013
1. 3oBHimHIH BUrIAL Buznsag xancymy: TBepaa skenaTHHOBA | Bidnosidac  eumozam
Kancyna UMIiHAPHYHOT GOPMH, 110 TY V 10.8-36628278~
CKI8Ja€THCA 3 KOPITyCy | kpuineuky, 3 | 012:2013
TJIAJIKO0 NoBepXHero Oe3
MOLIKO/DKEHb 1 BUAHMHX MOBITPSTHUX |
MEXAHIYHHX BKIIOUEHb. Buzis0
BMICMY KAHCYAH. OHOPIAHWI
ApiOHOAMCIIEpCHUH CHITyunit
MOPOLIOK.
Z.KOJIip BrnactiuBuil kKOMIIOHEHTAM, 1[0 Bionoeidde  suniocin
BXOJATH 10 CKJALY Cymimi Ty
3.Cmax ITpueMnnii, BNacTHBHUI KOMIIOHEHTAM,
LIO BXOISTh 4O CKJIALY CyMmiii 3rigHo | Bidnosidac eusozar
13 3aTBEPANEHOI0 peLenTyporo, De3 ry
CTOPOHHLOTO MPHCMAKY
4 3amax Creuudiunuii, BIacTHBHI ‘ A
. . Bionosidae suriozan
BUKOPUCTOBYBaHIH cupoBHHI, Oe3 TV
CTOPOHHEBOTC 3araxy
5. Cepenns maca BMmicTy 300 -
KaNCyJIH, Mr Honycmunsi minycogi 6ioxunu smacu Bi W ] )
s , 10RnoGIdac eumMocam
nemmo ne Ginsute nide 9%. TV
6.Macogsa nomns sonoru, %, He 4.29%
Oinbire 10,0 Bidnoeidae euatozam
Ty
7. Macosa gacTka 3arajbHO1 3.7 %
30/1H B TIEPEPaXyHKY Ha CYXY 0.0 Bji.()noei(}ae GUMO0N
pedosuHy,%, ’ Ty
He OuibLre
8. MacoBa usacTka
METAIOMATHITHUX JOMILIOK Bidnosidae gumozam
(po3mipoM B HaitGLIbIOMY - Ty
NIHIHHOMY BHMIpI He Dinblie
0,3 Mm),%, He OinbuIe

P i 4 .7._
D, et 4950 GG g0 203




9. Yac po3nafaHHs KancyJ,
He DifiblIe XB,

Biconosidae sumocos
Ty

10.CroposHl 1oMHIIKH

He monvckarorscs

Bionoeioae eunoaanm

Ty
11. BMICT TOKCU4HMX
eNEMEHTIB, MT / KT, He OuIbHIE:
Cruueup 0,02 Menme 0,02
Kaamii 0,1 Memne 0,008
My’ ax 1,0 Menue 0,008
PryTb 0,01 Menwre 0,0075

Bionosidae eumocan
TV

12. BMICT TOKCHUHUX
efeMeHTiB, Mr / K, He Diabiie:
IecTnumau:

['XLTI'- ramma — 1z30Mep

JUIT 1 floro merabosmita
[enrax:op

Anapun

He Ginpue uisx 0,1
He 6inbie Hix 0,1
He nonyckaeTbes
He nonyckaerscs

He pusisneno

He BustsicHo

He Buasneno

Hc BusnBneHo
Bionoegidae sunoedn
Ty

13. Mixpobionoriusi
MTOKA3HUKH!
MA®AM, KVO / r, e buibine
HIK
BI'KIT (komdopmu), 80,1 r
Ecoli,s1,0r
S.aureus B 1,0r
[TaroreHHi MixpOOpraHiamMu, B
T.4. Salmonella 8 10,0 ¢
Hpuxmxi, KYO B 1 1, He
Sursire [nicusea, KYO 8

1 r, B cymi, He Oisblie

1x10?
HC ,ELOH}’CH&IETBC}I
HZ JONYCKAEThCH
HT ,Z[OH}’CK&ETBCSI

HE JOMYCKAETHCS
1x10°

1x10°

1,0x10°

He Bussacno
He sussaeno
He Busgsieno

He rusasacHo
He Busizacuo

He Bussneno
Bionosidac  aeumoean
%

|4. BmicT pagionyxninis bk /
KT

1370
8y

He biasime Hix 200
He 6inee 1k 50

2,73 Bimnosinae
BuMoram TY
0,86 Binnosinae
BuMoram TY

Buchopox: J[loGaska nietnuna «®@oniBit®» xancymi no 300 mr Ne60 napris 010221 3a

NEPEBIPEHUMH  [OKA3HHKAMU BIANOBIAAE BUMOram
2= Nkpar

peanizalii Z03BOIAETLCS.

—
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#FARMAKOM/

Hexnapanis BHPpoOOHHKA

TOB BT® «Papmaxkom»
61001, Ykpaina, M. Xapkis, Bya. HOp'iBcrka, 17

(HOKyMeHT npo sSKiCTh)

Ceprugixar ISO 9001:2015 NeUA 228965 Bin 27.08.2018 p.,

Ceprudyixar 1SO 22000:2005 Ne102090 H Bin 13

09,2019 p.

Haiivenypanns: Jobaska giermuna «Bitamin Ds» kane. 0,7 r Ne 30
Howmep maptii (cepis/oara surorornenns): 010221

3aTY ¥ 10.8-30590731-026:2017

HAHMEHVBAHHH HOKABHHKA

— .
|

 3oBHIIIHIH BUMIL, 1, hopma

" Kouip

5 3anax, cMak

Macosa 4acTKa BOJ]OI"H % He BinbLIE

Kﬂcnome YHCJIQ, MI KOH/r He Ginplne

‘ HBPOKCH,LLHG yncio, 1/20 MMonb/kr, He Giipme |

' BMICT HeHaCHYEHHX >KHPHHUX KHCIIOT, Bif cyMu
| JKHPHUX KHCIIOT, %, He MEHIIIe Hix
| ‘Maca xancyau, © -
POS]‘IaJlaHHﬂ Kancyml XBHI[HH He GIbLIE
j BMICT TOKCHYHHX €NeMEHTiB, MI/KT, He OlibLie:
| CBUHEIlB
| kanmii

| MUII'SK

_PTYTb o
TlecTuLwH, MI/KT, He Ginbue

| XTI (y-izomep)

| JIUIT i #oro MetabomiTh

| I'enrraxutop, Mr/kr, He Ginbine

Anapus, Mr/kr, He Oinblue

Pajionykniyu, br/kr He Oinblue:

BaKTepm rpynu KHLUKOBHX TAIMUOK
f (xomiopmu)B 1,01
' S.aureus, B 10T
[Matorenti mixpoopranismu, B T.4 DakTepil po;[y
; Canomonena, B 10,0 r
Jlara asanizy: 01.02.2021 p.

XAPAKTEPUCTHKA ~ PE3VJIBTAT
, I HOPMA | BUIMPOBYBAHHS |
" M ¥iKa jKeIaTHHOBA Karcyna OBATBHOT Binnmosimac
dopMH. BMicT kancynu-MacnsaHiucTa
piauHa
Kancyiia mpozopa Ge3 konsopy ao Binnopinae
3a0apRriieHa XapuoBMMH OapBHUKAMH.
Kounip BmicTy-npo3opuii 3 BiaTiHKaMu
BijI 2KOBTOTO 10 KOPUUHEBOrO
3anax Ta cMak crienuivHi, BIacTUBi Bignosijae
|pwbi ~
T T T “Bimnosigae
- 40 Binnogizae
S 10,0 __ . ___ Binmosizae
80 Bianosigae
 07r3% | Binnosimae
r 30 _ Bignosizae _
1,0 Bigmosinae
1,0 Bignosinae
0,2 Bignosigac
R 03 Bianosinae
0,1 Binnosinae
0,2 Binnosigae
He ao3gosseThes Binnosinae
He po3Bonserses Binnosinae
uesiit'* =200 Bianoeinae
. cTpoHLii™-50 | Bipnoeigae
He no3ronsieTbes He BusiBieHo
He nozponserses He BusBieHo
1 Henosponserses _ He ussneno

Onuc: OTpUMYIOTH 3i cBixkoil nevinku Tpicku (Gadus morhua Linne) 3 pormun Tpickosux (Gadidae),
nepepoONIETECA 3 BAKOPUCTAHHAM MOJIEKY/ISPHOT AMCTUIIAMIT. 3 Mofasswoio GinbTpalliero, BiAOIMOBaHHAM Ta

JIe300paLicr.

YmoBH 3ﬁep1rauuﬂ 30epiraTy B ynmakoBLi BUpO tim

ceiTna Micti npu Temnepatypi Bia 8°C po 25°C

BucHogok: rnpoaykiia Bignosigae TY V IO.8—30§§0

Hupexrop TOB BT® «Dapmaxom»

R

s
Tepuiu npunaTHocTi: 24 Micsni 3 AaTH BI/II‘OTOBJ‘IGHH/&/.,} LY Aly 4\“
109,4?;1@130

’d
'/

{f 1OHLRA]
Ta ;(lﬂ g :;. [
‘ ‘!‘OPFIBEJI!:»HA mmm}

m@wzmm»

&2

LUEHOMY BiJl PAMOTO MO JaHHs COHAYHOTO
1‘? nosrrp;{ He Oineuie 75%.

Kaniniuenxo B. B.




TOB HB® “MIKPOXIM” B |
93000, Yepala, Jlyrancebka obn., M. PyBbiue, Byn, Tenina, 33, ‘
Ten. (06453) 8-35-00, Ten./ thake (06453) 6.1 6-00; o- maii;,office@migmkhlnmom,-tia

Ceprudixar No 2

Haifuerymasius npogy APMAUH® Howep capir plozzy =T ———
hikapeuka dhopma: abreTiy, BKPUTE 060NOHKOK 1o 125 wr- ;  Posmip cepli; 9930 .
Homep peecrpanifnora ocsindeiiar UA 2306/02/G1 Tepmin Al He oBMemenni ] | AlaTa - sUpoBuuuTaa; moTm 2021 T,
Cuna gifaxrusticTo: 1°Tabnerka MicThTy “'a'pkiégJH‘{Z-STKH-G.-MEIM- | fava 3akiHvenna o .
3-'r};(pb”KQMniPBAHHM SYRUuHaT). 125 mr ) o TEPMIdY npuaatHoct: 02 2024
Poswip taTun YHaKOBRY] 1610 TaGneroK y Gnictepl, no rpu GnicTepa pazowm 3 IHeTpYyKUiEHS A MeAandRoro sacrocysan; A noMlaTe, 5 navky iz
| KapTony, L : _ : i
: _ CHELMPIKALIA 0O MKAnN3 __ Pesy%h_ra‘m
Ng HaWMeRyBanms AonycTiami vopmn Metonu kontporo | BUPPOGyRaks
3in NoKasHika . _ .
7] TaGnetia Bir1oro 860 Ginoro 3 KRBMYBATUM KONE0py 3 ABOONYKIOIS | A MKANZra foy | Bidnogidae
Taakeio. NoBepxHew, BRPUTI nnisker cBanonkolo: parancHi cTaTTi Ha nikapckki
32 308HLHIM BULNALOM TabneTky nosukHI Blgnosigary BUNOTaM Gopmu. TabneTiy, :
Jay, ' . Tabnetin :
2 | inentudikagis i ' D o o o - i
Rpuiagii YO -enexrp nofhinaxks BUNPOGYBaKarg poayiHy & o) 813 240 R0.340 i 12,9 MKAIIS 1a A%Y 2.5:25 Bidnogidae
NOBUHEH MaTi Makcumym NotNWHaHKR NPV AGEMUKE XBiaAL (287£2) 1, (c‘nakrpocbgrgygtputmq}
Ha.xpomamrpaul‘-a»_mpoﬁyqaﬂorp poauﬂuy;._orpmaum;npk BUSHaNEHH] T 2.2 NMKAR3 1 Bidnosidae
CYMYTHIX ApMiuiok {Toyia 1) noauhna, sushisisicn ‘OCHOBHa Nnsima, Binnosigna: ABY.2:2.27-(TUjx) wE
S NanoEHHaM, dopvi Ta lﬂreub_mﬁubr:—rrot:uc_auiﬁ-nnam‘Ha Xpomarorpari
S - BTangapTHOTO Posuituy-a apmh,aluﬂqua.g).; ; .
AnTapHa kicaora. ) Koa&.o_pob‘s_ peakyla 3pe3acpLuHOM « nomapaﬂqe,sq‘lmpuwasa.saﬁapﬁneﬂﬁ’n 3 n.-2.8 MKANS .
. _ | IHresicusiisio serierior Pnyepeausuler. . _ . Bidnoslgae
3 ( Cepegnn maca Tatrarmr 1 Bin 0,2938T 10 0.3345 7 ' 1.3 MKANG 1 TGy 0,3045 2
; T4 onHopiaRicTe macy | .  BarankHl crarrl ua g Kapcski
| TaBrieTsy | 32 oAndpinsicTo Magy Tabngrk nosuitilg ignoslnari Bumoram oy, ‘hopuiu, TaGneryy,
_ . ‘ |285 _ N _ n. 3 MKANS Ta poy 95 Bidnoeidac
4 | CynyTai Adwiiniw, Yo he | OaHa nomika - 05 % 1.4 MKANST, He sunarneni
qOlble o ; ASY 2:2.27 (Titix)
B Po3siiehna Bianosliiiore sa TREOME PisHAMN OLHIOB3HNA 3 YPaxXYBaHHaM () = %5 MRANS T8 foy 293, | Bidnoaidac 3a
5% 2295 Blénem 3,
S~ He metilue 80 % gnn KOMHOY opvHuL, {enexrpochoromaTpiia) 81.87 9
Bzr— c"epeﬂﬂﬁtﬂ-{é_isﬂéﬁﬁﬁ'(.SA*S:)-H& MeHWWe 75 %, Henae MHOHHAT
DAMHUT MeHWe 60 %,
3~ DONBAKE SHAYSHHR (S+85+ S1) He Menwwe 75: %. He: Ginpwe 2
o by . ORVHWLE Metie B0%, | vemae KOZHOT OAUHIGT Mefiiig 50%. :
§ | Onropigicrs BosoBanuy [[. 203 nepux 10 CAMHULL: npiiimankna 44Ccno He nepesnLye 15,0 n. 6 MKAN3 ra - 6,4
OAMHKLB Il -ans.30. OAWHUUL: Npniimanpue UGN HE NEpeBkLye 15,0 ra LY 2.9.40 {PBM)
PesyneTar zicdahbmﬁaoaaﬂa]‘ CAMHULI He- & MeRwWInM 33 0,75 Mine
, 6inbivnm 33 1,25 11 3 .
7 | 3anuwkaesa RinbwioTL. T T - 0h% ' ' n7MKANS | Menwe 0,5 %
OPTAHIHUX: POZYMHHUKIR !
{oTakon), %, e Binpws , - . : e
8 [Mikpoglonoriuna qucToTA i ‘ L
|81 ¢ nbepapary ' ) , I m 8 MKAN3 Ta oy
-*Baegﬁsaa yticap Ha Ginvwe 10° k¥oye 2.6.1 :, .
BEROGH(IX Mfkﬁbbpé&ﬁfa&ﬁe;: | 7 ‘ 2813, 514 S :
| 8aeankte yucno He Gifibive 102 kyojr 5 Menurs 10 KOE/,
r-apbngy{osﬁxma nnlcetiegyy 3 e : i Mentue 10 KOE/2
epubig o 1 BiggyriicTs, | BIocymul-
- Escherighineoli | . : Yo
9 :Kinsal"cﬁé‘ﬁrisnauéﬁmi B T Big 0.1188 7 10 01313 r ) 0: 9 MKANE 1a Aoy 0,1300 2
(apmanin) s 1 ‘tabnerdl, r ] 2.2.29 (BEPY) '

alredt micyi )
Nitlensls ua BAPOSHULTRY mxapcbxux,aacoﬁls cepia AB Ne: 508070 BiA 13.12.2013 p. 93000 Jlyranecwka o61,, . Pybiwe,

8y, NexiHg, 33, 93400, V_J]yraHCbKE'dGﬂ',,._M. ‘Gsa.epic,qﬁﬂequ, Byn. lNpomucnosa, 24-p, JQSOOQ;ﬂyraHCBKa ogn., M, Pybixue,

Byn. Movaiseska, 9, 93069 flyraHckka obn., m, Py6ixke, syn, Novafacska, 11,

Ceprucblkar GMP NeDOB/2020/GMp BiAa 27.01.2020 p, ‘ .

Calnoureo arecrayif naf:‘gbpa'roipﬁ"‘_'cp‘f_aﬁv‘im-ixim‘i‘mdrdfa}faniajy ! KoHTpOnIG BUPUOHUYTER Ne 461 Bi 19.11.2020 p.

Celnolyrao are«:ram‘i'naﬁpp,‘a"‘r'b'pﬁ'fiioncriiuﬂom ananisy Ne 352 i 21 06.2017 . i

Saasa npo CepTudikanin: Uum 5 sacBiAUYK, 1o HaBegeua syiie lchopmaryis ¢ BOCTOBIPHOKY Ta Tounow, Uio cepin npoaykuir

KomeHrapi: yioay ,s-ﬁep'iraHHﬂ — RPY TeMnepatyp| ne Bulle 30 C g opuirinahbum ynakoBul. 36epirary g Hepderynromy ans

BucHosok: Bidnogioae BAMOrapsy W0 Ne 1 no PR7Ke VSEAR Ha APMATIH®, ragnerin BKpUTI
00anOHKkRIO NG 125 mpl > A\ ' To8APUCTRG ‘ |

3 OBMEMENCH
_BIANOBIRANLH C o]

[AMUTIPEHC, ¢

Rf laerTadgikayingwg
N KO8 4156351

Aosrenetio Ao peanizayii
YrosHoBaxera ocoba 5 AKOCTIE
w15 »__ 02 o2p24 p: N\

;_%.gf...,?"ﬁ( # ot
WU o7 & R




Tosapucreo 3 ofmMemenow signosinansniciio HYTPIMED Byn. Npepcnasrncexa, 43/2 03150 Kuis - Yrpaina

Infoenutrimed.ua T +380 44 4540100, 45401 07,454 0102, 4540103 d-08-45 UTRIMED
www.autrimed.ua D +380444340109 %
: NOCBIAYEHHA MNPO AKICTb Ne114
Dietuuna gobasxa «AHKCIOME[QIH» no 300 mg Ne20
HA3BA nPOAYKUT BHCHOBOK Aep¥asHoi CaKiTapHo-eniaemionoriuxol excnepTuan Ne 802-123-20-2/34979 sig 08.08.2018p.
HOPMATUBHUA LOKYMEHT TexHidyHi ymosu TY ¥ 15.8-30112347-015:2006
BUPOBHUWK TOB ,HyTpimea”
BUPOBHWYI MOTYXHOCT! - Yepkaceka 08n., ¢. CyHku, Byn. LlenTpanska, 1
OATA BUPOEHUUTBA Tpasens 2021
KIHUEBWA TEPMIH NPUOATHOCTI  Tpaeens 2023
Ne NAPTIT 040521
OPFAHOMENTHUYHI NOKA3HWKA
METOAU PE3YNLTATH
HA3IBA NOKA3ZHWKA BUMOTM HOPMATVBHO! ACKYMEHTALIT KOHTPONOBAHHA BWNPOEYBAHL
30BHILUHIA BUrNAR Kanqnn xelnamnnai npogosryaatol GopMK, BMICT kancynu — nopowek, ogHeplaswr  TY ¥ 15.8-30112347- e
no ACiA Maci 015:2006
Kancynw enacrwqmi npn wapaenosanWi BMicT kancynu - cwnyusd nopowok,  TY Y 15.8-30112347- i
KOHCHETEHLI, OAHOPIAHWA NO BCIA Maci 015:2006 Bianasiaac
KONIP BMICTY KANCYNWM Nopowok 8if GexeBoro 40 CBITAO-KOPUNHEBOTO KONLOpY s 1;‘:':3;;23”' Bianoslaae

CMAK | 3AMAX BMICTY BuicT kancynu fOBMMEH MaTH CheuudivHWA CMax Ta Janax, BNacTMBuA Cymiwi

TY ¥ 15.8-30112347-

KANCYN amop?pcrouyaa«o'i CYpOBHHW. Be3 NNiCHABOTD Ta iHWHX CTOPOHHIX NpHCMakie Ta 0152006 Bianosigae
3anaxia
MEQWKO-BIONONIYHI NOKASHUKK
BMMOrM HA AONYCTHMI  ®AKTWYHE 3JHAYEHHA, HAHA METOOW
HA3BA NOKA3ZHWKA PIBHI, MK, HE BINbILE MrIKT ROCTIKEHD. BIAMITKA NPO BIANOBIQHICTE
TOKCUYHI ENEMEHTH
CBHHEUb 6,0 <0,02 rocT 26932 Bignosinae
KAOMIA 1.0 <0,008 rocCT 26933 Bignosiaae
MUW'AK 0.5 <0,08 FOCT 26930 Bianosigac
PTYTh 0.1 <0,0075 FOCT 28927 Biznosinae
NECTULMOU
FENTAXNOP He gon. He suraneHo ACTY EN#12393-2003 Blanosigac
FXUr-rama-izoMep 0.1 <0,005 ACTY ENe12393-2003 Bianosinae
OATi- metaBonitu 01 <0.005 ACTY ENe12393-2003 Bignoeigae
ANAPHAH He gon He BuAgnexo ACTY ENe12393-2003 Bignosigae
MIKPOBIONOTYHI NOKAIKUKA
KMASAM, KYO a1, r, He Ginswe 1x10° <15x 107 CanluH 42-123-4940 Bianosiaae
BrKN (xonidhopMu) 8 0,1 1 He ponyckaroTech He suRBNEHO CanluH 42-123-4940 Bignosinae
E.colis1,0r He ponycraioTsch He susBneHD CanlwH 42-123-4940 Binnosiaae
S.aureus s 101 He aonyckakteca He suaBneHo CanluH 42-123-4840 Bignosigae
B.cereus 51,0 r, He Ginbwe 2x107 He suRBNEHD CanlMuH 42-123-4940 Bianoeigae
Nnicexes] rpubn, KYO 8 1,01, e
Eiiaiie 1x10° He swuneneno CanluH 42-123-4840 Bianoslgae
Dpixmsd, KYO 8 1,0, He Binbwe 1%10 He svasnero CanMvH 42-123-4940 Bianoniaac
Natoresni MIKPOOPranisvm, B T.4,
GaxT. pony Canumoxena, B 10T He ponyckakTsch He uABnEHD CanluH 42-123-4940 Bignosiaag
PALIOHYKNIOW, Br/kr
UE3IA 137 200 478 MBMU 4/g8 Bianosinae
CTPOHLI¥ -30 50 302 Mi 12-08-98 Bianoeinae
DIZUKO-XIMIYHI NOKAZHUKKA
HA3BA MOKA3HWKA HOPMA DAKTMHHE 3HAYEHHA METOOW KOHTPONOBAHHA
Macoba yacTka Bonory, %, He Ginbwe 10,0 510 3rigHo 3 TOCT 24027 2
Macosa 4acTka 30N4 32raneHol, %, He Sinbwe 8,0 438 3rinno 3 TOCT 24027.2
Cepennn maca BMICTy kancynwu, mg 300+7,5% 287 TY ¥ 15.8-30112347-015:2006
Croponnl goMlwku He gonyckanTscs BiacyThi 3rigno a FTOCT 240271

i r w—
He mictute MO

BucHosOK: nepeawpeunﬁhpaﬁ*ﬂ%u?a&@ Koo 0 mg Ne20 napTil 040521
3a nepeslpenuwm%mmymm 7-015:2006
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TOB HB® “MIKPOXIW”
93000, Yxpaina, Jlyranceka obn,, m. PyGixkHe, By, Jlerina, 33, 7
Ten. (06453) 6-35-00, Ten./ caxec (06453) 6-16-00; e- mail: office@microkhim.com.ua

Ceprudicar Ne 4

HajimeHysanHs npoayKU: APMAﬂHHﬁ Homep ceplr:: 040521
| nikaposka dopma: TabneTiw, BKpUTi 06onoHKOW0 o 125 Mr Poawip cepll: 6619 ym.
Homep peecrpauiitHoro nocsiduenHs: UAM2306/02/01 TepmiH Ail He. oﬁme)xeﬂuh ‘[aTa BupcOHUUTEa; TPaBeHL 2021 T,
| Guna gilfaxtuskicTs:. 1 TaGheTka MiCTHTL apManit (2-eTun-G-meTnn- i Data 3akiHienHs B
3.rinpokcunipuouny cyuuuﬂa-r) 126 ur Tepminy npuaatrocyi; 052024 _
Poamip Ta Tin ynakosku: no 10 vabnetox ¥ Gnlc'repi 1o TpH GAicTepa pasoM 3 HCTPYKLIE!0 ANA MeJMYHOIO 3aCTOCYBAHHA NOMINAI0TL B Navky i3
| KapToHy, ~
: . CHELWICDIKALUH ,U.O an:s Pesyngﬂ'am
Ne HaiimeHyBaHHs Hornyctimi HopMu MeToau KOHTROMID BUNpOLYBanL
3/n- MOKAZHUKA' . :
11 [Onuc Tabnetiv Ginoro abo Binoro 3 KpeMyBaTiM KOTbOPY:3 ABOONYKNOK .1 MKAN3 Ta. Aoy Bidrnioeidae
rnagKolo nosepxHelo, BKpAT nniskoio 0BonoHKow0, aranshl caTTl Ha nikapobK]
‘3a 3oBHiWHIM BUriAZOM TABRETKY NOBKIHK BIANOBIAETY BUMGFAM dopmu. TadreTku.
‘ Ay Tabnetin
- 2 lgenmcp Kauis i - ;
Apmaaiu YO ~ GMIBKTP TIOTAVHAHHA BiANpoSysarcro- posumHy B ofinacti pla 240 50 340 WM. | n. 21 MKAN3 Ta 1oy 2.2.25 Bidnoeidae
NOBMHOH MaTH MaKCUMYM NOTTMHaHHA TPk ROBXUHL XBnni (287:42) Hm, (CrBKTPOROTOMET PUdHO)
Ha xpomarorpami ‘BunpoGyB&HOre poaUlHY, OTpUManii npi BiaHavieHH . 2.2 MKAN3 1a Blancaidac
‘CYNYTHIX AoMIWOK {Touka 1), TIOBMHHA BUANATHCA OCHOBHA Nnsma, BianosigHa Loy 2.2:27 (TWX)
33 TIOTIOKBHHAM, cbopul Ta JHTOHCUBHCCTE DCHOBHIM MNAMI Ha XpomaTorpami’
z CTaHfapTHOr. poal-mny A apmamny {kaa 2):
‘AiHTapHa kuenora ;Konbcpoaa PeaKLA 3 pESOPUWHOM — NOMapaHUeBo-KopWIHEBE Ia0apBNEHHA § f,.2.3 MKAN3
¢ HTOHCIBHOKD 38N8HOK ¢:nyop&cqeﬂqlem B ) Bia_nae!dae
3 | Cepepns Maca Tabnerkn Bin '0,2936:r800,3245.r n. 3 MKAN3 1a fioY 0,3048 2
Ta ofHOpIgHicTL MacK BaraniHi cTaTTi Ha Rikapekki
TabneTuu 3a oaHopiAnioTo Mack TA6NeTky noBuHHI BIANOBIAaTY BUuMoram OdY, dopmu. TabrieT.
A . 2.9.5 _ ‘ : _ n3MKANS 1a JOY 295 | pignosidae
4 | CynyTui nomiwku, %, He Orna nomituka -0,5 %, n. 4 MKHJ'IS Ta He ausneneni
Hinbine ; [y 2.2.27° (TLUX)
-B | PosurHeHHA BianosigHicTe 3a TpbOME PIBHAMU ‘GLIHIOBAHHA'S YpAXYBaHHAM Q = ‘na MI{FFJTS Ta ,Eztby 293, Bidniogidae 3a
75 %: pisrem S,
B4~ He MeHWe:80 % Ans KexHo! Ok (CﬂeiﬂPUdJOTOMéTPH*‘HO) ‘cep. 3HaY, 82°%
Sz~ cepeaHe 3Ha4YeHHs (31"'32} He MeHlwe 75 %, Hemae JoaHo! - 70-92 %
‘oaRHuL Mette 60-%. )
83:~ cepeHe SHaYeHNT (S1+Sz+ Sg) ne menwe 75 %, He Ginsuie 2
) OAVHWIL MeHlle B0%, I Hemae oHoT oANHILE MeRile 50%,
.8 | OpHopigHicTL goscBanMX || - AnA nepwux 10 oAnHKULb: NPUAMansHe YNCHo He nepesuilye 15,0, 1,6 MKAN3 ta {~3,6
OfUHULL 1= ans 30 oauHULE: NpriiManbHe Yueno He nepesnwye 15,0 Ta oY 2.9.40.(PBM)
‘PesynkTaT MoZHOT osoBaHol oguHuLl He ¢ MeHwuM 3a 0,75 M i He '
- o ‘Binbluvm 3a 1,25'M:
7 | 3anKuKosa KinbKicTh 05% 1. 7 MKANS MeHwe 0,5 %
OpraHivHUX POIHUHHUKIS
“(eTanon), %, He.Binbuie
8 | MikpoGionoriuda yucToTa
B'] rnpenapaty ) o n. 8 MKAN3 1a AdY
i 3aa%nsne‘uucno ‘He 6inbwe 10° KYOIr 26412,
aepobHUX Mikpoopaaniamie; ) ) 26.13,5:14 —
- gagansHe quc‘nop ) ‘He Ginbue 10> KYOIr ' Meriue 10 KO
;6p!)k6)£coeux ma nniceHeaux o . Mentwe 10 KOE/z
spubie BigcyTHicTs Bid i
~Escherichia-coli ) cy _mH
g | Kmbmcne BU3HAYEHHA Bin0;1188 rpo 0,1313 v .9 MKANS 7a oY 0,1258 2
(apma,qin) 59 tabrem, 1 2.2.29 (BEPX)

KomerTapi: ymosu abepiranHs — npu Teunepa-ryp: ‘He BULle: 30 °C B opurisanLHii ynaicoaut, 36eépirati B HegoCTYNHOMY Ans
AiTeid r.ucur

JliyeHais Ha BUPOGHULTBO: mrcapcmmx aacobis cepia AB Na 598070 i 13:12.2013 p. 93000 Myraxceka o6n., M. PyBixre,

syn. Jlenina, 33; 93400; Jlyranceka obn., M,-CesepoaoHeLibk, Byn. Mpomucnosa, 24-a, 93009 Nyranckka 05:1 M. PyGixHe,
Byn. MNouaiBeska, 9, 93009 Ilyravcbka obn.;-M. P'yﬁinme Byn. lNouaisckka, 11.
Ceprihikar GMP- NQOGGIQOZO}GMP Bl 27!01 2020 p.

‘Ceigoyrso arecratyif naboparopli thiauko-ximMiuHOro. aHanisy:i koHTponk. mpoGkuTsa Ne 461 sig 19,11.2020 p.
Caigolrso arscrauyii nafoparopil BionoriuHoro aHanidy Ne 352 sig 21,06,2017 p. - .
3aspa npo ceprudikayito: Lum s-3aceiguyo, wo Haee.qena BuLle iHbopmayis e nocrosipnmo Ta ToYHow. Lo ce'piw 'npo,qykuil

6yno supobneHo (sxnYaoyy NaKyBaHHa TB
signosigHocTi 3 ‘Bumoramm GMP, BCTg
-cneqwq)maummm L0 MICTATLCA B peecTpd iifh
BCTAHOBAOHO BiANOBIAKICTE GMP,

BucHosok:  Bidrioeidae BMo)

HozBsoneno ao peanizauii

YrnosHoBa)eka ocoba 3 AKocTi
« 24 »_ 05

06onoHKoW No 125:MK= 32

2021 p.

4

NPOBEABHE KOHTPCNL 1i AKOCTI Ha BULLE BKa3aHIi Alnﬁuul ¥ MOBHINA
{EBIM perynﬂmpz-tmm opraHom a Takox y signosigHoct ai




Tosapucreo 3 ofmMemenow signosinansniciio HYTPIMED Byn. Npepcnasrncexa, 43/2 03150 Kuis - Yrpaina

Infoenutrimed.ua T +380 44 4540100, 45401 07,454 0102, 4540103 d-08-45 UTRIMED
www.autrimed.ua D +380444340109 %
: NOCBIAYEHHA MNPO AKICTb Ne114
Dietuuna gobasxa «AHKCIOME[QIH» no 300 mg Ne20
HA3BA nPOAYKUT BHCHOBOK Aep¥asHoi CaKiTapHo-eniaemionoriuxol excnepTuan Ne 802-123-20-2/34979 sig 08.08.2018p.
HOPMATUBHUA LOKYMEHT TexHidyHi ymosu TY ¥ 15.8-30112347-015:2006
BUPOBHUWK TOB ,HyTpimea”
BUPOBHWYI MOTYXHOCT! - Yepkaceka 08n., ¢. CyHku, Byn. LlenTpanska, 1
OATA BUPOEHUUTBA Tpasens 2021
KIHUEBWA TEPMIH NPUOATHOCTI  Tpaeens 2023
Ne NAPTIT 040521
OPFAHOMENTHUYHI NOKA3HWKA
METOAU PE3YNLTATH
HA3IBA NOKA3ZHWKA BUMOTM HOPMATVBHO! ACKYMEHTALIT KOHTPONOBAHHA BWNPOEYBAHL
30BHILUHIA BUrNAR Kanqnn xelnamnnai npogosryaatol GopMK, BMICT kancynu — nopowek, ogHeplaswr  TY ¥ 15.8-30112347- e
no ACiA Maci 015:2006
Kancynw enacrwqmi npn wapaenosanWi BMicT kancynu - cwnyusd nopowok,  TY Y 15.8-30112347- i
KOHCHETEHLI, OAHOPIAHWA NO BCIA Maci 015:2006 Bianasiaac
KONIP BMICTY KANCYNWM Nopowok 8if GexeBoro 40 CBITAO-KOPUNHEBOTO KONLOpY s 1;‘:':3;;23”' Bianoslaae

CMAK | 3AMAX BMICTY BuicT kancynu fOBMMEH MaTH CheuudivHWA CMax Ta Janax, BNacTMBuA Cymiwi

TY ¥ 15.8-30112347-

KANCYN amop?pcrouyaa«o'i CYpOBHHW. Be3 NNiCHABOTD Ta iHWHX CTOPOHHIX NpHCMakie Ta 0152006 Bianosigae
3anaxia
MEQWKO-BIONONIYHI NOKASHUKK
BMMOrM HA AONYCTHMI  ®AKTWYHE 3JHAYEHHA, HAHA METOOW
HA3BA NOKA3ZHWKA PIBHI, MK, HE BINbILE MrIKT ROCTIKEHD. BIAMITKA NPO BIANOBIQHICTE
TOKCUYHI ENEMEHTH
CBHHEUb 6,0 <0,02 rocT 26932 Bignosinae
KAOMIA 1.0 <0,008 rocCT 26933 Bignosiaae
MUW'AK 0.5 <0,08 FOCT 26930 Bianosigac
PTYTh 0.1 <0,0075 FOCT 28927 Biznosinae
NECTULMOU
FENTAXNOP He gon. He suraneHo ACTY EN#12393-2003 Blanosigac
FXUr-rama-izoMep 0.1 <0,005 ACTY ENe12393-2003 Bianosinae
OATi- metaBonitu 01 <0.005 ACTY ENe12393-2003 Bignoeigae
ANAPHAH He gon He BuAgnexo ACTY ENe12393-2003 Bignosigae
MIKPOBIONOTYHI NOKAIKUKA
KMASAM, KYO a1, r, He Ginswe 1x10° <15x 107 CanluH 42-123-4940 Bianosiaae
BrKN (xonidhopMu) 8 0,1 1 He ponyckaroTech He suRBNEHO CanluH 42-123-4940 Bignosinae
E.colis1,0r He ponycraioTsch He susBneHD CanlwH 42-123-4940 Binnosiaae
S.aureus s 101 He aonyckakteca He suaBneHo CanluH 42-123-4840 Bignosigae
B.cereus 51,0 r, He Ginbwe 2x107 He suRBNEHD CanlMuH 42-123-4940 Bianoeigae
Nnicexes] rpubn, KYO 8 1,01, e
Eiiaiie 1x10° He swuneneno CanluH 42-123-4840 Bianoslgae
Dpixmsd, KYO 8 1,0, He Binbwe 1%10 He svasnero CanMvH 42-123-4940 Bianoniaac
Natoresni MIKPOOPranisvm, B T.4,
GaxT. pony Canumoxena, B 10T He ponyckakTsch He uABnEHD CanluH 42-123-4940 Bignosiaag
PALIOHYKNIOW, Br/kr
UE3IA 137 200 478 MBMU 4/g8 Bianosinae
CTPOHLI¥ -30 50 302 Mi 12-08-98 Bianoeinae
DIZUKO-XIMIYHI NOKAZHUKKA
HA3BA MOKA3HWKA HOPMA DAKTMHHE 3HAYEHHA METOOW KOHTPONOBAHHA
Macoba yacTka Bonory, %, He Ginbwe 10,0 510 3rigHo 3 TOCT 24027 2
Macosa 4acTka 30N4 32raneHol, %, He Sinbwe 8,0 438 3rinno 3 TOCT 24027.2
Cepennn maca BMICTy kancynwu, mg 300+7,5% 287 TY ¥ 15.8-30112347-015:2006
Croponnl goMlwku He gonyckanTscs BiacyThi 3rigno a FTOCT 240271

i r w—
He mictute MO

BucHosOK: nepeawpeunﬁhpaﬁ*ﬂ%u?a&@ Koo 0 mg Ne20 napTil 040521
3a nepeslpenuwm%mmymm 7-015:2006
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