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Pe3tome. OcmaHHiMU pokamMu 8 YKpaiHi criocmepieaembCsi 3pocmaHHs Crioxug4oeo iHmepecy 8o diemuyHux dobasok, wo
8U20MOBIIEHI Ha OCHO8I MPaduuiliHUX apeeduyHUX peuernmyp i Micmsamb MPUPOOHI OpaaHiYHO-MiHepanbHi KOMINeKcU.
KoHmporb 3a ix 6e3neuHicmio dnsi 300p08’st crnoxusadie € akmyanbHUM 3a80aHHSIM Cy4YacHoi npoghinakmuyHoi MeQUYUHU.
Mema. Y3azanbHeHHsi pesynbmamie KOMMIEKCHOI caHimapHo-2i2ieHiHHOI OyiHKU 6e3neqyHocmi Onisi crioxusadie OiemuyHoOl
0obasku «Talipo Yrbmpay, cmeopeHoi dns nidmpumKku HopManbHOI (hyHKUiT wumomnodibHoi 3ano3u.

Mamepianu ma memoodu. 3anuwkosi KoHueHmpauji necmuyudie oujHreanucs memodamu yrbmpasucoKoegheKkmueHol
weUOKICHOI Mac-crnekmpomMempuyHoI piduHHOI Xxpomamozpadii 3 ioHizauieto enekmpoHHuM cripeem (Waters, USA) ma ea3080i
Xpomamoezpacpii; emicm eaxkux Memarnie — amomHo-emicitiHum memodom (Shimadsu ICPE — 982»); emicm padioHyknidie —
memodom criekmpomempii; 00CHIOKeHO MakoX MiKpobionoaiyHi MoKa3HUKU.

Pe3ynbmamu. BcmaroeneHo, wo dobaska diemuyHa «Talipo Ynbmpa» ei0nosidac sumozam ykpaiHcbko2o 3akoHo0ascmea;
i ximiqHUU | mikpobionoaidHul ckrnad He Hece 3azpo3u 0r1s1 300p08’s Crioxusadig 3a yMos, wo crocib ma 003U exusaHHs Oie-
muyHoi dobasku 6ydymb eidrnosidamu pekomeHOauiam eupobHuka. 3a daHuMu 027150y HayKosux OXeper, KOMMOHeHmu
peuenmypu «Talipo Ynbmpa» marome nomeuyjan 0ns HopMarizauii 06MiHy pe4osuH, onmumisauyji XiMiyHo2o cknady pauioHy

XapyysaHHsi, CMeOPeHHs1 onmumanbHUX diemonoaiyHux ymos 011 nidmpuMKu HOPManbHO20 (OyHKUIOHY8aHHS wumono0ibHoi

3a7103u.
BucHoeku. OujHka 6e3neyHocmi mpaluuiliHux atopeeduyHUX peuenmyp € eaxnueuM i 600HoYac ckmadHUM 3ag0aHHsIM y
38’s13Ky 3 ix 6a2amoKoMIoHeHmMHUM cknadom. [Modanbwi 0ocniOxeHHs1 MPodykmie, 8U20MOBNIEHUX Ha OCHO8I mpaduyiliHuX
peuenmyp, CrpUSMUMYmb PO3WUPEHHIO HaWoi yseu fnpo 3acobu, wo Marms MomeHyjian yinecrnpsmosaHo2o 8riusy Ha
pigeHb adanmauiliHux Moxrueocmel opaaHiamy MmoOUHU 8 yMo8ax He2amueHo20 ennusy cepedosulya XxummedisnbHocmi.
Knroyoei croea: dobasku diemuyHi, caHimapHo-gieieHiyHa ouiHka, wumornodibHa 3anosa.
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O. Khudaikulova, V. Zavalna, I. Kozachko
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THE RESULTS OF SAFETY ASSESSMENT FOR CONSUMERS
THE DIETARY SUPPLEMENT "TYRO ULTRA", CREATED TO IMPROVE
THE NORMAL THYROID GLAND FUNCTION

Abstract. In recent years, Ukraine has seen an increase in consumer interest in dietary supplements made on the basis of tra-
ditional Ayurvedic recipes and containing natural organic-mineral complexes. Monitoring their safety for consumer’s health is
an urgent task of modern preventive medicine.

Aim. Generalization of the results of a comprehensive sanitary and hygienic assessment of the safety for consumers the
dietary supplement «Tyro Ultrax, created to support the normal function of the thyroid gland.

Materials and Methods. Residual concentrations of pesticides were estimated by the methods of ultra-high-performance high-
speed mass spectrometric liquid chromatography with electron spray ionization (Waters, USA) and gas chromatography; the
content of heavy metals — by the atomic emission method (Shimadsu ICPE - 9820); content of radionuclides — by spectrometry;
investigated microbiological indicators.
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Results. It has been established that the dietary supplement «Tyro Ultra» meets the requirements of Ukrainian legislation; its
chemical and microbiological composition does not pose a threat to the health of consumers, provided that the method and
dosage of the dietary supplement are in accordance with the manufacturer's recommendations. According to the review of sci-
entific sources, the components of the «Tyro Ultra» formulation have the potential to normalize metabolism, optimize the chem-
ical composition of the diet, and create optimal dietary conditions to support the normal functioning of the thyroid gland.
Conclusions. Assessing the safety of traditional Ayurvedic formulations is an important and at the same time difficult task due
to their multi-component composition. Further studies of products made on the basis of traditional recipes will contribute to the
expansion of our imagination about means that have the potential of targeted influence on the level of adaptation capabilities
of the human body in conditions of negative impact on the environment.

Keywords: dietary supplements, sanitary and hygienic assessment, thyroid gland.

BcTyn. 3HayHa KinbKiCTb KCEHOBIOTWKIB @aHTPOMOreH-
HOrO MOXOMKEHHS, MPUCYTHIX Y BOAi, MOBITPi abo ixi,
MOXYTb HEraTVBHO BMMMBATU Ha CUHTE3, MeTaboniam
abo BMBeOEHHS 3 OpraHiaMy rOPMOHIB LMTONOAIBHOI
3aro3au, BUKNWKaTU PO3BUTOK TaKWX 3aXBOPHOBaHb: 300,
[0OPOsIKiCHI | 3MOsIKICHIi HOBOYTBOPEHHS. FAckpaBuMu
npeacTaBHUKaMM TakuX KCeHobioTvkiB € nectuuman [1].

MioTBEpMKEHHSIM aKTyanbHOCTI 3a3HayeHoi npobne-
MK cTana cninbHa gonosigbs BOO3 1a OOH 19 ntotoro
2013 poky B XKeHesi, Lo Gyna npucesyeHa aHanisy
HEraTyBHOIO BNMBY HA 300POB’A NH0Ae eHOOKPUHHMX
AM3panTopis, 30Kpema NecTuumnaiB, K BaXNMBMX ak-
TOpPIB AOBKINNS, O MalTb HEraTMBHUIA BMMB Ha
(pyHKLiOHYBaHHS LLMTONOAIGHOT 3ano3u [2].

[JoBeneHo, WO nectuumaun, sk LUPKYNoTb Y
[OBKiNIi, MOXYTb MPU3BOAUTW 4O €HOOKPUHHMX MOpY-
WeHb LUMAXOM B3aEMOAii 3 peuenTopamu ropMOHIB,
BMKNMKAKYM BiANOBIOHWA Kackagd peakui abo uepes
LIMTOTOKCUYHWI eCOEeKT B OpraHax eHAOKPUHHOI cucte-
MU, YW OMOCepenKoBaHO Yepe3 BUOIPKOBUIA BMIMB Ha
pi3Hi naHkyu MeTaboniamy, CUHTE3Y Ta TpaHCNopTy rop-
MOHiB. MogudikaLis ropmoHanbHOro edpekty nectuum-
Lamn Moxe BiabyBaTucs npu B3aeMogii Gito4nx peyo-
BUH abo ix MeTaboniTiB 3 peLenTopaMu ropMoHiB Bid-
MOBIAHUX KNiTUH [3, 4].

BpaxoBytoum BuLLe3a3HayeHe, akTyanbHoW npobne-
MO Cy4YacHOI Haykn € CTBOPEHHsI AieBux 3acobiB,
30aTHUX LinecnpsamMoBaHO BMNMBaTK Ha piBeHb agan-
TaUiNHWX MOXMMBOCTEN OpraHiaMy MioAMHM B YMOBaX
MOCTINHO 3POCTAKYOr0 aHTPOMOreHHOro HaBaHTaXEeH-
HS, sIke MOCWIIETbCS Hachnigkamy YopHOOMNbCLKOI
katactpochu, enigemieto COVID-19 i rymaHiTapHoto
katactpocpoto, wo 3 2014 poky TpuBae Ha TepuTopii
[JoHbacy, a 3 noyaTkom MOBHOMacLTabHOro pocin-
CbKOro BTOprHeHHs 24 ntotoro 2022 poky nowumpunacs
Ha iHLWi perioHn Haloi Aepxasu.

OcTaHHiMK pokamm B YKpaiHi cnoctepiraetbes iHTe-
pec cnoxuBaviB 4O AiETUYHUX LOOABOK, L0 MICTATb
KOMMOHEHTWN LjinecnpsiMoBaHoi Aii, 30Kkpema Ti, WO
MatoTb afanToreHHi BNacT1BOCTi Ta BXOAUTb [0 Tpaau-
LiMHMX atopBegnyHux peuentyp. Cepen Lumx QiETUYHMX
[00aBOK € Taka, Lo CTBOpeHa AN NiATPUMKM HOp-
ManbHOro (hyHKLIOHYBaHHS LUTONOAiIGHOI 3anosu.

Y UbOMY KOHTEKCTi AoCnimKeHHs Ge3neyHocTi ans
CNOXMBAYiB HOBMX NPOAYKTIB — A00ABOK HIETUYHMX,
30KkpeMa TuX, L0 MOXYTb BMAMBATW Ha EHOOKPUHHY
CHCTEMY JIOAMHU, @ Came Ha CTaH wmTonogibHoi 3ano-
31, € aKTyanbHUM 3aBAaHHAM cdepyn NpodinakTUYHOI
MeaULMHN.

Introduction. A huge list of xenobiotics of anthro-
pogenic origin, present in water, air or food, has the
potential to affect the synthesis, metabolism or excre-
tion of thyroid hormones from the body, and cause the
development of such diseases as goiter, benign and
malignant neoplasms. Prominent representatives of
this list are pesticides [1].

The relevance of the mentioned problem was con-
firmed by the joint report of the WHO and the UN on
February 19, 2013 in Geneva, which was dedicated to
the analysis of the negative impact on human health of
endocrine disruptors, in particular pesticides, as impor-
tant environmental factors that have a negative impact
on the functioning of the thyroid gland [2].

It has been proven that pesticides circulating in the
environment can lead to endocrine disorders by inter-
acting with hormone receptors, causing a correspond-
ing cascade of reactions through a cytotoxic effect in
the organs of the endocrine system, or indirectly
through a selective effect on various links of metabo-
lism, synthesis and transport of hormones. Modifi-
cation of the hormonal effect by pesticides can occur
when the active substances or their metabolites inter-
act with the hormone receptors of the corresponding
cells [3, 4].

Taking into account the above, an urgent problem of
modern science is the creation of effective means
capable of purposefully influencing the level of adapta-
tion capabilities of the human body in the conditions of
an ever-increasing anthropogenic load, which is exac-
erbated by the consequences of the Chornobyl disas-
ter, the COVID-19 epidemic and the humanitarian dis-
aster that has been ongoing in the territory of Donbas
since 2014. With the beginning of the full-scale
Russian invasion on February 24, 2022, it spread to
other regions of our country.

In recent years, consumers in Ukraine have shown
interest in dietary supplements that are part of
Ayurvedic formulations and contain components of tar-
geted action, in particular those with adaptogenic prop-
erties. Among these dietary supplements, there is one
designed to support the normal functioning of the thy-
roid gland.

In this context, the study of the safety of new prod-
ucts — dietary supplements, in particular those that can
affect the human endocrine system, namely the state
of the thyroid gland, is an urgent task in the field of pre-
ventive medicine.
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MeTa. Y3aranbHeHHs pe3ynbrarTiB KOMMIIEKCHOI CaHi-
TapPHO-TIFEHIYHOI OLiHKM Be3neYHOCTi ANs CnoXuBaviB
AieTnyHOT fobaBku, CTBOPEHOI Ans MiATPUMKM HOp-
MasibHOTO (OYHKLIOHYBaHHS LWMTONOAIOHOT 3anosu;
aHani3 BITYU3HSAHWX | 3aKOPOOHHUX [Xepen HayKoBOi
iHopMmaLii 3 TeMW JOCHIoKEHHS.

Martepiann T1a M™metogu. TOB «Amma Jland
CaeHcu3y» € BiTYM3HSIHUM BUMPOOHMKOM [00aBok die-
TUYHMX Ta Mae bGaraTopivHMiA JocBia poboTH 3 POCHNH-
HOK CUMPOBWHO | NPUPOAHUMM OpraHo-MiHepanbHUMU
KoMnnekcamu, siki BKIHoYeHi o AopBeanyHoi apma-
konei Inail (Indian Pharmacopoeia), o okpemoro
gopjatky po  bputaHcbkoi  dhapmakonei  (British
Pharmacopoeia). BupoGHuk 3anponoHyBaB cknag
no6aBky AieTYHOT AN NIATPUMKM HOPManbHOTO (OYHK-
LiOHYBaHHS LLMTONOAIOHOI 32031 Ha OCHOBI CUPOBU-
HU, WO Ma€ [OBEEHI afanToreHHi BMacTMBOCTI Ta BXO-
OUTb [0 TPaauUiHKX alopBeaNYHUX peLenTyp.

Y BignNOBIAHOCTI 40 YMHHOIO 3aKOHOA4ABCTBA YKpaiHu
BMPOBHUK 3afeKknapyBaB cknag npoayKTy, a Takox Bia-
CYTHICTb B OO’EKTI €KCnepTW3n [IXepen, WO MICTATb
reHHo-moaudikoBaHi opraHiammn (FTMO) Ta cepatuBHi
TpaBu, a TaKoX Te, L0 MPOAYKLIS He Npu3HadYeHa Ans
MeOUYHKX Linen, a BupobnaeTbcs 3a AlOpPBEAUYHOK
CUCTEMOI0 300PpOB'A SK AieTnyHa pobaska (Food
Supplements).

3rigHO 3 YMHHMM 3aKOHOZABCTBOM YkpaiHM (3akoH
YkpaiHn «lpo OCHOBHI MPUHUMMKU Ta BUMOrK OO 6es-
MEeYHOCTI Ta SKOCTi XapyoBUX MNPOAYKTIB»  Bif
23.12.1997 Ne 771/97-BP B pegakuii 3akoHy Ne 1602-
VIl Big 22.07.2014p.): gieTmdHa pgobaBka — Xap4oBuiA
MPOAYKT, L0 CMOXMBAETLCS Y HEBEMUKNX BU3HAYEHUX
KIIbKOCTAX [404aTKOBO [0 3BWYAWMHOIMO XapyoBOro
pauioHy, SIKUA € KOHLEHTPOBaHUM [XEPENOM MOXMB-
HUX PEYOBWH, Y TOMY Yucni BinKiB, XuMpiB, BYrNeBOAIB,
BiTaMiHiB, MiHEpanbHUX Pe4oBWH (LEN Mepenik He €
BUKIMIOYHWM), | BATOTOBMEHUI Y BUTNSAI TabneTok, kan-
cyn, Apaxe, NOPOLLKIB, PiauH abo iHLWMX opM.

BignosigHo [0 OokymeHTiB BUpoBHMKa gobaBka aie-
TnyHa «Thyro Ultra» («Tanpo Ynetpay) TOproBoi Mapku
«AMMA» He € nikapcbkuM 3acobom, He nepenbayeHa
ANS 3aCTOCyBaHHA 3 METOK [iarHOCTUKM Ta MiKyBaHHS!
3aXBOPOBaHb Mtofeit abo 3MiHM CTaHy i (PYHKLLIA opraHis-
my. MoxmBHa (xapyoBa) WiHHicTb 100 r npopykTy: 6in-
kiB— 5,5 ; xupie — 0,6 r; ByrnesogiB — 45,5 . EHepreTnyHa
LiHHiCTb (kanopinHictb) 100 r npoaykTy — 233 kkan.

BignosigHicTe [06aBKkM Ai€TUYHOI BCTAaHOBMEHUM
MeONYHUM KpuTepism Gesnekn BM3HadYanacb 3a CaHi-
TapHO-XiMIYHUMU Ta MIKPOBIONOriYHUMM NOKa3HUKaMK
Gesneku.

[oGaBKy OieTWYHY OOCMIMKEHO Ha BMICT BaXKUX
MeTaniB Ta necTuumaiB wWoao [epxaBHWUX CaHITapHUX
npasun i HopMm  "MakcumanbHO [ONYCTUMI piBHI
OKpeMuX 3abpyOHIOKYMX PEYOBVH Y XapyOBUX NPOAYK-
Tax", 3atBepmkeHo Hakazom MO3 YkpaiHu Big
22.05.2020 p. Ne 1238, 3apeectpoBaHo y MiHiCcTepCTBi
tocTuuii Ykpainm 21 nunHs 2020 p. 3a Ne 684/3467 Ta
Bumor H 4.4.8.073-2001 «Tum4acosi ririeHi4Hi Hopma-
TWBW BMICTY KOHTaMIiHaHTiB XiMi4HOT Ta BionoriyHoi npu-
poay y GionoriyHo akTMBHUX J06aBKaxy, 3aTBEPMKEHNX

Aim. Generalization of the results of a comprehen-
sive sanitary and hygienic assessment of the safety for
consumers of a dietary supplement created to support
the normal functioning of the thyroid gland; analysis of
domestic and foreign sources of scientific information
on the research topic.

Materials and Methods. Amma Life Sciences LLC is
a domestic manufacturer of dietary supplements and
has many years of experience working with plant raw
materials and natural organic-mineral complexes,
which are included in the Ayurvedic Indian
Pharmacopoeia, in a separate appendix to the British
Pharmacopoeia. The manufacturer proposed the com-
position of a dietary supplement to support the normal
functioning of the thyroid gland based on raw materials
that have proven adaptogenic properties and are
included in traditional Ayurvedic formulations.

In accordance with the current legislation of Ukraine,
the manufacturer declared the composition of the prod-
uct, as well as the absence of sources containing
genetically modified organisms (GMOs) and sedative
herbs in the object of examination, as well as the fact
that the product is not intended for medical purposes,
but is produced according to Ayurvedic by the health
system as a dietary supplement.

According to the current legislation of Ukraine (Law
of Ukraine "On Basic Principles and Requirements for
the Safety and Quality of Products" dated 12.23.1997
No. 771/97-BP as amended by Law No. 1602-VII dated
22.07.2014): dietary supplement — a food product con-
sumed in small defined quantities in addition to the
usual diet, which is a concentrated source of nutrients,
including proteins, fats, carbohydrates, vitamins, min-
erals (this list is not exclusive), and is made in the form
tablets, capsules, dragee, powders, liquids or other
forms.

According to the manufacturer's documents, the
dietary supplement "Thyro Ultra" of the trademark
"AMMA" is not a medicine, it is not intended for use for
diagnosis and treatment of human diseases or
changes in the state and functions of the body.
Nutritional value of 100 g of product: proteins — 5.5 g;
fats — 0.6 g; carbohydrates — 45.5 g. Energy value
(calorie) 100 g of product: 233 kcal.

Compliance of the dietary supplement with estab-
lished medical safety criteria was determined by sani-
tary-chemical and microbiological safety indicators.
The dietary supplement was tested for the content of
heavy metals and pesticides for compliance with the
State sanitary rules and norms "Maximum permissible
levels of individual pollutants in food products",
approved by the Order of the Ministry of Health of
Ukraine dated 05/22/2020. No. 1238, registered in the
Ministry of Justice of Ukraine on July 21, 2020, under
No. 684/3467 and the requirements of GN 4.4.8.073-
2001 "Temporary hygienic standards for the content of
chemical and biological contaminants in biologically
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MOCTaHOBO TOMOBHOTO EPXaBHOMO CaHiTapHOro fika-
ps Ykpainu Big 20.04.2001p. Ne 131.
[na BM3Ha4YeHHA BMICTY 3anuLIKiB nectuumiis
3aCTOCOBaHO METOf, YNbTPaBUCOKOE(EKTUBHOI LLIBMA-
KiCHOI Mac-CneKkTPOMETPUYHOI PigMHHOI XpomMaTorpadii
(Liquid chromatography-mass spectrometry) 3 ioHi3aLi-
eto enektpoHHum cnpeem (UPLC-MC/MC, Waters,
USA) Ta meToay rasoBoi xpomatorpadii 3rigHo 3 [CTY
EN 12393-1:2003, CTY EN 12393-2:2003, CTY EN
12393-3:2003 ta NOCT 30349-96.
BwmicT cBuHUIO, KagMilo, pTyTi BU3Ha4YanM aToMHO-
eMiCiHM MeToAoM (npunag — CNEKTPOMETP aTOMHO-
emicivHun Shimadsu ICPE — 9820); BumiptoBaHHS BaXx-
KX MeTaniB 3A4iiCHeHO BIAMOBIAHO A0 METOAMK
MI.C3.7.2.01-017 Ta MI.C3.7.2.01-018.
Takox [06aBKy AIETUYHY AOCNIMKEHO 3a BMICTOM
pagioHykniaiB Ha BignosigHicTe Bumoram H 6.6.1.1-
130-2006 «[onyctmi piBHI BMIiCTY pajioHyKnigiB
137Cs, 90Sr y npofyKTax xapyyBaHHs Ta MUTHIN BOAI»,
3aTBepmKeHnx Hakaszom MO3 Ykpainu Big 03.05.2006
p. 3a Ne 256; ansa BU3Ha4YeHHs pagdioHYKIiAiB BUKOPU-
ctosyBanu cnektpomeTp «CEM-001», «AKI-C» Ta
cnektpometp «CEB-01-70», BignosigHo Ao Metoaumku
BUMIiptOBaHb NMTOMOI akTuBHOCTI 137uesito (137Cs) —
MBB Ne07-119:2011 Ta MeToaukn BUMIptOBaHb MUTO-
moi aktmHocTi 90cTpoHuito (90Sr) - MI 12-05-99.
MikpobionoriuHa 6e3neyHicTb 400aBKM AIETUYHOI KOHT-
pornoBanack 3a BMICTOM Me30qiflbHUX aepobHux Ta
(hakynbTaTMBHO-aHaepobHNX MIKPOOpPraHi3miB, KOMOHie-
yTBOpIOKOYMX ofuHMUe — KYO/r (3rigno 3 ACTY ISO
4833:2006); Br'Kr (konicoopmu) B 0,1 1 (3rigHo 3 FOCT
30518-97); E. coli B 1 1 (3rigHo 3 [ICTY 30726:2002); S.
aureus B 1 r (3rigHo 3 TOCT 10444.2-94); B. cereus,
KYOIr (3rigHo 3 ACTY ISO 7932:2007); nniceHesi rpubu,
KYO/r Ta gpixmki, KYO/r (3rigHo 3 ACTY ISO 7954:2006;
OCTY 8447:2015), naTtoreHHi MikpoopraHismu, B T.u.
canbmorenu B 10 r (3rigHo 3 [ICTY EN 12824:2004).
[JocnigxeHHs BUKOHAHO BignoBiAHO 40 NNaHy HayKo-
BO-JOCHigHOI pobOoTW (OepxaBHUA peecTpavinHui
Homep — 0112U001133). TBapuHu nig yac gocnimKeH-
HS He BUKOPUCTOBYBANMCS.
Pesynbratu. Peuentypa gobaBku [iETUYHOI, peko-
MeHOalil Ta 3acTepexeHHs Woao 1 CNOXWMBAHHS,
cknapg Ta GionoriyHi BNacTUBOCTI il peLenTypHUX KOMMo-
HEHTIB BVBYEHI Ha NiACTaBi MaTepianis, NpeacTaBIeHNX
BUPOBHMKOM Ta Ornsiay mkepen HaykoBoi iHhopmallii.
Y peuenTypHiln komno3uuii 4obaBKK AiETUYHOI BUKO-
PUCTaHO TiflbKN CTaHAAPTM30BaHI POCAMNHHI EKCTPaKTU:
— bayxiHis ctpokarta (Bauhinia variegata) 10:1, ekc-
TpakT kopu — 150,0 mr;

— Tlipka muppa (Commiphora mukul) 10:1, ekctpakTt
kameni — 120,0 mr;

— ConomoupiTt wopctkuin (Achyranthes aspera) 10:1,
ekcTpakT pocnuHu — 120,0 mr;

— BitaHia cHoginna (Withania somnifera) 8:1, ekctpakTt
kopeHst — 20,0 wr;

— OwmaH / [eacun (Inula racemosa) 8:1, ekcTpakTt
kopeHs — 100,0 wr;

— Conogka rona (Glycyrrhiza glabra) 6:1, ekctpakT
kopeHs — 100,0 mr;

active supplements", approved by the resolution of the
chief state sanitary doctor of Ukraine from 04/20/2001
No. 131.

To determine the content of pesticide residues, the
method of ultra-high-performance high-speed mass
spectrometric liquid chromatography with electron
spray ionization (UPLC-MC/MC, Waters, USA) and the
gas chromatography method according to DSTU EN
12393-1 was used: 2003, DSTU EN 12393-2:2003,
DSTU EN 12393-3:2003 and GOST 30349-96. The
content of lead, cadmium, and mercury was deter-
mined by the atomic emission method (device — atomic
emission spectrometer Shimadsu ICPE — 9820); mea-
surement of heavy metals— carried out in accordance
with methods MI.C3.7.2.01-017 and MI.C3.7.2.01-018.

Also, the dietary supplement was tested for the con-
tent of radionuclides for compliance with the require-
ments of GN 6.6.1.1-130-2006 "Permissible levels of
the content of radionuclides 137Cs, 90Sr in products
and drinking water", approved by the order of the
Ministry of Health of Ukraine dated 05.03.2006 under
No. 256; for the determination of radionuclides, the
spectrometer "SEG-001", "AKP-S" and the spectrome-
ter "SEB-01-70" were used, in accordance with the
Methodology for measuring the specific activity of
137cesium (137Cs) — MVV No. 07-119:2011 and the
Methodology for measuring the specific activity of
90strontium (90Sr) — MI 12-05-99.

The microbiological safety of the dietary supplement
was monitored by the content of mesophilic aerobic
and facultative anaerobic microorganisms, colony-
forming units — CFU/g (according to DSTU ISO
4833:2006); BGKP (coliforms) in 0.1 g (according to
GOST 30518-97); E. coli in 1 g (according to DSTU
30726:2002); S. aureus in 1 g (according to GOST
10444.2-94); B. cereus, CFU/g (according to DSTU
ISO 7932:2007); molds, CFU/g and yeast, CFU/g
(according to DSTU ISO 7954:2006; DSTU
8447:2015), pathogenic microorganisms, incl. salmo-
nella in 10 g (according to DSTU EN 12824:2004).

The research was carried out following the plan of
research work (state registration number -
0112U001133).

Results. The recipe of the dietary supplement, rec-
ommendations and warnings regarding its consump-
tion, and the composition and biological properties of
its recipe components were studied based on materials
presented by the manufacturer and a review of sources
of scientific information.

Only standardized plant extracts are used in the
recipe composition of the dietary supplement:

— Bauhinia variegata 10:1, bark extract - 150.0 mg;
— Commiphora mukul 10:1, gum extract - 120.0 mg;
— Achyranthes aspera 10:1, plant extract - 120.0 mg;
— Withania somnifera 8:1, root extract - 20.0 mg;

— Inula racemosa 8:1, root extract - 100.0 mg;

— Glycyrrhiza glabra 6:1, root extract - 100.0 mg;
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— Mywiiio (Asphaltum punjabianum) 6:1, ekcTpakT -
90,0 mr.

OuiHka peuyenmypu i obrpyHmyeaHHs1 diemuy-
Hux ma 6ionoziyHux enacmueocmeli KOMIOHEH-
mie diemuyHoi dob6aeku.

BayxiHia 6apsucta (Bauhinia variegata) — gepeso
opxigei 3 cimenctea 6060Bux, O cknagy BXOAATb: fB-
CUTOCTEPWUH, kKemndepon-3-rnoko3ng, AyOunbHi peyo-
BWHW, BYrMeBOAM, amifn, BiQHOBMOOYI LyKpY, BiTaMiH
C, cupun 6inok, kniTkoBuHa, KanbLin, docdop, kBep-
LIETVH, PYTVH, KBEPLUUTPUH, anireHi, anireHi-7-O-rrio-
ko3ua, rentatpiakoHTaH-12, 13-gion i goTeTpakoHTaH-
15-eH-9-on. B AtopseanyHin dapmakonei IHgii
3a3HayeHo, Lo BUKOPUCTaHHSA kopu cToBbypa bayxiHii
6apBuCTOi eheKTUBHE NpW 3aXBOPHOBAHHAX LLMTOMO-
LibHoi 3ano3n [5].

lipka mippa (Commiphora mukul) micTuts: Tepoigw,
auTtepneHoiawn, anidaTtuyni cknagHi edipn, ByrmeBoan
Ta Pi3HOMAHITHI HEOPraHiyHi iOHW, OKPIM HE3HaYHUX
KINbKOCTEN ce3aMiHy Ta iHWKWX HeigeHTU(iKkoBaHUX
KOMMOHeHTiB. Came ryryrncTepoHn € OCHOBHVMM Ajtoym-
M1 PEYOBMHAMU POCIIMHK Ta MO3UTVBHO BMIIMBAIOTb Ha
CTaH CyAMH Ta ninigHwin obmiH. BuaineHwi 3i cknagy
Commiphora mukul keTo-cTepoia, 3gatHuiA nocunioBa-
TV NOMMHAHHS Nogy Ta PEPMEHTHY aKTUBHICTb TKaHWH
LMTONOAIGHOI 3am03n, a TakoX MPOLEC CMOXMBAHHS
KMCHIO TKaHWHamm 3anoau [6]. Commiphora mukul mae
CUHepreTUuHUn edpekT 3 Lagenaria siceraria, BUKNu-
Karoum 3HWKEHHSI Macy Tina Ta IToKO3M B KPOBi HaTLLe,
3HWKEHHS PIBHS XONecTepuHy, TpuriiLepuais, ninonpo-
TEifiB HU3bKOI LUINbHOCTI Ta MiABULLEHHS PiBHSA Mino-
NpoTeifiB BUCOKOI LLiINbHOCTI [7].

ConowmougiT wopcTtkui (Achyranthes aspera), poc-
NMHA, WO 3ycTpivyaeTbcs B perioHax CxigHoi Ta
MNisoeHHo-CxiaHoi Asii (IHais, Henan, Kutait). KopiHHs
MICTATb TPUTEPNEHOBI CanoOHiHW, SIKi MpW rigponisi
[alTb ONEeaHONOBYK KUCMOTY i BYTMEBOAHY YaCTUHY,
WO CKnagaeTbCs 3 [MIOKO3W, ranakTto3n, PaMHO3W.
3acToCoBYETHCA SK BigXapKyBanbHUW, XapO3HWXY-
BanbHWiA, DAKTEPULMOHWIA, BiypeTUYHUI 3acib, a Takox
npw 6e3CoHHI Ta Ans 3HATTS ApaTiBNMnBOCTi [8, 9].

BitaHia cHopginHa (Withania somnifera) — mictuTb
ankanoigu rpynu TponaHy (3-a-Tirnoinokcitponany), a
TaKOX aHarirpuH, aHaepuH, KyCKOrirpuH, i3onenneTb-
epuH, TponiH. B AtopBeanyHin chapmakonei IHAil Ta
BpwutaHckkin apmakonei Withania somnifera npea-
CTaBMEHa, SIK CUPOBMHA, L0 3aCTOCOBYETLCS B peLen-
Typax He TinNbkU AK OiypeTuk, a W KOMMOHEHT, Lo
cnpusie 0OMiHHKMM npouecam B opraHiami [10, 11].

Owman/eBsicun (Inula racemosa) — GaraTopiyHa
TpaB'AHUCTa POCIIMHA POAMHU alCTPOBWX, KOPEHEBW-
Wa i kopeHi MicTATb iHyniH (8o 44%), nonicaxapuau,
cMonu, kamedb, Crnigu ankanoifie, canoHiHu, edipHy
onito (0o 4,3%), OCHOBHOK CKMafoBOK SKOI € rene-
HiH — CYMiLL NaKTWHIB (aNaHTONAKTOH i iHw.). ¥ Tpasi
oMaHy MicTaTbes edpipHa onis (3o 3 %), ackopbiHoBa
KMCNOTa, fipka pevyoBMHA anaHTOMIKPUH, chriaBoHOIan
(kBepueTuH i i3okBepueTuH). BigBap kopeHeBwuLy
nonerwye BigXapKyBaHHS MOKPOTMHHS Npu 3acTyai,

— Asphaltum punjabianum 6:1, extract - 90.0 mg.

The evaluation of the formulation and substanti-
ation of the dietary and biological properties of the
components of the dietary supplement.

Bauhinia variegata is an orchid tree from the legume
family that includes B-sitosterol, kaempferol-3-gluco-
side, tannins, carbohydrates, amides, reducing sugars,
vitamin C, crude protein, fibers, calcium, phosphorus,
quercetin, rutin, quercitrin, apigenin, apigenin-7-O-glu-
coside, heptatriacontan-12, 13-diol and dotetracontan-
15-en-9-ol. In the Ayurvedic Pharmacopoeia of India, it
is stated that the use of the bark of the trunk of
Bauhinia variegated is effective in diseases of the thy-
roid gland [9].

Commiphora mukul contains teroids, diterpenoids,
aliphatic esters, carbohydrates, and a variety of inor-
ganic ions, besides minor amounts of sesamin and
other unidentified constituents. Guggulsterones are the
main active substances of the plant and have a positive
effect on the state of blood vessels and lipid metabo-
lism. A keto-steroid isolated from the composition of
Commiphora mukul is capable of enhancing iodine
absorption and enzymatic activity of thyroid tissue, as
well as the process of oxygen consumption by gland
tissue [6]. Commiphora mukul has a synergistic effect
with Lagenaria siceraria, causing a decrease in body
weight and fasting blood glucose, a decrease in cho-
lesterol, triglycerides, low-density lipoprotein, and an
increase in high-density lipoprotein [7].

Achyranthes aspera is a perennial herb found in
the regions of East and Southeast Asia (India, Nepal,
China). The roots contain triterpene saponins, which
upon hydrolysis yield oleanolic acid and a carbohy-
drate part consisting of glucose, galactose, and rham-
nose. It is used as an expectorant, antipyretic, bacteri-
cidal, and diuretic, as well as for insomnia and to
relieve irritability [8, 9].

Withania somnifera contains alkaloids of the
tropane group (3-a-tigloyloxytropane), as well as
anagigrine, anapherine, cuscohygrine, isopelletierine,
tropine. In the Ayurvedic Pharmacopoeia of India and
the British Pharmacopoeia, Withania somnifera is pre-
sented as a raw material used in recipes not only as a
diuretic, but also as a component that promotes meta-
bolic processes in the body [10, 11].

Inula racemosa is a perennial herbaceous plant of
the aster family, rhizomes and roots contain inulin (up
to 44%), polysaccharides, resins, gum, traces of alka-
loids, saponins, essential oil (up to 4.3%), the main
component a part of which is gelenin — a mixture of
lactins (alantolactone, etc.). Essential oil (up to 3%),
ascorbic acid, bitter substance allantopicrin, and
flavonoids (quercetin and isoquercetin) are contained
in the grass of delusion. A decoction of rhizomes facili-
tates the expectoration of sputum during a cold,
reduces excessive secretion of mucus from the respi-
ratory tract, improves appetite and promotes digestion
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3MEHLUYe HaaMipHe BidAiNeHHs Cnu3y 3 AuxalbHUX
LUAXiB, NOKpALLye aneTuT i CNPUSE TPaBMEHHIO, pery-
TIIOKOYM MEPUCTANBTUKY KMLIEYHVKY, BnaroTBOPHO BNu-
Ba€ Ha 3aranbHuin 0OMIH PeyoBWH, i€ 3acroKinnuBo,
MoKpaLLlye HacTpiii i Mae 3aranbHO3MILHIONYY | TOHI-
3ytouy gaito [12].

Conogka rona (Glycyrrhiza glabra) — y cknagi kope-
HiB Ta KOpeHeBuLa MICTUTbCS 0 23 Y% riLMpUsnHy —
Kaniesoi Ta KanbLieBOi COni rMiLMpPU3NHOBOI KUCMOTH,
sIka € OCHOBHUM OiONOriYHO aKTUBHUM KOMMOHEHTOM
pocnuHu. Glycyrrhiza glabra mictute o 27 pisHux
(hnaBoHOIfiB (NIKBIPUTKH, I30MNIKBIPUTUH, NaKTU3UL Ta
iHWwi), ackopbiHoBy knucnoty (8o 30 %), HeBenuKy Kinb-
KiCTb ehipHu1X Oniin, caxapoay, rMoKo3y, MipKoTH, KPOoX-
Manb, KymapuHu, TaHiHu, kamegi, cmonu. biodnaso-
Hoigm Glycyrrhiza glabra matoTb M'siKy CnasMoniTUyHy,
npoTusananbHy Ail, HopMani3yloTb CEKPETOPHY yHK-
uito wnyHka. KopiHb Conogku ronoi (Glycyrrhiza
glabra) no3nTMBHO BMNMBAE Ha (MYHKLit0 EHAOKPUHHKX
3an03 Ta npouec 0OMiHY peyoBWH, 30Kpema Mpu
MopyLUEHHi PyHKUIA WwuTonodibHOT 3anosun (nepesax-
HO npw i rinepdpyHkuii) [13, 14].

Mywino (Asphaltum punjabianum) — ue cknagHumn
NPUPOOHUIA OpraHo-MiHepanbHWUI KOMMMEKC, A0 SIKOro
BX0OsATb noHag 80 KOMMOHEHTIB: 3aMiHHI Ta He3aMiHHi
aMiHOKMCINOTK (rnyTamiHOBa KCNOTa, MILWH, NICTUANH,
(heHinanaHiH, MeTIOHiH, TPEOHiH, TpunTodaH, isonen-
LWH, Ni3nH, apriHiH, BaniH, acnapariHoBa KucnoTa Ta
iH.), MOHO- i MOMiHEHACWYEHi XUPHI KNCMOTK (oneiHoBa,
neTpoceniHoBa, NiHonesa, NiHoMeHoBa Ta iH.), dhocdo-
ninigun, opraniyHi knenotu (rinyposa, 6eH3onHa, aguni-
HOBa, OypLITWHOBA, TMMOHHA, LLABNERA, JIMLIANHWKO-
Ba, KOEBA, BMHHA Ta iH.), eddipHi onii, cMonu, cmonono-
LiGHI peyoBUMHK, CTepoiaun, ankanoign, epmeHTH,
xnopodin, AyOunbHi pe4OBUHU, KyMapuUHU, TePReHOi-
A1, KapoTuHOIaW (nposiTamiH A), dpnasBoHoign (y ToMy
yucni pyTuH (BiTamiH P), Bitamitm B1, B2, B3, B6, B12,
C, E, a Takox 6nm3bko 60 Makpo- i MiKpoenemeHTiB
(kanin, marHin, kanbuin, HaTpin, docop, MapraHeLp,
3ani3o, LUWHK, Miflb, Cipka, KPeMHIli, CeneH, XpoMm, cpid-
o, kobankbrt, Hikenb, antoMiHii Ta iH.). Y MiHepansHomy
cknagi Asphaltum punjabianum nigupytodi  nosuuii
nocifarTb Kaniv, KanbLii, MarHii i mapraHeub — Ha
yacTky uux MakpoenemeHTiB npunagae Big 20 % oo
60 % HeopraHivHOi cknagoBoi. MiHeparnbHa YacTuHa
Asphaltum punjabianum, wWo cknagaeTbcs 3 BiMbHUX
Makpo- i MIKPOENeMeHTIB, MAPOKCUAIB i HEPO3HMHHMX
cornew (noTavuy, KanbuuTy, BanHa, JOMOMITY, KBapLMTY
Ta iH.) cTaHoBMTL Y cepeaHboMy Big 12 fo 40% Bciei
Macy LUbOro KOPWCHOMO MPUMPOZHOro NpOoAykTy. Ha
4acTKy opraHiyHoi 4acTuHm Asphaltum punjabianum,
SIka XapaKTepusyeTbCsl BUCOKAM BMICTOM TYMIHOBUX
kucnotT, npunagae noHag 70 % Big Woro 3aranbHoi
macu [15].

3a pesynsrataMu OLiHKM peLenTypy i aHanisy gaHunx
HaYKOBMX [pKepen LWoAo AieTMYHMX Ta BionoriyHmx
BMNaCTUBOCTEN KOMMOHEHTIB AiETUYHOI J00aBKM BCTa-
HOBMEHO, IO MPOAYKT 3a CBOEK PELENTYpor Mae
NOTEHLiHI BNAaCTMBOCTI BNMBATU Ha (DYHKLIiKO LLMTO-

by regulating intestinal peristalsis, has a beneficial
effect on general metabolism, has a calming effect,
improves mood, and has a general strengthening and
tonic effect [12].

Glycyrrhiza glabra — the roots and rhizomes of it
contain up to 23% of glycyrrhizin — the potassium and
calcium salt of glycyrrhizic acid, which is the main bio-
logically active component of the plant. Glycyrrhiza
glabra contains up to 27 different flavonoids (liquiritin,
isoliquiritin, lactiside and others), ascorbic acid (up to
30%), a small amount of essential oils, sucrose, glu-
cose, bitterness, starch, coumarins, tannins, gums,
resins. Glycyrrhiza glabra bioflavonoids have a mild
antispasmodic, anti-inflammatory effect, and normalize
the secretory function of the stomach. Glycyrrhiza
glabra has a positive effect on the function of the
endocrine glands and metabolic processes, in particu-
lar, when the functions of the thyroid gland are dis-
turbed (mainly with its hyperfunction) [13, 14].

Asphaltum punjabianum is a complex natural
organic-mineral complex, which includes more than 80
components: replaceable and irreplaceable amino
acids (glutamic acid, glycine, histidine, phenylalanine,
methionine, threonine, tryptophan, isoleucine, lysine,
arginine, valine, aspartic acid, etc.), monounsaturated
and polyunsaturated fatty acids (oleic, petroselinic,
linoleic, linolenic, etc.), phospholipids, organic acids
(hippuric, benzoic, adipic, succinic, citric, oxalic, lichen,
kojic, tartaric etc.), essential oils, resins, resinous sub-
stances, steroids, alkaloids, enzymes, chlorophyll, tan-
nins, coumarins, terpenoids, carotenoids (provitamin
A), flavonoids (including rutin (vitamin P), vitamins B1,
B2, B3, B6, B12, C, E, as well as about 60 macro- and
microelements (potassium, magnesium, calcium, sodi-
um, phosphorus, manganese, iron, zinc, copper, sulfur,
silicon, selenium, chromium, silver, cobalt, nickel, alu-
minum, etc.) In the mineral composition of Asphaltum
punjabianum, the leading positions are occupied by
potassium, calcium, magnesium and manganese — the
share of these macroelements is from 20% to 60% of
the inorganic component. The mineral part of
Asphaltum punjabianum, consisting of free macro- and
micro-elements, hydroxides and insoluble salts
(potash, calcite, lime, dolomite, quartzite, etc.) is on
average from 12 to 40% of the entire mass of this use-
ful natural product. The share of the organic part of
Asphaltum punjabianum, which is characterized by a
high content of humic acids, accounts for more than
70% of its total mass [15].

According to the results of the evaluation of the for-
mulation and the analysis of the data from scientific
sources regarding the dietary and biological properties
of the components of the dietary supplement, it was
established that the product, according to its formula-
tion, has potential properties to influence the function
of the thyroid gland. However, we did not find a confir-
mation of the positive complex effect of all components
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nogibHoi 3ano3u. PasoMm 3 TUM, MW He 3HaWWmu y

AOCTYMHUX [Kepenax HaykoBOi iHGhopmallii AaHuXx, LWwo

NiATBEPOXYOTb MO3UTUBHY KOMMNMEKCHY At BCIX KOM-

MOHEHTIB JAaHoi peLenTypu.

3aranom, 3a JaHuMu ornsay HayKOBUX IKeper, KOM-

MOHEHTY Liei peLenTypy cnpusoTb HopManisaii obmi-

HY PeyoBWH, ONTUMI3aLii XiMI4HOrO cknagy pauioHy

XapyyBaHHS, CTBOPKOKOTb ONTUMAanbHi AIETONOriYHi

YMOBW NS NATPUMKM HOPMAnbHOTO (PYHKLIOHYBAHHS

wmTonopibHoi 3anmo3n 3a ymoB, WO Crocid Ta go3n

BXMBAHHA AieTuyHOi gobasku OyayTb Bignosigatut

peKkoMeHaLisiM, SIKi € Ha KOXHIN ynakoBLi.

OuiHka Ha 8i0nosioHicmb sumoaam Oito4020 3aKOHO-

Oascmea.

3rigHo 3 NpoBEAEHO HayKOBO-AOCHIAHOK POBOTOH
fobaBka fieTMYHA BIOMNOBIAAE BMMOraM YKpaiHCbKOro

3akoHogascTBa [16-23]:

— 3akoHy YkpaiHu «[1po OCHOBHI NpUHLMNM Ta BUMOT#Y
[0 6e3neyHOCTi Ta SIKOCTi XapyuoBMX NPOAYKTIBY Bif
23.12.1997 Ne 771/97-BP B pepakuii 3akoHy
Ne 1602-VII Big 22.07.2014p.;

— [lepxaBHMM CaHiTapHUM MpaBunam i Hopmam
«MakcymanbeHO JomycTUMI piBHI OKpemux 3abpya-
HIOIOYMX PEYOBMH Y Xap4OBMX NPOLYKTax», 3aTBepa-
xeHum Hakasom MO3 Ykpainn Big 22.05.2020p.
Ne 1238, 3apeectpoBaHumM B MiHicTepcTBi tocTuLii
Ykpainn 21 nunHsa 2020 p. 3a Ne 684/3467;

— Hakady MO3 Ykpainm Big 19.12.2013 Ne 1114 «[1po
3aTBepoKEHHS [iri€HIYHMX BUMOr [0 LiETUYHMX
ZobaBok» (3apeecTpoBaHoMy B MiHicTepCTBI toCTU-
uii Ykpainm 27 rpyoHs 2013 p. 3a Ne 2231/24763);

— TM4aCcoBUM FiriEHIY4HUM HOpMaTMBaM BMICTY KOHTa-
MiHaHTIB XimMi4YHOI i BionoriyHoi npupoam y Bionoriy-
HO aKkTuBHMX pobaBkax IH 4.4.8.073-2001,
3aTBEPAKEHUM MOCTAHOBOK [OMOBHOIO AEPXaBHO-
ro caditapHoro nikaps Ykpaitm Ne 131 Big
20.04.2001p;

—H6.6.1.1-130-2006 «donyctumi piHi BMiCTY pagio-
Hyknigis 137Cs i 90Sr y npogyKTax xap4yBaHHs Ta
MUTHIN BOAi», 3atBepgxeHumn Hakaszom MO3
Ykpainu Big 03.05.2006 Ne 256, 3apeecTtpoBaHUM
MinictepctBi tocTuuii Ykpainm 17.07.2006 3a
Ne 845/12719;

— Hakasy MOS3 Ykpainu Big 03.09.2017 Ne 1073 «[po
3aTBepmxeHHs Hopm disionorivyHnx notpeb Hace-
NEHHA YKpaiHW B OCHOBHWX Xap4OBWUX peyoBMHAX
Ta eHeprii» (3apeectpoBaHuM B MiHicTepCTBI toCTU-
uii Ykpainm 02 xoBTHs 2017 p. 3a Ne 1206/31074);

— 3akoHy Ykpainu «[lpo peknamyy;

— 3akoHy Ykpainn «[Ipo 3axucT Big HegobpoCoBiCHOT
KOHKYpeHLi»;

— 3akoHy Ykpaitu «[po iHdhopmalLiito Ans cnoxueauvis
L0 XapUuOBUX NMPOAYKTIBY;

— Hakasy MOS Ykpainu Big 15.05.2020 Ne 1145 «[1po
3aTBEpKEHHS Bumor 4o TBEpAXEHb NPO MOXMBHY
LiHHICTb Xap4oBWX NPOAYKTIB Ta TBEPOKEHb Mpo
KOPWUCTb ONs 300POB'St XapyoBUX MPOAYKTIB» (3ape-
ecTtpoBaHoMmy B MiHicTepcTBi tocTuuii Ykpainu
04 cepnnHs 2020 p. 3a Ne 745/35028);

of this formulation in the available sources of scientific

information data. In general, according to the review of

scientific sources, the components of this recipe con-
tribute to the normalization of metabolism, optimization
of the chemical composition of the diet, and creation of
optimal dietary conditions for maintaining the normal
functioning of the thyroid gland, provided that the
method and dosage of the dietary supplement will
comply with the recommendations that are on each
packaging.

The assessment of compliance with the require-
ments of current legislation

According to the conducted scientific research, the
dietary supplement meets the requirements of

Ukrainian legislation [16-23]:

— the Law of Ukraine "On Basic Principles and
Requirements for the Safety and Quality of
Products" dated 12.23.1997 No. 771/97-BP as
amended by Law No. 1602-VII dated 22.07.2014;

— State sanitary rules and norms "Maximum permissi-
ble levels of certain pollutants in products"”,
approved by the Order of the Ministry of Health of
Ukraine dated May 22, 2020. No. 1238, registered
with the Ministry of Justice of Ukraine on July 21,
2020 under No. 684/3467;

— Order of the Ministry of Health of Ukraine dated
December 19, 2013 No. 1114 "On approval of
Hygienic requirements for dietary supplements”
(registered in the Ministry of Justice of Ukraine on
December 27, 2013 under No. 2231/24763);

— Temporary hygienic standards for the content of
chemical and biological contaminants in biologically
active additives M 4.4.8.073-2001, approved by
the resolution of the Chief State Sanitary Doctor of
Ukraine No. 131 dated 04/20/2001;

— GN 6.6.1.1-130-2006 "Permissible levels of radionu-
clides 137Cs and 90Sr in and drinking water",
approved by the Order of the Ministry of Health of
Ukraine No. 256 of 03.05.2006, registered in the
Ministry of Justice of Ukraine on 17.07.2006 under
No. 845/12719;

— Order of the Ministry of Health of Ukraine dated
September 3, 2017 No. 1073 "On approval of the
norms of physiological needs of the population of
Ukraine in basic substances and energy" (regis-
tered in the Ministry of Justice of Ukraine on
October 2, 2017 under No. 1206/31074);

— the Law of Ukraine "On Advertising";

— the Law of Ukraine "On protection against unfair
competition";

— the Law of Ukraine "On Information for Consumers
Regarding Products";

— Order of the Ministry of Health of Ukraine dated May
15, 2020 No. 1145 "On Approval of Requirements
for Claims on the Nutritional Value of Products and
Claims on the Health Benefits of Products" (regis-
tered at the Ministry of Justice of Ukraine on August
4, 2020 under No. 745/35028);

Order of the Ministry of Health of Ukraine No. 1613
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— Hakazy MO3 Ykpainu Ne 1613 Big 16.07.2020 «[po
3aTBepaKeHHs [NpaBun gogaBaHHs BiTaMiHiB, MiHe-
panbHWX PEYOBUH Ta OESKUX iHLUMX PEYOBUH [0
XapyoBMXx npogykTiB»  (3apeecTpoBaHOMy B
MiHicTepcTBi tocTuuii Ykpaitn 16 BepecHsi 2020 p.
3a Ne 891/35174).

[aHi npo pesynsrati XiMiYHUX, pagionoriYHmX i caHi-

TapHo-MikpobionoriyHMx gocnimxeHb fobaBku OieTnY-

HOI HagdaHi y Tabnuusx 1-4.

dated 16.07.2020 "On approval of the Rules for the
addition of vitamins, minerals and certain other sub-
stances to products" (Registered in the Ministry of
Justice of Ukraine on September 16, 2020 under No.
891/35174).

Data on the results of chemical, radiological and san-
itary-microbiological studies of the dietary supplement
are provided in Tables 1-4.

Tabnuusa 1/Table 1

Pesynbrat Bunpo6yBaHb ao6aBku gietnyHoi «Thyro Ultra» («Tanpo YnkTpa») 3a caHiTapHO-XiMiYHUMKN
nokasHukamu 6e3nekn — BMiCTOM BaXkux metaniB (mr/kr) /
Test results of the food supplement "Thyro Ultra" according to sanitary and chemical safety indicators —

the content of heavy metals (mg/kg)

Bumorn HO*, HO* Ha meTOAM Pgaynb'raT
Has3Ba . dakTuyHe . (no BigHOLWEHHIO
He GinbLle/ pocnigkeHb / -
nokasHuka / . * 3Ha4eHHA / . no cneuudikauii)/
. ND requirements*, ND* on research .
Indicator Actual value Result (relative to
no more methods e .
specification)
Caurens / 3,0 132 MI.C3.7.2.01-017 Bianosinac /
Lead responds
Kagmin BiZNoBi
2aMIA / 1,0 0,2 MI.C3.7.2.01-017 AnoBiAae /
Cadmium responds
PTyTe / 0.1 <0,001 MI.C3.7.2.01-018 Bianosinac /
Mercury responds

MpumiTka: TyT i Hagani

HO* — HopmaTMBHa JOKYMEHTaUis;
MI** — meToanYHI IHCTPYKLUT.

Note: hereinafter

ND* — regulatory documentation;
MI** — methodological guidelines.

Tabnuusa 2/Table 2

PesynbraTtn Bunpo6yBaHb go6aBku gietuyHoi «Thyro Ultra» («Tanpo YnisTpay)
3a caHiTapHO-XiMiYHMMM NOKa3HUKamMuM 6e3nekn — BMiCTOM 3anuwkiB nectuumais (mr/kr) /
Test results of the food supplement "Thyro Ultra" according to sanitary
and chemical safety indicators — the content of pesticide residues (mg/kg)

Bumorn HO*, HO* Ha meTOOM Pe:3yanaT
HasBa . dakTnyHe . (no BigHOWEHHI
He GinbLie/ [pocnigxeHb / . o
nokasHuka / . " 3HaYeHHn / . Ao cneumdikauii)/
- ND requirements*, ND* on research .
Indicator Actual value Result (relative to
no more methods e .
specification)
AnppwH/ He gonyckaeTbes / HE BUSIBIEHO . . .
Aldrin not allowed not found Bianosinae /
responds
(<0.001) OCTY* EN
Ferraxnop / He gonyckaeTbes / He BUSIBMEHO . 12393-1:2003; Binnosigae /
Heptachlor not allowed not found ACTY EN responds
(< 0.001) 12393-2:2003;
FXur-ramma isomep / He BUABMEHO . OCTY EN Binnoginae /
HCCG-gamma isomer 0,1 not found 12393-3:2003; rfles orﬁlds
(< 0.001) FOCT** 30349-96 P
OAOT i metabonitu/ Bignosigae /
DDT and metabolites 0.1 0,004 + 0,001 responds

MpumiTka: TyT i Hagani

OCTY* — [ep>xaBHi cTaHAapTu YKpaiHu;
FOCT** — pepxaBHUI cTaHAAPT.

Note: hereinafter

DSTU* — State Standards of Ukraine;
GOST** — State Standard.
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Tabnuusa 3/Table 3

Pe3ynbrat Bunpo6yBaHb no6aBku gietuyHoi «Thyro Ultra» («Tanpo Ynsrpa»)
3a pagionoriyHMmu nokasHukamm 6e3neku (Bk/kr) / Test results of food supplement
"Thyro Ultra" ("Tyro Ultra") according to radiological safety indicators (Bq/kg)

Bumorn HO*, HO* Ha meToaM Pt?syanaT
HasBa . ®daKkTu4He . (no BigHOLWEHHIO
He OinbLue/ pocnigxeHb / .
nokasHuka / . * 3HayeHHs / . Ao cneuudikauii)/
. ND requirements*, no ND* on research .
Indicator Actual value Result (relative to
more methods vee
specification)
amMma-cnekTpoMeTpuy-
HU MeTOR Bignosigae /
187Cs 200,0 <6,0 MBB Ne07-119:2011/ responds
Gamma spectrometric
method MVV No. 07-
119:2011
beTta-cnekTpomMeTpuyHNUin
meTop Bignosigae /
%0Sr 50,0 <1,6 MI 12-05-99/ responds

Beta spectrometric
method MI 12-05-99

Tabnuus 4/Table 4

PesynbraTt Bunpo6yBaHb no6aBku gietudHoi «Thyro Ultra» («Tanpo Ynstpar)
3a MikpobGionoriyHumu nokasHukamm 6e3neku / Test results of food supplement «Thyro Ultra»
according to microbiological safety indicators

Bumorn HO*,

HO* Ha meToaM

Pe3ynbrar

Ha3Ba . dakTU4He . (no BigHOLWEHHIO
He GinbLue/ pocnigxeHb / . .
nokasHuka / . * 3Ha4YeHHA / . no cneumdikauii)/
. ND requirements*, ND* on research .
Indicator Actual value Result (relative to
no more methods e .
specification)
MADAM*, KYO/r** 1,0x10% 2,3x103 OCTY ISO 4833:2006 BiAnosinae /
responds
BrKm*** s 0,1 r/ He gonyckaeTbes / He BusBneHo / Bignosigae /
BGKP*in0.1g not allowed not found FOCT 30518-97 responds
E. CO|.I 'B 11/ He gonyckaeTbes / He BusBneHo / [ICTY 30726:2002 Bignosigae /
E.coliin1g not allowed not found responds
S. aureus g 1r/ He gonyckaetbes / He BusBneHo / FOCT 10444.2-94 Bignosigae /
S.aureusin1g not allowed not found responds
B.cereuse 1 r/ 2,0 x102 < 102 [CTY ISO 7932:2007 |  BiAnosinae/
B. cereusin1g responds
MnicHaBi rpmbu, KYO/r
Moldy mushrooms, 1.0 x102 1.0x101 OCTY I1SO 7954:2006; Bignosigae /
CFU/g ’ ’ OCTY 8447:2015 responds
Opixmxki, KYO/r / 1.0 x102 <10 OCTY I1SO 7954:2006; Bignosigae /
Yeast, CFU/g ’ OCTY 8447:2015 responds
I—lM****,
B T.4. CallbMOHENU B He Jonyckaetbes / He BusBneHo / OCTY EN Bignosigae /
10 r/ PM, including not allowed not found 12824:2004 responds

salmonellain 10 g

MpumiTka:

MADAM* — Mme3odinbHi aepobHi Ta dhakynsTaTMBHO aHaepoOHi MikpoopraHiamu;
KYO/r** — konoHie yTBOpOOYa OAMHULSA B OOHOMY rpami;
BIKIM*** — GakTepii rpynu KALWKOBOI Nanuyku;
MM**** — naToreHHi MiKpoopraHiamu.

Note:

MAFAM* - mesophilic aerobic and facultative anaerobic microorganisms;
CFU/g** — colony-forming unit in one gram;
BGKP*** — bacteria of the Escherichia coli group;
PM****— the pathogenic microorganisms.
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Ha nigcrasi ekcnepTHOT OLiHKM JOKyMeHTaLii, aHani-
3y OaHuX [pKepen HaykoBoOi iHGopMmallii, pesynbraTis
CaHiTapHO-XIMIYHKX, PaBIONOriYHUX i CaHITapHO-MIKPO-
BionoriyHnx JOCNimKEHb MOXHa BBaxaTw, Lo fobaska
pietnyHa «Thyro Ultra» («Tanpo Ynetpa») € 6e3ned-
HO NS 3[0POB’st CNOXMBAYiB i MOXe OyTW BUKOpUCTa-
Ha 3a NpU3HAYEHHSM: CNpUATM HopMmanisauii 0bmiHy
PEYOBWH, ONTUMI3aLlil XiMiYHOro cknaay paLioHy xapuy-
BaHHsl, CTBOPEHHIO OMTUMAarnbHUX LIETONOMYHUX YMOB
ANS NiATPUMKU HOPMAnbHOMO (DYHKLOHYBAHHS LLWTO-
nogibHOT 3amo3u; UinecnpsiMoBaHO BMMBAaTK Ha 3po-
CTaHHSA PiBHA adanTauilHUX MOXIIMBOCTEW OpraHiaMmy
MIOOMHN B YMOBax MOCTIMHO MOCUNEHHS LLKIANMBOrO
BNMMBY CepenoBuLLa XUTTELIANbHOCTI.

BucHoBku. OujiHka 6e3neqHOCTi TpaguUinHUX arop-
BEOMYHUX peLenTyp € BaXMBWMM i BOgHOYac cknag-
HUM 3aBOaHHSAM Y 3B'I3Ky 3 0araTOKOMMOHEHTHUM
CKnagoM  OpraHiyHO-MiHepanbHUX  KOMMJEKCIB.
BogHouyac, JocnigKeHHs B LIbOMY HanpsiMKy Cnpusitu-
MYTb PO3LUMPEHHIO HALLOT YSIBU NPO 3acobu, L0 MakTb
MoTEeHLian LinecnpsMoBaHoro BNuBY Ha piBeHb agarn-
TaLiMHUX MOXMMBOCTEN OpraHiamy nioguHW B yMOBax
MOCTIIHO 3POCTaKYOro HEraTMBHOIO BNANBY CEPESOBY-
LLLi XKMTTEQIANBHOCTI.

KoHdnikT iHTepeciB. ABTOpM 3aABNsAOTb NPO BiACYTHICTb
KOHQMIKTY iHTEpeciB

Based on expert evaluation of documentation,
analysis of data sources of scientific information,
results of sanitary-chemical, radiological and sanitary-
microbiological studies, it can be considered that
dietary supplement «Thyro Ultra» is safe for the health
of consumers and can be used to contribute to the
normalization of metabolism, optimization of the
chemical composition of the diet, creation of optimal
dietary conditions to support the normal functioning of
the thyroid gland; to purposefully affect the growth of
the level of adaptation capabilities of the human body
in conditions of constantly increasing harmful effects
of the environment.

Conclusions. Assessing the safety of traditional
Ayurvedic recipes is an important and at the same time
difficult task due to the multi-component composition of
organic-mineral complexes. At the same time, research
in this direction will contribute to the expansion of
understanding of the means that can affect the level of
adaptation capabilities of the human body in conditions
of negative influence of the living environment.
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