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COMPANY ISPECTED DY CERTIQUALITY

SOI:IHl QUALITY MANAGENENT

‘.u[ﬁ:’?:;lzilj.s FOR THE COMPLIANCE TO F Associate
A CEIEN 150 13485 2016 GMP J federsajus

CERTIFED BY CERTELLALITY COUE OF FEDERAL REGLILATION,

TITLE 2: ., PART
BENEFIT L 21, VOLUME 2, PART 11

CMELUUGIKALIA AHANITUYHI ANA BUNYCKY

CEPTU®IKAT AHANI3Y/BIANOBIAHOCTI NPOAYKLII

MpoaykT KICTIHOKC ®OPTE/KISTINOX FORTE
Homep cepii: M01189 Kon npoaasy: 9100892101
KinbKicTe: 10180
[aTa BMpobHULUTRA: 02/2023 TepmiH npuaaTHoCT: 02/2026
Dopma Bunycky: Tabnerku Bara Tabnerok: 1250.0 mr
Knac: Xap4yoBa ao6asKa
BunpobyBaHHA MocunaHHA Pe3synbraT
308HIWHIIA BUrnag / opraHonenTuyHi 3nerka Henpo3opa npo3sopa TabaeTka, BKpuTa obonoHkow MNiaTeepameHo
XAPAKTEPUCTHKK dioneTosoro KONLOPY, BKPUTA PUCKOIO
OaHopigHicTe mack bapmaronen EC (gilove BuganHHa) MNiareepaseHo
_Mikpoﬁionortuunﬁ KOHTPONb
TAMC (3araneHa KinbkicTs aepoBHux Ta <2x10* KYO/r 400 KYO/r
aHaepobHux mikpoopraHiamis) -
TYMC (3aranbHa KinbkicTe apisapkie Ta rpubis) <2 x 10 KYO/r < 10 KYO/r
;Osuocriﬁki rPamMHeraTMBHi MiKpoopraHismm < 2 x 102 KYO/r < 10 KYO/r -
Escherichia coli (1) sigcyTHi/r abo <LQ o siacyTHI/r
Salmonella spp 8iAcyTHI/25r BiACYTHI/25r
Staphylococcus aureus sigcyTHI/r _ai,acyTHi,fr
-;C-}HT[:J;I: én_eprenis E - J RO 9
FaoTeH < 20 mr/kr <5 mr/rr
ﬂakm_aa ¥ <La(LQ= ZOmr/u-r} < 5 mr/ur

Mu 3aaensemo, Wo npoaykT Gye BMFOTOBAEHMA BiANOBIAHO A0 CYBOPWX CTaHaapTis (LD 193/2007, Reg. CE 178/2002, Reg. CE 852/2004 ta Reg. UE 609/2013) Ta YMHHMX
TEXHIMHUX Creundikauiii, ae ue momauso. Buxigri aaxi 6ynu nepesipeni MEHE[DKEPOM 3 KOHTPO/K AKOCTI. OTpMMaHI aHaniTWYHI AaHi roToBOro NPoayKTY BIANOBIA3I0TL
CeuMpIKaLAM, HIBEAGHIM Y LbOMY AOKYMEHTI.

(1) LQ = 10 KYO/r (ISO 16649 - 2:2001)

¥ AHani3 BUKOHAHO 30BHIWHIMK nabopaTopiamu

Aata ppyky
06.04.2023
On approval ;
Date (> (Cid.’{ {2023 Signature aéo (%/Cé{ @
Batch Release QP
Dr C. Berto
3aTBEPMMKEHO | AaTa Mignuc:¥YnosHosaxena ocoba 3 Buaadi 4o3B0NY Ha peanisaliio
N*® 9100892101 - Bepcia. 0 ctplal

Labomar 5.p.a. tel: 04227312 - fax: 0422 836547 labomar@pec.it - con! homar.com

Via uro, 35/1- 31036 Istrana (TV) ahomar.com
C.Fisc. EP,lva1T03412720264 - REA TV-269752 - Cay ¢.€1.848.404,301v




SOCIETA

O,
CHIALITY MANAS EMENT "ANY INSFECTED BY CERTIOAMLITY

sl FORTHECOMPLIANCE 10 ASS()(‘IE;]TE‘
@ UG 50 158802075 GMP ‘ﬂ federSalus
CERTIFIFD BY CERTIOUALITY CODE OF FEDERAL REGULATICN,

TITLE 21, VOLUME 2. PART 11

BEREFIT

ANALYTICAL SPECIFICATIONS TO ISSUE

CERTIFICATE OF ANALYSIS / CONFORMITY PRODUCT

Product: KISTINOX FORTE
Batch number: M01189 Sale code: 9100892101
Sale pieces: 10180
Manufacturing date:  02/2023 Expiry date: 02/2026
Dosage form: Tablets Tablet weight: 1250.0 mg
Class: Food supplement
TESTS REFERENCES RESULTS
Tppearaqce/organnlepti: characteris.tics Slightly opaque transparent coated purplish dotted tablet. Conform
.Uni;mity o_f mass - o Eu Ph current eﬁlon_ o __—_Conform o
Micn;bi;)l_t;ga:gl controls . B e AT
TAMC (Total Aerobic Microbial Count) <2x10°CFU/g 400 CFU/g
TYM(E@I Yeasts Moul_d_s-CoIt) - o £2x10? CFU,’g__ o R <10 CFU/g _
Bile-tolerant gram negative b:;cteria_ R o _ < 2x102 CFUf’g_ - <10 CFU;‘g__
Eséf}eric.hg ct;lli{_lj - Absent/g or <LQ - Absent/g =
Salmo;;a sp_p | - - ASse?{ZSg Absentlzs_g__
_S-t_a;nlwm?ccus sigsas . o a Absent/g Absent/g
Aller-gr-'.:ns controls o = S e g =
Gluten <20 mg/Kg <5r‘ﬁ’!_<g -
_La-ctose “' - - <LQ(La= ZOmgfkg} <5me/Kg

We declare that the product was manufactured under strict standards set (LD 193/2007, Reg. CE 178/2002, Reg. CE 852/2004 and Reg. UE 609/2013) and the Technical

Specifications in force where applicable. Raw data have been verified by QC Manager. The analytical data on the finished product resulted conform to the specifications

given in this document.
(1) LQ=10CFU/g (ISO 16649 - 2:2001)

* Analysis performed by external laboratories

Printing Date
06/04/2023

On approval

pate (G (0[{ [2?2%

N® 5100892101 - Rev. 0

Labomar S.p.a.

Via N, Sauro, 35/1- 31036 Istrana (TV)
C.Fisc. £ P.lva IT03412720264 - REA TV-268752 - Cap. Soc.€ 1.84

Signature

Dr C. Berto
Pagina1dil

2 7312 - fax: 0422 836547 labomar@pec.it - contact@labomar.com
www.labomar.com
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10pick P'pyn CJL, Moniron Lt Picpa ne Kanwiee Aninng
Kami Pianw, 51-57 08184 [Mazay-comita i |luerasiene,
bapeenoia, lenauis ma savonacnns TOBR "Mapmancrsiiig
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Juer tg nposesenns sunpoGysans. idopsmiiind aier

HIOHO  BAOCHHKD  peeatpaiilinoere  noepiuenngs
Mapkeryiouol  opramizati,  Tlepemx  HopMaTusiiix
JORYMEHTIB,  SIKHMH  KOPHCTYCTBCA  BUPOOHKK  1ip#
BaroTomnsieRni  gliernunol  aodasn,  Ceprudikat  modio

piznbrol toprivt, CBIXONIRO OO BiANOBIANOCT Hatek o
uparikn  supofumiasa (GMP) Cepradicer  asccii
piersunol nobaskn, sinopkicnni Ta aicnui o aleraniod
noGasin, Texer mapicynains (erukeryvanua), 3assa (oA
nizeyrioeti 'MO, Metoau vatrpomo sictusiuod Jobami:.
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10, Pexomernonannit verer CTHIRCTYBAR .
Hicrmana pobanka «(KICTIHOKC® GOPTE,
Cean: 1 tabnerka  Micrirs: Excrpakr srin seypasimon avicprrancsrol  (Vaccinium
macrocarpon Aiton) - 90 mr (mg), tTposanct o 80% npoarroliariyanis - 72 mr (mgl,
Howxcaminnua®'p (enouykn  Giodurasotoigis  sHcoKof Gionoctyimiocti 3 aHTuMikpOGHIM K
BIHCTHBOCTAMM, BIIICHIN 3 OMHIISHONO eKeTpaKTy npornonica) - 50 mr (mg). J-Mannos:
SO0 M img) (MonocaxapiL, CRCTPRIVBINMIE 3 JICPeBHUN MOAPHIE § Gepean. skuil Jocare
BHEOKBX KOUU@RTPALE 15 ceui | BoneAic anTMIKPOSUIMH BAACTIBOCTM),
Aoaostioend perosunng: Caxaposi, KPeMIio LOKCHIL, Mariiena cith PHHX KHCTOT; IHHSVPYien
HCHTHE CTHUUCTIONO3A, AbFinaT Harplio, WUPHUT KICA0TIE, Copeie-aiioroni CPRERIEpH L.
Bes PWVIOL He sderwrn imnerosi,
Perosictannil  no  cnomusami: yowe  Gyrn PEROMEHAORANN 8K JWJITRORE  A%Cpe10
CLOAONTINO-URTIBIIN PO, 30KPeM NPOaNTOIiaNiHiK, Bioduasouoiyis, Monocaxapm e,
Crpusie mopmastisund pynxidonysain couonins ol cacremt, npodiznarud indekuiing-
HUAIHX HPOICCIB CCUORIX  MAAXIB, [lepell CHOMMBAMIAM peKOMCHA0BINA KOHCYALTIL
Aixaps.
Croei cnomsanig ta pewosenjonana jobosa 1o3a: AOPOCIHM HOMETKOBY 1038 CRIiae 1o
1 eadsnerid asivl ta e,
Hacrynui npodisaxriani xypen nonropiotors 2 pasu ta pik: no | taGrend | pa3 Ha iy
NPOTACOM 1o dnin,
Pekovenzyernes wacnaric ableTkit 3 HOPOKIIM CEHOBHM MIXYPOM THET CoNOBMIYCKattia,
Bawsuio suouearn wonaiyenue 1.5 -2 JHTPI BOAK Na JOGY JUIE CHPHSITHR BIAReHI cel | 4i
Hiw AE0K, irvicuennst fakiepifi.
Tepstin saimsanng: 2-3 1iokni. J0AaIbMe  CHOKHRANTS  POKOMCILIORAHO VATOLIKY U 3
HKHPEAL
3acTepeAeHmn WON0 IuCTOCYRANNA: MICTHTL Tijconoukynay, Ll nepenHuysaty sasma ey
PEROMUILOBINY KIALRICTH 18 1HOACHAOTO CrowHsaitis, e ¢ surepicroRyRir sx s
NOBHORIHHOEQ. pritiony xapaysarst. JIpin Sy-stkony sy erd sesosopry mieas i
HPOAYREY CHELHSraiino apununinmy 0o BRUBANTIS T8 3RCPHYTHCS J10 11K,
Hpormorasamit: i siyainng ay muisicTs 40 ROMUQUCHTIN, BaliTiicTh, NepIod FOAYERILIE
I'pyLio.
He ¢ aikapenicin sacobon,
S BUPODHIICTBA T CUPOK NPHAATIOCTE, BIKITN 10}
3 POKH BIA AGTH BACOTONACHT G0 O KIHLA MICHIA, BRAZAHOIO Ha yiakonid (Micsiu/pix)
Honiep anpeil (eepih) supoGHRICTIL BRASAH0 111 YHAKOBU,
Kinnwicrn nevror 25 1
hopma punyewy: 20 radiueror o 1,25 1y kopodi.
Vatonit thepirannsn: 30epirarn y cyNoMY HPOXOIOIOMY MICIU I Tedieparypi ne riaug 25 ¢
BARTTLLLCHIOM N lii,‘l Ch I T & WOV HION Y U ;(Ii'l"t..‘f:] Micl[i.
Bupodnuur: JaGopeer braain CpJL, A Couio Yuixo, Hepsiana, Mimm B :
Eaenopiep: 10pies Ppyn CJL, Ploairon lgg Piepa e Kaaviaee Annryza Kami Plaas, $1-57
U184 Hwmy-coaita i Mueramene, Bapeencuy, lenanis na samonactim TODB "dapnanenyiaia
sosiain "Bivra', :
Sannnnw/ivnoprep: TOB "dapaanerraaa consaniy "Biera™, s Kedw, sy, Murponomra B
Huuidsensoro, 45 hitpafvista.org.ua
HFrpux-oj: BKABARO0 0a YIRKOBIL, " 2
Bupodnur angiur) tiece noguyt lopudinng! ma adsinicmpamisuy mr:nom_nn.umrfr‘n}h 3 ‘
QOMPUALIIS NICKCRY MUPKYBAHEA RPOOYRYIT, HAGCOCIOALY 6 QUNOMY MERCIT CURCNY ANt
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[EPKABHA YCTAHOBA "IHCTUTYT IPOMALQCEKOIO 300POB'A IM. O.M.MAPZEEBA
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Hazsa spasky: [Jietuana poGaska " KICTIHOKC GOPTE"

Bupobunk: Nlabopect iTania C.p.N., A Coulio Yhiko, HEpEiaHo, Minan, ltania

Homep cepil: 803091

Hasma Ta anpeca aamosHuka: TOB "dapmaiesThina koMNakia "Bicra”, 03069, m. Kvis, ayn.
Bonopumupa Bpoxka, 100 b

Nucr-HanpasneHHn: Ne 1-09072019 pia 04.07.2019 p.

[ava opepuanHn 3pasky: 16.07.2019 p.

[laTa BUIOHaHKRA poboru: 16.07.2019 - 26.07.2019 p.

B kouTponio: cai-:hapﬂo—enmeuionorlqua eKenepTaa

HJ1, arinno axol npoBOAUTLCH anania: HJl eupoBiuka, A®Y 2014, 1.3, poEain «[lietwsni pobasiin,
rH 4.4.8.073-2001; TH 6.6.1.1-1 30-2006

s L [MokasHukn Bumoru HI PesynbraTti

: Hin ananisis
,”"1"';%{5;@ Meranm ki
i b conHedb He Bintiwe 3,0 wrlkr Vierwe 3,0 mrlwr |
'1 I KaAMIk He Ginwwe 1,0 Mr/kr iVigrwe 1,0 rrfxr ;
1 \fpp‘f‘ﬂb He Binbwe 0,1 Mrike Vienwe 0.1 mrfke :
| 2 Pasionygnign: {
| - yeain-137/ }w}e Ginbule 200 Brfur 4,156 B
1 | grponuin-L0 He Binbwe 60 Br/kr < 1,60 Br/ir
bed MikpoBionorira uneToTa

v Gawrepil e Ginsuwe 10' KYOIr < 10 KYOIr

- i e Ginowe 10° KYOIr < 10 KY QI i
| » nnicHsiel rpuou He Ginbwe 10" KYQir ke 10 KYO'r |
i l Enterobacteriaceae e Ginswe 10 KYO/r < 10 KYOIr 3
L € coli BiacyTHicTs 61 1 e suseneHos 11 '|
L pSaueus BincyrHicTe BT ____Heeusmnexosdr

BucHoook: 3pasok [lieruuna aobaska " KICTIHOKE ®OPTE", ¢, 903091, supoBHuLTeo NlaBopect
tranis C.p.J1., A Couio YHIKO, Hepsiato, Minax, Iranin, BIANOBIABE BAMOTAM Hf BupoCrwkd, Jators
2014, 1.3, posain «JlieTuanl aoBasius, i 4.4.8.073-2001; TH 5.6,1.1-130-2006 no nepesipeHiM
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Baank komnauii
Jlorotun xomnanit

LABOMAR/ JIABDMA]T’

Iepexnan 3 aHriCEkol MoBH

AHAJIITHYHI CII ENUDIKAIIT JUISI BATTY CKY
J _

CEPTH(IIIKAT AHAJI3Y/BUTIOBLIHOCTI HPOAYKILI

[Tpoayxr: KICTIHOKC® ®OPTE / KISTINOX FORTE  Koxnpoaaxy: 9100892101
Homep cepii: MO03460 Kinekicrs 6578
Mata BupoGuuuTBa:  04/2023 Tepmin 04/2026
NPUAATHOCTI:
®opma Bumycky: TadJaeTKH Bara rabnerku:  1250,0 mr
Knac: Hiernuna qodaBka
TECTH IMOCHJIAHHSI PE3VJIBTATH
3oBHiIHIH BUIAA/0pranonenTHHi 3nerka maroBa Tabierka 3 MPO30pUM Binnogiaae
XapaKkTepUCTHKH NOKPUTTAM 3 (hioaeToBHMMU
BKparLIeHHAMH
OnHopignicTs Macu EU Ph nortoyne sumanns Bigmosinae
MikpoGionoriunmii kKonTpo.s
TAMC (3aransha kinbkicTs acpoGHuX <2x10* KYO/r 9100 KYO/r
MiKpOOpraHismis)
TYMC (3aransha kinbkics apikmpkis ta <2x10?KYO/r 20 KYO/r
1BiJi) (2)
JKosyocTiiiki rpamHerarusHi BakTtepii <2x10*KYO/r <10 KYO/r
Kuuikosa nannuka/Escherichia coli (1) BincyTuicts/r abo <LQ (Menue Hix BincyrHicTs/r
BUMOTH /10 HU3bKOT KiTbkocTi)
Salmonella spp Bigcytmicts/25r BincyrHicts/25r
Cradinokok 3onoTHcTHii/Staphylococcus BincytHicto/r BincyrnicTts/r
aureus
Kourtpous anepreunis
["oten < 20 mr/kr < 5 Mmr/kr
Jlaktoza* <LQ (LQ = 20 mr/kr) <4 Mr/xr

Mu 3asBis€eMO, 10 TPOAYKT GyO BUTOTOBICHO BiANOBI
178/2002, Reg. CE 852/2004 ta Reg. UE 609/2013)

AHO J10 cyBopux crannaprie (LD 193/2007, Reg. CE
i Texniunux cnerndikauili mo AitoTs, /e e MOXIHBO.

Buxixui mani Gynu nepesipeni MCHEIUKEPOM 3 KOHTPOJIO AKOCTI. AHATITHYHI AaHi rOTOBOro MpOAYKTY
BIANOBIAaI0TH crienudikanisy, HaBeaeHHM Y UBOMY JOKYMEHTI.

(1) LQ=10 KYO/r (ISO 16649 - 2:2001)
(2)  Hpisgugi: 10 KYO/r, Hpins: 10 KYO/r

* AHasli3 BUKOHYCTBCS KOHTPAKTHUMH naboparopiaMu

Hara npyky
08/06/2023

[MoronsxeHo 09/06/2023

Ne 9100892101 — Bepein.0

JaGomap C.p.a. Bia Hazapio Caypo, 35/ - 31036 lerpana, Itanis/I

YnosHosaxkena ocoba (batch release QP)

Dr C. Berto

et 0422 7312 - dpare: 0422 836347 Jabomar@pec it — contacti@labomarcom  www. labomar.com

mianuc

Crop. 131

Labomar $.P.A. Via Nazario Sauro, 35/1 - 31036 Istrana (TV), Italy.



mETA COMPANY INSPECTED Y CERTIQUALITY

QUALITY MANAGEMENT

SVSTEM FOR THE COMPLIANCE TO) ASSmlate
LN W 150 S001:2015 [}
s - GMP ’J federSalus
HEMHT TmiE ZLU;UI&'L!MYII

ANALYTICAL SPECIFICATIONS TO ISSUE

CERTIFICATE OF ANALYSIS / CONFORMITY PRODUCT

Product: KISTINOX FORTE
Batch number; M03460 Sale code: 9100892101
Sale pieces: 6578
Manufacturing date: 04/2023 Expiry date: 04/2026
Dosage form: Tablets Tablet weight: 1250.0 mg
Class: Food supplement
TESTS REFERENCES ; RESULTS
Appearance/organoleptic characteristics Slightly opaque transparent coated purplish dotted tablet. Conform

Uniformity of mass

Eu Ph current edition Conform
Mlcrobiolog,;ca;l_ c_ontrals i - R S T
TAMC (Total Aerobic Microbial Count) <2x10°CFU/g 9100 CFU/g
TYMC (Total Yeasts Moulds Count) (2) ) _ ic?cfu/g - 20CFU/g

Bile-tolerant gram negative bacteria <2x10°CFU/g <10 CFU/g

Escherichia coli (1)

Absent/g or <LQ Absent/g
Salmonella spp - e - ﬁgnt;’ZSg Absent/25g
_St_ap_mfloccccus aureus— o = Absent/g - Absent/g s
_Allergens cnﬁ;rc; s - N .
Gluten <20 mg/Ka - = 5 mg/Kg e
Lactose * B

<LQ(La= 20mngﬁ

We declare that the product was manufactured under strict standards set (LD 193/2007, Reg. CE 178/2002, Reg. CE 852/2004 and Re
Specifications in force where applicable. Raw data have been vel
given in this document.

(1) LQ=10CFU/g (IS0 16649 — 2:2001)

(2) Yeast: 10 CFU/g; Mould: 10 CFU/g

<4 mg/Kg

g. UE 609/2013) and the Technical
rified by QC Manager. The analytical data on the finished product resulted conform to the specifications

* Analysis performed by external laboratories

Printing Date
08/06/2023

On approval

Date @]_CE (ZGZ.?D Signature 1‘%@0& @wq

atch Release QP
Dr C. Berto
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