ACTY EN ISOAEC 17021-1

ACTY EN ISO/EC 17065

TOB 4MINPYB MEWUKEN:»

HOpwanyHa appeca:

Ykpaita, 01042, m. Kvis,
Gynbeap MIIpuiima4enko, 1/27,
K. 506-4

daxruyHa agpeca:
Ykpaina, 040112, M. Kuis,
Byn. Puseka, 8-A, oth. 110

Mopsgok npoBefeHHs npouepypu 3abe3neyeHHs (YHKUIOHYBAHHA KOMNNEKCHO!
cucTemu ynpasninka Akictio (Jofatok 3 TexHiYHOro pernameHty LOL0 MEAUYHNX
BNPO6IB, 3aTBEPIKEHOr0 NocTaHoBo KabiHety MiHicTpis Ykpainm Big 02.10.2013 Ne
753 (TP)
Bupo6Huk: D.M.G. Italia S.rl.

Via Laurentina, KM 26, 7000-00071 Pomezia, Rome, italy

DN ITania C.p.n.
Bia MaypeHTiHa, kv 26,700-00071 Momeuin, Pum, Itania

YrnoBHOBAXEHHI TOB «APTEPIYM NT[»

NPeACTaBHUK B Vkpaina, 01032, m. Kuis, Byn. CakcaraHeskoro, 139
Ykpaii
Bupoﬁu: PUHOXKEPMIHA, Cnpeii naszansHuii Gionoriysui 6ap’ep

RINOGERMINA, Biclogical Barrier Nasal Spray
HAPIBEHT, Cnpeit HasanbHui NpoTHHA6PAKOBHA
NARIVENT, Antiedemigen Nasal Spray
Ocpranslepn, auTHpedniokcHi yBanbhi TabneTku
OFTALGERD, Anti-Reflux Chewable Tablets
Odvvanslepp, kpanni ouni

OFTALGERD, Ophthalmic Solution

Odpracciane, kpanni oyHi ANA 3aXHCTY poriBKu
OFTASSIALE, Ophthalmic Solution for Corneal Protection
Tepco, kpanni ouHi 3 6cMOTHYHOIO Zico

TERSO, Ophthalmic Selution with Osmotic action

MipusKavenuit oprad 3 ouiuku signosigHocti ToBapucTBe 3 ofmexencio eignoeiganbhictio «IMNPYB
MELUKEN» (ineHTudikauinnmi Homep Ne UATR.120) nigTeepiikye, WO 3a3Ha4eHUit BUPOGHUK BNpoBaans
CMCTEMY YRpaBRiHHA AKICTIO L1040 NpouUeciB po3pobneHHs, BUPOOHWLTBA Tad OCTATOMHOTO KOHTPOMIO
CTOCOBHO BKazaHux BUpo6iB y BIRNOBiHOCTI fo nyHkTiB 3-7 fofatky 3 TP Ta fka € 06’¢KTOM NepioguiHnx
HarnAnoBux ayautie arigHo nyukTiB 12-15 fogarky 3 TP. [ina peanisauii npogykuii Il knacy pusuky
J0faTKoBO Mae ByTu HasBHMIA cepTudpikar nepesipkyu npoexTy 3a nyHkTamu 8-11 foparky 3 TP.

NigcTasa gns supayi:

3BIT NP0 ocTaTo4Hy nepesipky Ne PR.155/H1/2-251/6-19 Big 21.08.2019;
PiLLIeHHs PO Buaady ceptucpikarta Ne PR.155/H1/2-251/7-19 Bing 08.11.2019.

Ceprudpikar Ne PR.143-19

LicHuin o 03 notoro 2024 p.
BupanHs Ne 2. Ceptuchikosano 3 04 motoro 2019 p,
Hara peectpauil 08 nuctonaga 2019 p.

; M. 3roHHuK

CtopiHka 131
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TOB JMNPYB MEQUWKER:

Kpuawuna agpeca:

Yupaina, 01042, . Kullg,
fynsaap Milipuimavenxs, 1727,
K 506-4

QaxTiyHa agpeca;
Yupaikg, 040112, . Kuig,
syn Pusska, 8-A o 110

T
| BHpanHs |

1 04 mororo 2019 p.

 [lepLie BUAAHHS

08 nwcmﬁam
2019 p.

pieto,

Po3iuupeHo chepy cepruchixauil, a came |
[OHAHO HacTynHi rpynu Bupo6is: f
Ocbranelepn, aHTUPEDNIOKCH XyBanbHi |
tabnetin, Odvranelepg, kpanni  OuHi,
Odpracciane, xpanni ouHi Ang 3aXWCTY
porisku Tepco, Kpanni o4Hi 3 OCMOTHHHO

Cepruthikar Ne PR.1143-19
Liicqmnid no 03 mororo 2024 p.

Bupanus Ne 2. Ceprudpixosano 3 04 movoro 2019 p.
Hara peectpauil 08 nuctonapna 2019 p. i

Cropiuka 232

KepisHuk oprany 3
KW BIANOBIANHOCT
;& M. Jrousuk




Jexnapauin npe sisnosissicrs 002-2019/01
(Declaration of conformity)

Zaragnna Hazea supody: Obracciane, xpawil ound, 10 ma Nl
Common name of medical devices OFTASSIALE

fiepeaix supodis:
List of produces:

Bupobnux: - DLMLG, Htslia Sork

Mannfaciurer: Bia Jaypesrisg, kM. 26,700 — 00071 Homewnia, Py, Itasmia.
| Via Laurenting, Km 26,700 - 00071 Pomezia, Rome, ltaly.

YnopaonmweHné npeIrTAREEK B | TOR «APTEPIVM JIT»

Vxpalui: Vpaina, m Kule, 01032, syn. Caxcarancerore, 139

Authorized representative in Ukraine: Ten. (44 490 75 22

e-mail: Sergey.Sur@arterium.ua

Kagendivanin i Knae Ob srimuo Tlyuxry 16 Homatxy 2 TexiMHOrO persamMenty
Classification + none Meawamx BEpoGis, sereepukesore loctanomow Kabimery
| Misicrpis Vipatun Ne753 8iz 2 worran 2013 p.

CClass Ha according fem 16 to Annex 2 of Technical regulation on Medical
3 devices approved by Decres of Cabinet of Ministers of Ukraine Ne753 on 2
3 October 2013

Tiponeayps ouinsy sianosianseri: { Jopavew 3 Texuiuuore periamenty WONO wemugvmx mupolis,
Conformity Assessment Route: rateepaxenoro Tocrawonow Kafimery Minicrpie Vapalom Ne733

Bix 2 wowraa 2013 p, 38 sunstros w 811,
Annex 3 of Technical vegudation on Medical devices approved by Decree of
Cahinet of Ministers of Ukraine Ne733 an 2 October 2013, except par&-11.

Ceprudixarul Cepradixar ouinxy signoningocti: Ne PR/143-19, sananss 2

Certificates: Certificate assessment of conformitv: Ne. PR/I43-19, edition 2
Crpor aif cepradivara ouinsy pianosingocti 03/02/2024

. Certificate assessment of conformity is valid uneil: 03/02/2024

Hpusnawcnnil opras 3 puisgy : Topapucrso 3 ofmexencio signonigansuicne
pianesiznocri Ta #ore penrudiranifinni IMTIPYEB METMKE D

KOR ; Limited Liability Company "IMPROVE MEDICAL"
Conformity assessment body with its 5 UATRIZD

identification number.

AERIARYE BNEORANER puMor Jlonary 1 o TexsiMHOTO PersamMenTy moao memmaiy supobis, savsepaxencre Hoctanoson
Kabisery Yupaian Me 753 pin 2 worrus 2013 p.
declores the fulfillment of requivements of Annex 1 to Techwical regudations on Medical devices, approved by Decren of Cabinet of
s of Ukrging Ne753 an 2 October 2012,
: SRt

Are placed on Ulrainion mavket boaring the symbol of canformity with technical regulations according 1o Anmex 11 of the Decree of the

Cabinei of Ministers of Ukvaine of 2 Qetober 2013 No. 753 On dpproval of the Technical Regulation on Medical Devices and the Decree of
the Cabinet of Ministers of Ukraine of 30 December 2015 No. 1184 On approvad of the forn and description of the symbol of confurmity with
technival regulntions, rules and conditions of its usage.

Hasea nocaay, HIb
Pogition, Full Name |

Jupextop
TOR «APTEPIVM JITH»
Cyp Cepriét BonouaMaposny

UATR.126

Jara mipmacy:
Date of signing:__

e
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Regd, Office Factory
v Sagar complex, Ground Hoor, MNavagadde, Agsoor village,
} | g“ % Maruti Temple Road, AnkolaTaluk, Karnatska {INDIA} - 581314

PRODUCTS BVT 1T

CREENING CGLOGEAL HEATTHOARY

Kawar, Karnataka {(INDIA) 581301

Ph: +91 8382 220000/225000/228100
Fax - +91 BI82 227700
www.prakruti.com | info@pralouti.com

THBITOJ, xaneyan Ne 60 Cepin Ne DDZ000S
CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJIY

Certificate No. e

Cepradinsr No: PPHAZOW G166

Product apme: INVITOL, capsuleshh 60

Huaea apoaykail: HBITOJL xavevan M 60

Manufacturer: Prakreti Produets Pyt Lid,

Bﬂ}}gﬁuﬂx Hpaxpyri 1 pozase Ilsr, A,

i Address: B172, Navagadde, Agmor V:i}ag,e ﬁmkeia *‘581 3 ? 4 kamamm, Imim

Anxpecas Bitiz, Hmrasme Arcyp Binimm, Aukona- 581 314, Kapmmm His

License No.: .

.Iimml - N‘g . 1128329000333
Batch % Date of mmmi:acm“e 1 Expiry date Batch size {packs)
Cepin N Jara supobnuuisa Fepwin apusarnceri Poamip cepil (ynan.)
DP26604 0972026 (872023 S466

Compesition of the éraﬁnci Crenan mponysry

1 capsule contains:
Indole-3-carbingl - 200 mg
Curcuma  longs  extmet -
curcumineids)

gallate 45 mg)

100 mg (Standardised for 20%

Gregn Tex extmot - 82 mg (Equivalent to epigaliocatechin-3-

}' Kancpiaa Mwwrzs;

- lmaon3- mpﬁmun .&GW,
i Excrpasy xypsyss - 100 mr {cranmaprisopaunll 33 BMicToM
| xyprysinoinis ne memme 20%)
- ExcrpaxT 3emenoro a0 - 82 Mr (eksinanemyio SNIFAROKATEXI |
- deramary — 45 wr)

Excipieniv:

| Aonosiseni povosnu:

magnesium stearate, silicon dioxide, agar-ager (shell material }

| MATHID  CTEEPAT, MIOKLI KPEMEIOD, arap-arap  {maTepian
. chonourn}

Parameters
Hapamerpn sisasenysy

Result
Pewavrar

Specifications
Cnenndirauis

Phygico-chemical
Diznwo-ximinni

Deseription

Onue

Whiie / white “00” size vegetable capsule filled with vellow

to reddish colored powder

bina / Gina poswipy "00° pocammua Kancwid 3a00BHeHa
_THOPOUIKOM Bij OBTOIC 110 HEPBOHYBATOTO KOAROPY.

Complies

Bigosigae

Average weight of capsule
Cepeann Maca KATCYIH

Abont 640.00 mg £ 7.50%
L 640,00 Mr = 7.5%

INVITOL, capsules Ne 60

batch X DD20O04
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Recipient of Export Exce%ieme Award
National award reciplent for Quality Products
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PRODUCTS PYT LTD

GREENING GLOBAL HEALTHCARE

]

Regd. Office
Sagar complex, Greund fcor,
Maruti Ternple Road,

Kawar, Karnataka {(INDIA) 581303

Factory
Navagadde, Agsoor villags,
AnkolaTaluk, Karnataka [INDIA] - 581314

Phi 91 8382 220000/225000/225100

Fax ;91 BIR2 227700

www.prskruti.com | info@prakrati.com

THBITO, kancysm Ne 60

Cepis Ne DD20004

Avprage filled weight About 530,00 mg = 7.50% 51547 O
Cepennna maca nanosseusn 33000 Mr+ 75% ur s Mr
Uniformity of dosage +7.3% of the aversge filled weight of the capsule Compliss
Oumopinnicrs poysanmn £7.5% mig cepeambol mack emicTy xaneyan Bimnosiag
pH of 1.00% wiv solution 4.00 1o 9.00 6.58
pH LOB% m/o posunuy 4.00 ne 9.00 -
Assay of Indole-3-Carbinol NLT 200 mg per capsule 21987 ™8
Kinncicne smananenun Ipoa-3-Kapbinony | He menue 200 MtRancyia e MP
{ Curcuminioids content NLT 20 mg per capsule 2pg M
Baiicr syprysinotain He menne 20 mefxancyna T e
Heavy metals
Baneri MeTRIN
Arsenic {AS) Not inore than 3 ppm Complies
Mua'ae {As) He Gimane uin 3 ppm Birorime
Leaid (Pby Net more than 10 ppm Complies
Cumens (Ph) He Gincwe nix 10 ppm Bizmosiaae
Mercury (Hg) Not more than | ppm Complies
Pryre (Hg) He Ginnwe i 1 ppm Binnosinae
Cadmiom (Cd) Not more than 0.3 ppm Complies
Kampahi (Cd) He Gimame win 0.3 ppm Bimnorigae
Microbiology tests:
MikpoSiosorivai napaserpn:
Total aerobic microbial count Not more than 10 000 cfu/y <100 cfufg
3aranpn it BMicT 28pobx Gaxreptii He Steure niw 10 000 gyo'r . RYOT
Total yeast, mould, fungi count | Not more than 1 000 cfu/y <10 cfuip
3aranwna kinbxicrs rpubis Ta naicaas He Sineme uiw 1 000 kyo/r EVO/T
mfi-iiiewmiermt Gram negative bacterin
: i S : Not more than 100 cfu/y Absent
EnrepoBaxrepii m inwi roammerarisui . ; i, i
Baxrepii He Ginpine wine 100 xyo/ ) Biacyrui
PR G Should be absent in 10g Absent
Eschericiia coli He nonyekaerues v 10+ Bragymm
— Should be absent in 10g Absent
Sal : LI ; :
monellae spp He gonyckaerren y 101 Bigeyrai
Swaphylococeny aurens .Sh{mi_d be absent nAhsen?
He nonvekaerses Binoyrsi
7 2
INVITOL, capsules Ni 60 batch X DD200M4 (» /“
; r"._*:.'/' /.;',,)3’
74 \g;, R&D Approved by Depa rtment 6F Scientific &
W Industrial Research oyt of India -, <.
- Recipient of Export Exgellerice Award | .

National award recipient forQuality Products E




Regd. Office Factory

) Sagar complex, Ground foor, Navagadde, Agsoor village,
.. : %F % Maruti Ternple Road, 5 AnkolaTaluk, Karnataks (INDIA) - 581314
. i S Kawar, Karnataka (INDIA} 581301
PRODUCTS PYT ITD Ph: 491 8382 270000/225000/225100
GREENING GLOBAL HEALTHCARE Fax: 491 8382 227700

www.prakruti.com | info@prakruticom

IHBITOJL, seancynn N 68 Cepin Ne DD200OG4
CONCLUSION
BHCHOBOK
< The giving batch confirms to INVITOL, capsules with respect v the above mentioned tests
< We hereby certify that the INVITOL, capsules, manofactured by Prakruti Products Pve. Lid, India under
the FSSAI no. (1218329000333, dated 13.12.2018 in Form “C", valid up to 12,12.2021,
4 We do hereby eertify that the components of the Product does not contain Genetically Modified
Organisms,
v 3aznnvuena cepin THBITOM, KENEYIH BiINOBIIAE BUIICHARLASHUM TeCras

Waw wu sacsiauyemo, wo  THBITOJL, kaneyan, sapobaeni  Ipakpyri Hposaxre Mer. Jhy, leain s
aiuemico, suaanoo Ynpapainnsam 3 Ge3nekn xapyosux npoaysrin | crangapris Tuali - No 11218329600333 nin
13.12.2018 32 Mopmow C, wwunoio a0 12,12.2021 p,
v Hum mo nigrsepoxyesmo, o kommosewrs Tilpoayxry me wicturs Denermano Mogudicosansnx Opranissy
(MO},
Hponyer poipobaeanil T2 nidS0MsTs 148 CHOMKDAINS JOMBME | HE JaBAAC WKOAR 340poB’0 aoneil,

ey

Name

Wik Mr, Deepak Sheity
Pasition of person authorizing the batch release . g ; .
Hocana ocolin, KA BRARIA 10IBLI HA BANYCR cepil Sr. (ienrw ﬂ/ﬁi miger _
Signature of person authorizing the baich release M "":3-

Hlianue ocobn, s supnas aoinin an BHEYCK Cepif

Date of signature
HJara niganucannn

st
_ -

INVITOL, capsules % 60 batch Ne DD20004 CONEABE 1,
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*  RE&D Approved by Depadme{ttem;.;’“_@cjmﬁﬁc &
industriaiﬂeseamh,ﬁoviﬁf i dj%,?' A
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