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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 562 162, INDIA
CEPTHOHKAT KAULECTRA
QUALITY CERTIFICATE
- Hassapue npeneparal Lhm am TaBacTry M 100/ Name of the product: Cystone™
Crpaka npOHIBORHTE L, MH:\H:{! Countiy of origin: India
- Howep Perrcrpaunorroro cannevenserse/ Number of the registration cortificate: UA451/01/01
- Caz geficraunfastimnoets/ | Ta01eTxa ComepmuT: JRCTPRITLL GHCTSA A2YRAORHNKS CTENCHBX0R0T0 — 63 Mi} KOpHeR
REMHCROMKH S3BIMKOBOR — 49 M7, ¥OpHER Mapeisl CopAUERMETHON ~ 16 MT) KOPHEAWIL CHITH FASHYETOH — 16 i ceMan
CONOMOLBETE HEPORVSATOTC- 16 MT, HEASEMHOH HaCTH OKOCMET APHUBETKOBOH - 16 MT; B2pokny aetearu0d-16 M
IiOPOURIL HISETTH KDEMHRSBOH- |6 MIT CMOfa OMHIICHEAR MuHepaabHaS- |5 MF,
0GpaloTanibie NAPOM FKCTPAXTA: TPAZE GATHANKE AYIHCTOTO, THOI0S AXCPUOE CTEMCISNCE, COMAN MEMO2BL TR ATHBCH,
LEMRH 1OANXCCE AYXUBETKOROTO, NAS0HAY 200METHOI, X801 TONEBGTO, CCMAK THIXO50T0 Jepesa.
Efficiency/ activity: 1 tablet contains: Exiracts: Didymocarpus pedicellata - 65 mg; Saxifraga lgulata - 49 mg ; Rubia
cordtfsha L6 mg; Cyperus scariosus -16 mg; Achyranthes aspara -16 mg; Onosina bracteatum - 16 o mg; Yernonia cineren -

, Tabiets Mel0G

e Aad _I*J i

TecT TpefoBaxss cHenRpIEaIN PeayasTaT \
Tests Specification o Results
12.t Onncannel Description KpyTnaie, AROAKOSHITYIGINE TAGASTI CHETTI0-KUPHSHE20TO Coorzercrayer
USETA €O CBETARMH B TeMHBIMA BRXDATEHHAM . Complies
Round biconvex tablets of light-brown color, with light and dark
( Spois
122
Heesmndrxauusidentification | COOTBETCTBNE GATEH HA  XDOMATOIDRMMREX  HCHMTYCMOTD © CoovrercTeyer
)TCX CTRHAAPTHOTO  pacTsonos  fCompliance of stalns oo
TLC chromatograrns of standard and tested sclutions Complies
) MnascHenms Hammie IATEH 0T CBETNO-MENTOTO 10 KODHIANEROTO UBeTa CogcrserecTayer
Flavonoids Presence of stains from Jight-yeliow to brown colour Complies
8} Kensioit Ioitoncnrensyeiif 12T Ha Kbl Cootaacreyer
- Calcium Fositive test for calcium Compliss
: 12.3 Cpeguss maccal Average 300.0 Mr= 5 306 Kt ing
F weight 300,0mg = 5%
: 2.4 OanopoitHocts maces : He Opites 2-X TADALTOR MOTYT FMETH OTKACHE S GT Cpeitel
Uniformily of average weight: | maccet Bonee, yox Ha % 5%, 51 89 07Ha TaBAoTKA He AOTKER
HMETh OTHROHEHME OT Cpefued amaccy: Honiee, uem Ha = 10% CooraeTerByet
Not more than Z tablets can have deviations in average weight - Complies
more than by = 3%, and none should have deviztion fom average
weight more than by £ 10%
12.5 PacnagaemocTs / He Bonee 60 sunyt / NMT 60 minutes 5.48 muy f
' Disintegration minutes
11.6 MevupaemoceTy/Friability | He Gosee 1,0% 0,08 %
_ NMT 1,0%
12,7 Conepmatine TRARALIX
MeTIORY
‘Content of heavy metals:
Kaamai/ cadmium re Goaee 10ppm/MNMT 10ppm 43 ,.':- i3 0.06% ppin
Pry1e/ meltury ae Goaes 10ppr/NMT [0ppm i "‘“};ﬁ; - 0.013 poin
UTwrari/ Hithium wc Goses 10ppm/NMT [0ppm /é/’ 404 ppm
Cauiery/ lead e Gonee [0ppm/NMT 10ppm e 1.251 ppim
Mutsak arsenic ne Goaee 5 ppm/NMT 5 pon 0.472 opm
12.8 Koanuecrseanoe
onpepeaenna/Quantitative
determination:
] 1_Coaepiasse dhaasosoHacs / He Menee 0 0000 35r/aba / NL T 0,00005 g/ab 0 06621 g
it

7. I—fam-»p ceplw/ Bateh number -
&, Hete wrovosaerus/Mid date

112002151
162020
9. Cpox roprocTw/Expiry date 1 09/2023
10. Fia3aanne, MECTONOAOKEEHE H HOMEDPA MALCHIA BCRX YHACTKOR NIDOU3BCICTAR i xoq’mam xauectsal Xuumanag Jipar
Komnany, Maxany, banrenop — 562 162, Mumua; AUS - 83

Neme, Incation and license aumber of all sections of production & quality controi
MAKALI BANGALORE -- 562 162, Indla; AUS - 23
11. Ceprafwiatst cO0TRTCIAHA C\AP AAZ BCSX YUACTHOB NDGHIBOACTAR ¥t KOHTPOAA KasecTsd! Conformity certificates
GMP for all procduction sites and quality control: 03 120 19/GMP
12. PesynbiaTst npoBegsuua aunannsa’ Results of analysis

16 mg; Powders; i—‘a'rul yahood bhasma - 16 mg; Shilajest purified - 13 mz.

Processed in agueous exiract oft Ochmum  basilicum, Tribulus terrestris, Mimosa pud

cdorﬂta Equiserum arvense, Tectona grandis sead.
J‘Jexarc-ﬂem-a.n dopma: Tebnerxa/Dosage form: Tables

6 P&wo H THA ynaxoexs: 100 tefaetor » HDPE dnaxouefSize and packaging type: 100 biets in HDPE Container

© 19000 Packs

Pasvep naptaw/Bacch size

pudica, Dolichos bifforus, Pavonia

: The Himalzyz Drug Company,

oot W 4834 b9 317 oo %/
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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 562 162, INDIA

Content of flavonoids

Coaepmanwe Tasumos / Content He menee 0,002r/7a6n 7 NLT 6,002 g/tab 0.008 gfab

of tannins

KansunitfCaleivm He mepee 0,0000/7562 / NLT 0,009 g/iab 0.009 g/tabs
12.% Muxpotnoaornyccxan B npenapare  gomckaeTex:  ofume  umede  adpofueix | CocTeetcrayer
wncrotal Microbiological vuaTooprasHiMon (TAMC) - He Bosee 10* KOE/r; cBuiee yucao | Complies
purity SPOWHKERHIX W raecHestlx rprSoe (TYMC) - pe Gonee 10

KOE/: Teaepantheix K SRENvH FpeMOTRREATEALHDEX DarTepiit -
g Sones 10°KOE/H; '
Fe aenyekaerca Esherichia coli & | 1 nipenapava.

He asnyekacres Salmonella 8 25 ¢ npenapata.

It is permited i the drag:

: Total Aerabic Micrebial count (TAMC) - not more than 10
CFUrg;

Total Yeast and voulds Count (TYC) ~ not more than 10
cfufe;

Tolerant to bile gram-negarive bacteris - not morve than 107
cfir'g;

Escherichia coli in | g of the drug is not permitted.

! Salmonella in 23 g of the drug is not permiti=d.

13. Kommesrapun (npi rasrenn) Commeats (if available) : TIposyKy COULsEIosy sl CHERMPRKAUNR

The preduct conforms to the specification

Houep orweia/Report number L 1000FEP20001381
Cretduxauns/Specification : UKRARNE ND-UA/2451/01/01
Hatz nosysewna/Date of sample recsived 1 14/10/2020

[ata uensrasss/Date of sample analysed 1 25/11/2020

vlenegxep oo xasecrey/Manager Quality Conirol 3 H:Taﬂpaﬁﬁc@%af layeraja M.S

14. 3arsncsye 0 cepTHOHRAmD: HACTORIIMM NOATEEMIAAD, STC (PHBEACHHEA BHIUE HHPOPMALIMA ABAALTCH
foctoseprolt 1 TowHOH. DTa NAPTHA APOAYKIA NPOHIBEALHE, BIVIOUAS YTIAKOBKY / MADKHPOBKY H KOFTPOMb KaqeCTsa,
Ha YKAJAHHOM BRILIE YHRCTKE C NNk COOTESTCTRHEY CTaHAADTaM WHQO GMP (vamiescmie Tipoms0ACTREHROR
TIPAKTHXH) ¥ CIEUKGHRAGRE IO MAPKSTHHIDBOMY PABPCLISHAA CTPANG-HMTOpTEpa. Ilarepranst GO NPOH3BOUTTEY
NEDTHA, YTIAKOBKM K AHANK22 DEIIA PACCMOTPEHS! H APHIHAER OTRSYal0ILME GMP.

Statement of Certification : I hereby certify that the above information is authentic and accurate, This batch of product
has been manufactured, including packaging /labeling and quality control at the above mentianed site in full
comgptiance with WHO GMP requirements and with the specification in the marketing authorization of the importing-

country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

15, anvius Y ACMHOCTE 0cofis, XOTOPAR BAIIEAA DAIPSIISHHE Ha BhiTycx cepuy/ Name and designation of the
person who gives the resolution for batch release : Trpuaxap BanacySpanasuan / Giridhar
Balasubramanyam
['encpanstbiii Merepxep o KaseeTsy / General
Quality Manager — QA

77
P @L
16. TioAnHcs MRGA KOTOSCE BE{AMAIO PA3PEMEHHE HA BbITYCK copua/ EZ? At~

Sign of the person who gives the resolution for batch release : /

36’)?);?030

17. Bata noanvcanna/ Date of signing

EARS

§ ;! QUALITY ‘1

1= L ASSURANCE:

bt 5

e,
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THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA
CEPTH®IKAT SIKOCTI

1. Hassa npenapaty: [uctou® TaGnerku Ne 100
2. Kpaina BupobHuk: [Hais
3. Homep peecrpauiiinoro ceigoursa; UA/2451/01/01
4. Cuna gii/akrusnicts/: 1 TabneTka MiCTHTb: KCTPAKTH: JIMCTA AlAOMOKApAYCY cTeGNOBOTO - 65 Mr; KOpeHiB
TOMHKAMEHS AZHYKOBOTO - 49 Mr; KOPEHiB MapeHH CepLEnnCToT - |6 Mr; KOPEHEBUIL CMUKABLS TINIBYACTOTO - 16 Mr;
HACIHHA CONOMOUBITY WOPCTKYBATOro-16 Mr; HAN3EMHOT YACTHHH OHOCMH MPHKBTIKOBOT - 16 MT; BepHOHIT nonenscroi
= 16 Mr; nopowku: BanHa KpeMHIEBOTO -16 Mr; CMOH MiHepanbHOT o4MlIeHOi- | 3 Mr, 06pofneni mapem excTpakTH:
TPaBH BaCHIILKIB CrIPABXKHIX, MIOAIB SIKIPUIB CTAHKHX, HACIHHA MIMO3KM COPOM'S3MMBOI, HACIHHA mOMiXOCY
MBOXKBITKOBOrO, ITiBOHIT 3AMALIHOT, XBOLLY MOJL0BOr0, HACIHHS Jepesa THKOBOTO;
JonoMiKHI peHOBMHHU: LIeJIHN03a MiKPOKPHCTATIUuHA, HATPIKO KApGOKCHMETHILIENION03a, MATHIt0 CTEApaT, KPOCIOBIAOH,
KPEeMHit0 AlOKCHA KONOIIHWH Oe3ROMHUIA.
5. Jlikapenka dopma: Tabnerku
6. Posmip i tun ynakosxu: 100 taGnerok 8 HDPE dnaxoni
7. Homep cepii: 112002151
8. Jara eurotosnenns: 10/2020
9. Tepmin npuaarHocTi: 09/2023

Pozmip mapTii: 19000 ynaxosok

10. Hasea, micue posralyBsanHs Ta HOMEpH JiLeH31H BCiX AINSHOK BMPOBHMLITBA T4 KOHTPOMIO AKocTi Ximanas Hpar
Komnani, Makani, banranop - 562 162. Inpia; AUS-83 nponosxkena ceprudikatom (Popma 26-11) mie no 22.05.2021.
11. Ceprudikary ianosinuocti GMP ans Beix AinsHOK BupobuuULTBa Ta KOHTpoMO skoeti: 031/2019 / GMP

12. Pe3ynbTaTi NpOBENEHHS aHani3y

Teet Bumoru cneuudirauii PesyasTart
12.1 Onuc Kpyrni, neoonywni tabneTku ceitno- | Bianosinae
KCOPUYHEBOTO KOMbOPY 31 CBITNMMH |
TEMHHUMH BKPAIJICHHAMH.
12.2 InenTudirauin Binrnosiauicrs nnsm na Binnoeinae
a) TCX XpomarorpaMax BUnpoGyBaHoro i
6) Paasoxkcuau CTaHJapTHOrO pO3yHHIBE Binnosigae
HasBuicTs nagM Bif CBITNO-OBTOrO
110 KOPHYHEBOT'O KONBOPY Biamoeigae
[To3utuBHMI TecT Ha KanbUif
12.3 Cepenns maca 300,0 Mr+ 5% 306,0 mr
12.4 OanopianicTe Macu He Ginblue 2-x TabneTok MoXKyThb Biamnosinae
MaTH BiIXWNEHHS Bia cepenHbol
macu Binbiu, Hix Ha + 5%, xonHa
TabneTka He MOBUHHA MATH
BiIXMNIEHHS Big cepeanboT Mack
Oinbu, Hixk Ha £ 10%
12.5 PosnmagHicTh He 6inbure 60 XBUNMH 5.48 xBUnMH
12.6 3Tupanusn He Ginsiue 1,0% 0,08%
12.7 BmicT BasKKuX MeTaJIiB:
Kaamii
PryTn He 6inbie 10 npomine 0.069 npowmine
JliTiit He Ginvwe 10 npomine 0.013 mpomMine
CeHuHeus He 6inswe 10 npomine 4.041 npomine
Muwm'sax He Ginewe 10 npomine 1.251 npomine
He Ginelue 5 npomine 0.472 npomine
12.8 KinbkicHe Bn3nadenus He menwe 0.00005r/taba 0.00021 r/ra6

Cropinka 1 3 2




THE HIMALAYA DRUG COMPANY

MAKALI, BANGALORE 562 162, INDIA

Bmicr Taninis He menwe 0,002 r/tabn 0,008 r/Tad
Kansunii He menwe 0,009 r/ra6n 0,009 r/rad
12.9 Mikpob6ionoriuna yucToTa B npenapari nonyckaersca: Bianoginae

3arajibHe Yucno aepobuux
MikpoopraHismis - e Ginbuwe 10°
KYO /r, zaransHe yucno
APIAIKOBHX 1 UBITEBUX TPHUOIB —
(TYMC) - e §inswe 102 KYO /T,
TOJIEPAHTHUX JI0 JKOBY|
rpaMHeraTHBHuX Oaxrepii - He
Binbume 10 KYO /r

He ponyckaerbes Eshericiacolis 11
npenapary

He gonyckaerbca Salmonelias 25 ¢
npenapary

[3. Komenrapi (3a nassnocti): [ponykr Bianosinae crieupdikauii

Homep 3pity: 1000FEP20001381

Crneundiranis: UKRAINE ND-UA/2451/01/01

Hata otpumanns: 14.10.2020
Hara sunpoGyeanna: 25.11.2020

Menemxep 3 axocti / nianve / [naspagxa m. c.

14. 3asiBa npo cepTudixauiio: crpamHiM NiATREPKYIO, O HABEACHA BUILE iHpOPMALLA € 10CTOBIPHOIO | TOUHOH. Lis
TMApTis IPOAYKTY BUrOTOBJEHA, BKIHOUAIOUN YNAKOBKY / MAPKYBAHHSA | KOHTPOIL IKOCTI, HA 3a3HAYEHI il BULLE AiNsSHUi 3
NOBHOIO BiANOBiAHiCTIO cTannapram WHO GMP (Hanexuoi BupoGruyol npaktrikm) i cneuudikauii 3 MapKeTUHIOBOro
A03BOMY KpaiHU-iMnopTepa. Martepianu 3 BHPOGHMIITRA NAPTIT, yNAKOBKM Ta aHanizy SyJM posrASHYT] 40 BUIHAHI

BiANoBigaoTs GMP,

15. Mpizsuiue Ta nocaga ocobu, ska BuAaNa 103BiN Ha Buryck cepii: [ipiaxap BanacyBpamanusm, reHepansHuii

MEHEeJKEp 3 AKOCTI

16. Iliamuc ocobu ,aKa Buaana I03Bin Ha BUMyCK cepil / mianuc/

17. Jarta mignucauua: 26.11.2020

/ Kpyrna neuatka: nepesipka axocti * The Himalaya drug Company/

Cropinka 23 2




A)

JIEPKJIIKCITY KBA
JEPKABHA CJIY/KBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
BYJ1. bepesnsakieceka, 29, Kuie. 02098, Ten./hakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyivi@dls.gov.ua.https://www.dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOI0 B Y KpaiHy JiKapcbKOro 3acody

01.02.2021 Ne 3932/21/26

IHIUCTOH®

(HAfIMECHYBAHHS TIKAPCLEOIO 3ac00Y 3riIHO 3 PeECTPaliHHAM MOCBITYEHHAM)
tabaerkH, o 100 Tadaerok y niaactuxosomy daaxoui; no 1 ¢gaakoHy B KapToHHii Kopooui

((popMa BHIIVCKY. T03VBaHHA, BHIL NaKyBAHHA [IKAPCbKOrO 32c00y)
Homep peectpauiiinoro nocsizuenns UA/2451/01/01 crpok aii peectpauiiiHoro nocsindenns HEOOMEKEHUH
Cepis aikapeskoro 3acooy Ne 112002151 Kinbkicts BBe3eHOro aikapeskoro 3acody 100

BupodHuk Ximamas Jlpar Komnani. Inais

(HAMMCHY BAHHA BHPOOHH KR JIKAPCBEKOTO 3ac00y, KpaTHd NOXOLKEHH:A)

Bre3eHo B Vkpainy ChisibHe YKPATHCbKO-eCTOHCbKe NINPHEMCTBO Y (popMi TOBApHCTBA
3 00MeReHo010 BianoBigaabHicTio "Onriva-®apm, JIT/A", izent. kox:
21642228

(Haiivenysanuy Ta ko 3a CIAPMOY wpuan4Hol ocotu abo nmpizsuie, iM'A, 1o 0aTbkoBi (i3UIHOT
OCO0H - NEANPHEML, TT MICILE NIPOsKHBAHHA TA PeecTpauiiiHHi HoMep 001iKOBOT KAPTKH N/IaTHHKA
HogdaTkiB abo cepis Ta HOMEp nacnopia)
Mpotokoa BisyaabHoro kourtpoo sia 11.01.2021 Ne 4412/1.

JlaBopaTopHuii aHasli3 AKOCTI J1iKapebROro 3aco0y 3AiHCHEH Hif:

TOB "Texnonad" (M.JIeBiB, By, Jlanuaa Anocrona, 2)

(HaHMEHYBAHHA T MICUE3HAXOIAEHHA 1a00paTopii. Lo npoBea 1aGopaTopHHHA aHani3 AKoCTi}

BHCHOBOK LIOJIO AKOCTI JTiKapeLKOro 3acody. BuaaHmii 1adoparopieto sin 29.01.2021 No 0132

PesyabTaTi 1aGopaToPHOTO aHali3y AKOCT JiKAPCHLKOrO 34c00y 3a NepeBipeHHMH OKa3HHKaMi BLAMOBIIAKThH
BHMOTaM METOIB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOT 10KYMEHTALLT).

34 pesyibTaTaMi  JepKABHOIO  KOHTPOIKO  BCTAHOBIEHO, WO Jikapchbkuii 3aci® BBeseHo B YkpaiHy 3

JOTPHMAHHSAM BUMOI 3aKOHOAABCTEA LWOAO 3a0€3MEHEHHs SKOCTI JiKapChbKHX 3aC00IB.
e,

Muxona XOJIOJIEHKO

(minrme) 1) (iniLiany Td npissuLLe)

{nocanosa o
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FEXHO

TosapucTBO 3 00MexKEHOIO
Binnosinansnictio "TEXHOJAB"
JlaGopaTopia punpodysanbHa

™. JIbeiB, Byn. [lanuna Amnocrora, 2, Tea./dakc:
(032) 292-25-79, email: texnolab@gmail.com

BucHoBok 1mono sikocri Ne 0132 Big 29.01.2021

Haasa npenapary:

Peectpauiiinnii nomep:
Bupofunurso:

Homep cepii:
Bunyyeno:

Ognep:xano Bix:

CynpoBiauuii JokyMeHT:

JaTta opepikanus:
Bua xonTponio:

H/, sianoBigHo no sikof
MPOBOAMHBCSH AHATI3!

[[MCTOH®, abnetku no 100 rabaerox y IUTACTUKOBOMY (iaxoHi; o | dumakoHy B
KapToHHI# kopobui

0083 '

Ximanas Jlpar Komnani, Tuis

112002151 . ,

CIT "Onrima-@apm, JIT]", m.Kuis, Byn Kixsigze, 18-A, Anreunuii cxag Nel
HenTpanbuui, M.Kuis |, sys.Bopucrinnenka , 9-JK

Hepsxasna cnyxba Ykpainng 3 aikapcbkux 3aco0is Ta KOHTPOIO 33 HAPKOTHKAM A

Jluer Ne 470-002.0.1/002.0/2-21 Bix 13.01.2021 p.; AxT sinGopy 3paskis Bix
13.01.2021p.

18.01.2021

. 3a posnopaprenuam JepknikcemyxOu (3ringo nakazsy MO3 Vkpains Bin 29.09.14 Ne

677 3 0DOB’A3KOBUM NPOBEICHHIM aHANI3Y. 3a TIOKasHuKaMHK "Lnenrudixanis"”,
"Kimekicne Buznauenus")

MK o PIT Ne UA/2451/01/01

MoKazHUKK

CepegHst Maca Tabnetox

OnHopiaHicTL Macu
Tabnetok

PosnagaxHa

KinbkicHe BU3HAYEHHSA

MapkyBaHHs
Ynakoeka

) Bumorn HO PesynbraTtn
Onune Kpyrni, ABosikoBunykni TabneTkn CBITNO-KOPUYHEBOro KONbLOPY, 3i Bignosinae
CBITNUMK | TEMHUMK BKPANISHHAMMN.
laeHTudikauin 1. BignoBigHICTe NsIM HA XpoMaTorpaMax BUNPOGOBYBaHOrO i Bignogigae

CTaHASPTHOIO PO3YMHIB.

2. dnaBoHoiAn: HassHicTs NnsM Bif, CBITNO-XOBTOrO 40 KopuuHeBoro Bignoeinae
KONbOPY.

3. Kanbuii: MNoanTuBHWA TECT HA KanbLii. Bignosigae
‘3000mMrx5% ' Bignosinae
- - 302,2 mr

He Binbiue. 2-x TabneTok MOXYTb MaTy BiAXWUIEHH: Bif cepeaHLO] Bignogigae

macu BinbLie, Hix Ha 5 %, xxoaHa TabneTka He NoBMHHA BiMWINATUCA -4%/+4%
BiAl cepeaHbLoi macu Binblue, HiX Ha 10 %.

He Ginbwre 60 xB. Bianosigae
: 20 xB
1. BumicT chnaeoHoigis: He menwe 0,00005 r/tadn. Bignosigae
0,00053 r/tabn.
2. BuicT taHinie: He menwe 0,002 ritabn. Bignosigae
' 0,010 r/rabn.
3. Kanbuin: He menwe 0,009 rfrabn. Binnoeinae
0,012 rfratn.
3rigro Bumor MKH Bianosigae
3rigHo BUuMor MKS Binnosinae

BHCHOBKH:  [lepesipennit 3pasok npenapary [IMCTOH®, tabnetku no 100 TaGneTok y miacTukoBoMy (UiakoHi;

?

o 1 ¢akony B KapToHHiii kopo6ui, Ne cepii 112002151, upobuuutso Ximanas J{par Komnasi,
Inais Biarmosigae Bumoram MK 1o PIT Ne UA/2451/01/01 3a HapeneuMMU BHILE NOKAZHHKAMMU,

*Jlanuit BucHOBOK woa0 skocTi Moxe GYTH BIATBOpeHRM TiNbKM HOBHICTIO. Byib — sika nyGikaiis abo yacTkoBe
BiITROPEHHA BMICTY MOMJIHBI TUIbKH 32 MHCHMOBOT 3roau T30OB «TexHonaty. BUcHOBOK 11010 AKkocTi Ge3 nignucis i

@ 02 - 03/01 Cropinka 1 CTOp.iHOK 2

B-V-B-0132-2021




N€4aTKK He AlHCHHN.
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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 362 162, INDIA
CEPTHOHKAT BA’-IECTBA
QUALITY CERTIFICATE

2992

BT € R AN £ e §L G TR T

{. Hassaune nper

o

odorata, Equisctuim arvens
5. Hesaperze

7. Homep cepus/ Bateh nusber :
8. Hama saroToRneuns/MEd date ;

MAKALL BANGALORE -

napara: Lbicrou™,
2. L‘_gana nposiBoan s VEany Counoy of origin: India
3. Homep Perucroaurossoro cargerenteTsa/ Number of the registration certificate: UAR4I1/O1/0]
4, Cuna EE]*é’”B!r]FfﬂK"i!EEGC“Bf | aBreTKA CONCPMHT: IKCTRAKTHI JIHCTHR LBYizoanHya crefennkoserd — 83 &
RAMEBAOMKA A3nMxeeCl — 49 i xoprell Mapessl cepamennctEoll — 16 Mr, xopHesHUl CwTY AeHYaTOR - 15
COTOMOUEETA TUEPOXOBETOr0- 1§ MP HATSEMHON HACTH OHOCMS MPVLBETKOBOM - 16 M7} B2pORK NENnesrOoN- 16 Mo
TIOPGUIKH: H3BELTH KPEMHEReE0l-16 MM cMON2 ONAmIEHHAA MuENepanyHas~-13 Mr,
06pafoTakibie TApOM XCTPakTa: Tpassl BAZWHKA AVUIMCTOND, NNOACE AXOPIO0S CTRANINEXCA, COMAN MAMOIL
CEMAY JOANNGCA SEYXNIBETKOSOT, FABOHHH ADOMETHOMH, )
Efficiency/ activity: | ablet condains: Examacs: Didymocampus pediceliata - 65 mg; Sexiftaga lia:ﬂaia - 43 mg ; Rubia
sordifoliz -16 mg; Cyperas scariosus -16 mg; A
16 mg; Powderz: Hajrul yehood bhasma - 16 mg; Shilajest purifisd - 13 nv
Srocessed agueolts »-:ct:acl ofl Ocsrr.u'n basiticam, Tribulus terrestis, Mimoss pudica, Dolichos biflores,
. Tectona

sHal HODME: Taene:-mf Dosage form: Tablets
&. Pasyep % THn yraxongs; 100 Ta6retox 8 HD
112602152
2020
9. Cpox reaxeetw/Expiry date @ 09/2023
10, Hazsatwe, MECTOAOROKESHE ¥ HOMEPA AMLSHIKE BCEX YIACTXOB HMPONIBOACTAA W XCHTPON KavecTas! Xuwanaa Jpar
Komnmazy, Maxeix, bareanop — 362 162, Maaus; AUS - 83

Name, location and licesse number of all sections of production & guality control
362 162, Indiz: AUS - 83
11. Cepridsixaral cootsererans GMP mia BOSX YHACTXOS IPORIBOACTER U XOHTROAR XavMacTaa/ Conformity camtificates
GMP for ali production sites and quality control: 03 1/2019%/GMP
12. Peavarvatst nposeiennd avamise/ Resuls of analysis

raGreTan Mol 00/ Name of the product: Cysicne™, Tables Meld0

XECLIA [QESBOTD, COMSH THIKOBOIC 22DEBa.

Achyianthes espera - -1& mg; Onosma bractezium - 16 mg

grandis seed,

PE dnakotie/Size and packacmc type: 100
PazMep papts

¥

3 -‘\UC’H{.‘F

:'; ceMeR

3 anf_;'l"iaﬁl;g

Vernenia cinerea -

Payoniz

) tablets in HDPE Container

m/Baich size : 16000 Packs

: The Himeleys Drug Comgany,

Tecr TpeSosanus CriennQHKILOTH [ PeaynsTaT
Tests Specification { Resulis
1Z.1 Onmueanng/ Deseription Kpyrinle, ABORKOBLITYXIhie TRONETKH CEETAC-KODHIHEBOID Coovzercizyer
UBSTA CO CRCTAMIMH K TEMELIM BKPANAEHEIM . Complies
Round biconvex tablets of iightszawn color, with light and dark
5008
12.2
FineaTigrxauns/Identification CooTRETCTSNE NRTEH HA XPOMATOIPEMMEX HCIHBITYSMOFG A Coorsercrayet
ajTCX craszgagTHoro  pecvsopoe  /Compliance  of  stains  on
TLC chromatograms of standerd and tested solutions Complies
£} OnasoRORAL Hanuuye NITed 0T CRETAC-HEATOTO S0 KOPHIHESGID LESTE Coormercrayer
Flavoncids Presence of stains from light-yellow to brawn colour Compties
5) Kantusd TMonomytens it TecT #a XaapIBil CooraercToyet
Calciym Positive test for calcium Complies

- 12.3 Cpeansig maceal Average
v/eighl

3000 vy = 3%
300,0mg £ 5%

300 siri mg

12.4 OfnepoAHSCT MAltstl 1
Uniformity of average weight:

He Bosee 2-X TabeTox MOTYT HMETE OTKACHEHHA OT CpenHeit
mzccsl Gones, yem Ha £ 5%, # HH ofie TaleTKA He SOMKH

Disintesration

WMeTs OTeRoRexNe oF cpenuel maccs! Gonge, vem =2 = 10% CooTaeTCTEYET
Mot more than 2 tablets can have deviations in average weight Complies
more than by £ 5%, and none should have deviation ffom average
weight more than by = 10%
12.5 Pacpagaeqocis / He Soses 60 mugyt/ NMT 60 minutes 5.01 s/

12.6 Wernpaemocru/Friability

He Gones 1,0%
NMT 1,0%

12.7 Coaepannsle THREARX
MET0A108:
Content of heavy metals:

Kaamui? cadmium we Gogee 10ppm/MNMT 10ppm 0.068 ppem
PTYTs/ mMErcury e Gones 10ppmyNMT 10ppm 0.008 pom
Uland Lithiem ue Gones 10ppm/NMT LOppm 4123 ppm
Cpunel lead ue Bosee 10ppm/NMT 10ppm .07} ppm
M siipag arsenic re Sonee S ponyNMT S ppm 0.524 ppm

12.8 HoauyecTBeHnoe

onpeacaspne/Quantitative

determination:

Cosepiakine GIA30HOKACE { | He meries 0,00003c/1a6a { NLT 8,00003 giiab 0.00025 ghab

@y ol w3433 big
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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 562 162, INDIA

Content of flavonoids ‘;
Cenep-eansie Tarazes / Content He menee 0,0020/7a6a / NLT 0.002 g/wb (0,008 gftab
of wannins
: Keapumi'Caltum He yenes 0,000 7eba / NLT 0,008 gtab 0,010 gitab
12.9 ¥inkpobuoaorsucexas B mpemapare  ponckaerca:  obige  uncac  aopoBueix | CooveeveTayer
wpeTeTal Microbiciogica! MiwToOprasyaMos [TAMC) - sie Sonce 10* KOB/T; ofmes wncno | Cormplies
parity ApoEOReRsX R necsessix rpubos (TYMC) - we Soace !
i KOE; To82paHTHRIX X KeNUH TPasOTRHUATERb X DarTepl -
; uz Goniee 107 KOEN:
He aonyciaerca Esherichia coli 8 1 ¢ npenagara.
£ 1 He aoryexazed Salmonella 3 23 r npenspara.
£ It is perniced in the drug:
i Total Aerotic Micrebial count (TAMC) ~ not more than hy
£ CFUfg;
Tota} Yeost and Moulds Count (TYMC) - not mors than 10°
: ciufg; :
Tolerant to bile gram-negative backria — not more than 107
I cfufp;
§ Escherichia coli in | g of the drug 1§ not pemnitiad,
Seimonello n 23 g of the drug is not permitted.
E 13, Komwsnrapuu (npu sannusn Commants (if available) : lposyr cootpeTcTeyet cneundikansn
i The preduct conforms t¢ the specification
j Howmep orwétaRepornt numbsr : H00FEPZIGH1382
a
Cneunguxatma/Spesification T UKRAINE ND-UA/2451/21/01
5
Ilare oaysenzs/Date of semple received 1441072020
Hare vermrrasma/Date of sample analysed 1 2541172029
Vienepxep no wavecTsy/Manager Quality Confrol

> { Tlayarsia M.§

14, 3zaanesse ¢ ceprupuxaiiy; HacTofiis NoATRSANNC, UT0 NPHBSASHIAA S21TUE MHQOPMEUHA ABAAETA
HOCTORERHOH ¥ TOUHOK. 3a fAPTRY NPOAYRTA NPONIBEISHE, BIUHONAS YIIAKSBKY / MADKHPOBIY M KOUTPORE KRHeCTRz,
Ha YKEOAHHOM BMINE YIaCTKE ¢ HONHHM COOTRLTCTBHeM cTannapTad WHO GMP (naasexamsh ApoH3soacTrernol
TipexTHEH) d CeLiGHRKALHA 110 MAPKETHHIOBCMY PaIpSuIeHsR cipass-rMnopTena. VaTepyanst o NPoH3s0acTsy

: N2pTHH, YHaKoaky H anamaa Suix paccMoTpsHsl W NpysHanst otsevaioiute GMP.

Statement of Cartification : I hereby certify that the shove information is authentic and accurate. This baich of produet -
,{ has been manufeeturad, including packaging /labeling and quality control at the above mentioned site in fuil

i coraphiance with WHO GMP requirements and with the specification in the marketing authorization of the impuoriing

; couniry. The batch processing, packaging and analysis records were raviewed and found to be in compliznce with
GMP,

5

* 15, hamMyras ¥ GODKACSTH 00006, KOTOpas BHIAATA pespelenHte Ha Buyek cepHy/ Neme and designation of the
person who gives the resolution for batch release : Tapuaxap BanacySpamesasy / Giridhar
Belasubramanyam

Teriepansubilt Meremiep nio kausctry / Ceneral
Qualin Manager — QA

ﬂ/”é{é ; ﬂ\ﬁgf

f L
.f{,\/ F i

16. TIoAfACE Aiia XOTOPOE BBLAZIC PA3DSUISHHE Ha BaMyCK Cepry/
Sign of the person who gives the resolution for bateh release

96 1}ze80
17. Hawa noanuecanns/ Date of signing . ¢ &

L8 F Y

HE 1 AssuRane
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THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA
CEPTH®IKAT SIKOCTI

1. Hazpa npenapary: Lincron® tatneriu Ne 100
2. Kpaina Bupo6Huk: IHais
3. Homep peectpauifinoro cainoursa: UA/2451/01/01
4. Cuna nii/akTuBricTs/: 1 Tabnerxa MiCTHTEL: @KCTPAKTH: JIMCTS AiLOMOKApMycy cTebI0BOrO - 65 Mr; KopeHiB
TIOMHKaMEH: A3MYKOBOTO - 49 MT; KOPEHIB MAapEHH CEpLENHMCTOT - 16 MT; KOPEHEBMLL CMHKABLSA MUIIBYACTOrO - 16 Mr;
HACIHHA COJIOMOUBITY LIOPCTKYBATOrO-16 Mr; HAL3EMHOT YACTHHYM OHOCMMU NPHKBTIKOBOI - 16 Mr; BEPHOHIT nonenscrol
- 16 Mr; nopowuki: BanHa kKpemHieBoro -16 Mr; cMon MiHepansHoi oumwenoi-13 Mr, 06pobneHi napom eKCTPakTH:
TPABH BACHIIEKIB CMIPABXKHIX, MIOAIB AKIPUIB CTAHKMX, HACIHHA MIMO3H COPOM'S3MMBOT, HACiHHA HOTiXOCY
ABOXKBITKOBOTO, MiBOHIT 3arnaiHol, XBouly NoNLOBOro, HACIHHA AEPEBa THKOBOTO;
AlonoMixKHI PeYOBHHH: LUEMION03a MIKPOKPHCTAM HHA, HATPIIO KAPGOKCUMETHIILIENIOT03a, MATHIK) CTEAPAT, KPOCMOBII0H
KPEMHII0 AioKkcH KonoiaHuil 6e3BoaHHi,
5. Jlixapcewka opma: Tanerku
6. Poamip i Tun ynakosku: 100 TaGnerok 8 HDPE duakoni
7. Homep cepii: 112002152
8. lata eurotosneds€a: 10/2020
9. Tepmin npuaatHocti: 09/2023

3

Po3mip naptii: 19000 ynakosok

10. Hazea, micue pozraunysanHs Ta HOMEpH JliLeH3iii BCiX AINSHOK BUPOBHULITBA Ta KOHTPOITEO AKOCTi Ximanas Hpar
Komnani, Makani, banranop - 562 162. Inaia; AUS-83 npoaosskena ceprudixarom (dopma 26-1) aie no 22.05.2021,
11. Ceprudixaru sinnosinsocti GMP ana Beix ainsnok BupoGHUUTEA Ta KOHTPOMO skocTi: 03172019 / GMP

12. PeaynpTaTH NpoBefeHHs aHanizy

Tecr Bumorn coeundirauii Pesyabrar
12.1 Onuc Kpyrai, nsoonyxni Tabnetku ceitno- | Bianosinae
KOPHYHEBOTO KOJNBOPY 3i CBITNHUMH i
TEMHMMH BKPAIJICHHAMHU.
12.2 InenTudgikauin Bingrnoiaricts nasm Ha Bianoeinae
a) TCX Xpomarorpamax BUNpoSyBaHoro i
6) ®aasokeuan CTaHIAPTHOTO PO3UMHIB Bianoeinae
HaseHicTs nisMm Bia csitno-#osToro
110 KOPHYHEBOT'O KONbOPY Binnosinae
[TO3WTHBHUI TECT Ha KanbLIH
12.3 Cepeaus maca 300,0 mr+ 5% 300,0 mr
12.4 OgnopignicTe Macu He Ginblue 2-x TabneTok MOKYTh Bingnosigae
MaTH BIJIXUNIEHHS BiA cepeaHbol
MacH Binbiu, Hix Ha + 5%, xonHa
TabneTka He NOBHHHA MATH
BiAXMIIEHHS Big cepeaHbOT MacH
Oinbu, HiXK Ha £ 10%
12.5 Po3naasicTh He 6inswme 60 xguiun 5.01 xBUAKH
12.6 3Tupauusn He 6insine 1,0% 0,04%
12.7 BMicT BasKKNX MeTaiB:
Kagmiii
PryTs He 6inse 10 npomine 0.066 npomine
JliTiii He 6inswe 10 npomine 0.008 npoumine
Caunenn He 6inswe 10 npomine 4.123 npomine
Muw'ax He 6inswe 10 npomine 1.071 npomine
He 6insie 5 npomine 0.524 npomine
12.8 KinbkicHe Bu3nayenusn He menwe 0.00005r/tabn 0.00025 r/Tab

Cropinka 1 3 2




THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA

BmicT Taninis He menine 0,002 r/tabn 0,008 r/Tat
Kaabuii He menwe 0,009 r/tabn 0,010 r/rat
12.9 Mixpo@ionoriuna yucrora B npenapari gonyckaethes: Bianoeinae

3arajbHe Yueo aepobHux
Mikpooprauismis - we Ginbue 10
KYO/r, 3aransne yucno
APiMUHKOBUX | LUBINEBUX rpubin —
(TYMC) - e 6inbie 10> KYO /r,
TOJIEPAHTHHUX JI0 KOBY|
rpaMHeraTMBHMX GakTepiii - He
Binpue 102 KYO /r

He pomnyckaetbes Eshericiacolis 1 ¢
npenapary

He nonyckaeteca Salmonelia g 25 ¢
npenapary

13. KomenTapi (3a vassrocti): TponykT signosinac cneundikauii

Homep 3zity: 1000FEP20001382
Creundirauis: UKRAINE ND-UA/2451/01/01
Hara otpumanns: 14.10.2020

Hara punpobysanus: 25.11.2020

Menenxep 3 axocti / nignue / Inaspanxa M. c.

14. 3asBa npo ceprudikailiio: cnpagkHiM NiATBEPAKYIO, LIO HABENEHA BULIE iHPOPMALis € JIGCTOBIpHOK | TOuHOKO. LIs
NapTis NPOAYKTY BUIOTOBNEHA, BKIIOYAK04H YIAKOBKY / MAPKYBAHHS | KOHTPOMb AKOCTI, HA 3a3HaueHi i BULLE ALNAHL 3
NOBHOIO BiAMosiaHicTio cranaapram WHO GMP (nanesxHol supoBuuuoi npaktiin) i creuudikauit 3 MapKETHHIOBOIO
103801y KpaiHu-iMnoprepa. Matepianu 3 BAPOGHMLITBA (APTIT, yNakoBKK Ta aHani3y Gy PO3rIAHYTI 0 BU3HaHI
Bianosigaiots GMP,

15. Mpispuiwe Ta nocaga ocobu, ska BMAANA 103BIN Ha BKOYCK cepil: [ipiaxap BanacyGpamanusam, reHepanbHuii
MEeHEe/UKEp 3 AKOCTI

16. [Tiamvic ocobM ,aka BHAANA AO3BIN HA BUNYCK cepil / nignuc/
17. Hata nignucanua: 26.11.2020

/ Kpyrna neuarka: nepesipka skocti * The Himalaya drug Company/

Cropinka 23 2




JEPKIIIKCITYKBA
JEPKABHA CJIY/KBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM y m. KHEBI
ByJ1. bepesusakincbka, 29. Kuis. 02098, ten./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyivi@dls.gov.ua.https:/www.dls.gov.ua. Kox € JIPTIOY 37079055

BUCHOBOK
PO SIKICTH BBE3€HOr0 B YKPAiHY JiKapchbKOro 3acody

01.02.2021 Ne 3933/21/26

IHHUCTOH®

(HafMeHYBAHHA 1IKAPCLKOr0 30c00Y 3rilHO 3 peecTpauifHMM NOCBIIYEHHAM)
taGaerky, no 100 tad.aerok y miaacruxosomy paakoHi; mo 1 ¢guakoHy B KapTOHHiil Kopooui

((popatat BHIYCKY. 103YBAHHA. BUIL TAKYBAHHA TIKAPCHKOr0 3a00y)
Homep peectpauiittoro nocsinuenns UA/2451/01/01 crpoxk aii peectpauiiinoro nocsinuenss HEOOMEKEHHI
Cepis aikapeskoro sacody Ne 112002152 KinbkicTh BBe3€HOT0 Jikapebkoro 3acoby 100

BupoGHHK Ximamas JIpar Komnani, [Hais

(HaHMeHY BAHHA BHPOOHHKA AIKAPCLKOTO 3ac00y, KpalHa NOXOIKeHHs)

BeeseHo B VKpaity Crni/ibHe YKPaTHCbKO0-eCTOHCHKe NIANPUEMCTBO Y GopMi TOBapHCTBA
3 00MeReHo010 BianosiraasHicTo "'OnTiMa-®apm, JITA", izenr. koa:
21642228

(HadiveHyBaHs Ta ko sa €JIPIIOY wpnandHoi ocoGx aGo npissuiie, iM's, no 6arsKoBI (isHUHOI
0COOM - NiANPHEMLS. T MiCLUe NPOKHBAHHA Ta PEECTPALLIHHUHA HOMep 00:1iKOBOT KaPTKH MIaTHHKA
noaarkis abo cepis Ta HOMEp NacnopTa)

IlpoTokoa BisyaabHoro koutpomo sia 11.01.2021 Ne 4412/2.
JlaGopaTtopHuil aHani3 FKOCTI JNIKApCLKOTo 3ac00y 3A1HCHEHHii:

i

TOB "Texnonad" (M. JIpBiB. ByI1. Jlanuna Anoctona, 2)

(HaHMEHY BAHHA Ta MiCLE3HAN0aKeHHS 1afopaTopil. 1o npopena 1abopaToOpHHA aHai3 AKOCTI)

BHCHOBOK L1010 AKOCTI JiKapehKOro 3aco0y, Bianiii nadopatopieio Bin 29.01.2021 Ne 0133
PesyabTaTi 1a60PATOPHOTO aHAI3Y AKOCTI JIKAPCLKOrO 3ac00y 3a MepeBipeHHMH MOKa3HiKaMHi BUANOBIIAKTH
BUMOraM MeTOiB KOHTPOIKO AKOCTI (aHaNiTHY HO-HOPMATHBHOT J0KYMEHTaLiT).

3a  pe3viabTaramil IEPKABHOTO KOHTPOJIO BCTAHOBIEHO. WO J1iKapchKuil 3aCi0 BBE3eHO B YKpaiHy 3

AOTPpHMAaHH QBCTBA 1010 3a0e3nedeHHs AKOCTI JiKapchKHX 3ac00iB.

Mrukona XOJIOAEHKO

(iHiLiany Ta npi3BHLLE)




ToBapuCcTBO 3 0GMeREHO10

A ab pimmosinaasuictio "TEXHOJIAR"

EX}[ O . JlaGopaTopis BunpodyBanbHa

M. JIeRiB, By/. Jlanuna Anocrona, 2, ten./dakc:
(032) 292-25-79, email: texnolab@gmail.com

Hazsa npenapary:

BHCHOBOK moao sskocti Ne 0133 Bix 29.01.2021

KapTOHHIH Kopobui

LIMCTOH®, Tatnerkn no 100 Tabnetok y rmactikosomy dhrakosi; no 1 ¢makony B

PeecTpauiiinuii Homep: 0034

BupobHHUTBO: Ximanas JIpar Komnaui, lHais ©

Homep cepil; 112002152

Buny4eno: CIT "Onrima-®apm, JITH", M.Kuis, Byn.Kiksinze, 18-A, AnTeunnii cknan Nel

Onepxano Bin:
CynposigHuii foKYMeHT: -

Hentpanbuuit, m.Kuis , syn.Bopucninsceka , 9K

13.01.2021p.

Hara onepmanua: 18.01.2021

Bua koHTpoOHO:

JMepicarna cinyxGa YKpaiHu 3 iKapchkix 3aco6iB Ta KORTPOJIO 32 HAPKOTHKAMH
Jhact Ne 470-002.0.1/002.0/2-21 six 13.01.2021 p.; Axr sinGopy 3paskis Big

3a posnopsamxennam Jepxnikenyx6u (3rigmo Hakasy MO3 Vxpaiun Big 29.09.14 Ne

677 3 06OB’I3KOBMM NPOBE/ICHHAM AHATI3Y 32 TTOKA3HUKAMMU "lneHTrdikanis”,

"KinbkicHe BU3HaueHHA")

H/, sinnosiano go axoi MK no PIT Ne UA/2451/01/01
NpOBOAHBCH AHATI3:
MokasHUKK I o Bumoru H Pesynbrarty
Omme prrn: ,n,aoqxoaunyxm TabneTku CBITNO-KOPUUHEBOTO KOMLOPY, 3i Bignosinae
CBITAUMI | TEMHUMK BKpaﬂHeHHHMM
lneHTudikauia 1. BignosiaHicTs nnam Ha xpomaTorpamax BunpoGoByeaHoro i Bignosinae
CTAHAAPTHOTO PO3YMHIB.
2. ®naeoHoigu: HasBHICTL NNAM Bif CBITNO-KOBTOMO A0 KoquHeBoro Bionosigae
KOMbLOpY.
3. Kanbuiit: Mo3uTUBHMI TECT HA KanbLjin. Bianosigae
Cepegns maca Tabnetok 300,00 Mr+5 % Bignoeigae
7 2996 mMr
OaHopigHiCTL MacK He Binbuie 2-x TabneTok MOXYTb MaTH BiOXWMNEHHs Big cepeaHbol Bionosigae
Tabnetok macu Binblue, Hix Ha 5 %, xopHa TabneTka He NOBUHHA BiMNaTUCH  -2%/+2%
Bif} cepedHbol MacK Binblue, Hix Ha 10 %.
PosnaganHsA He BinbLe 60 xs. Bignosigae
o 19 xB
KinbkicHe Bu3Ha4eHHA 1. BmicT priaecHoiis: He MeHiue 0,00005 rftabn, Binnosigae
_ ' 0.,00037 r/radn.
2. BmicT TaHiHiB: He meHwe 0,002 rfrabn. Bignosigae
; : 0,011 rftatn.
3. Kanbuiﬁ: He meHwe 0,009 rfrabn. Bignosigae
f 0,011 rfratn.
MapkyBaHH# 3riiHo Bumor MKH Bignosigae
Ynakoeka '3ri,qu sumor MKA Bignosigae
BUCHOBKH: Ilepesipenuii 3pasok npenapary [IMCTOH®, TaGnerkn no 100 tabnetok ¥ MTaCTHKOBOMY (IaKOHi;

2

no I gakouy B kapToHHiii kopobui, Ne cepil 112002152, supo6ruirso Ximanaa Mpar Komnasi,
Tuais sinnorigae BuMoram MK fo PIT Noe UA/2451/01/01 3a HaBeAeHHMH BHIUE NOKASHHAKAMH,

* [anui BUCHOBOK 110,10 AKOCTI Moxe GyTH BiATBOPeHMiT TiNbku MoBHICTIO. By b — sika nyGnikauis abo uactkose
BIATBOPEHHSA BMICTY MOMKJIHBI TLIbku 32 iebMoBoi 3ronu T30B «Texnonaby. BHCHOROK W00 skocTi 6e3 ninnucis i

¢ 02 - 03/01 Cropitka 1 CtopiHok 2
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nevaTky He AifcHHMA.

HavajnpHuk naboparopil BunpodyBaabHol

{
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THE HIMALAYA DRUG COMPANY
MAKALIL BANGALORE 562 162, INDIA
CEPTHU®IKAT AKOCTI

1. Hazgra npenapary; Llucrou® rabaerku Ne 100
2. Kpaiua Bupobuux: lunis
3. Homep peecrpauifinoro ceizoursa: UA/2451/01/01
4. Cuna nii/akTuBHicTb/: 1 TabneTka MiCTHTB: EXCTPAKTH: JIMCTH ALAOMOKAPIYCY CTeBI0BOrD - 65 Mr; KOpeHiB
JIOMUKAMEHA A3MYKOBOTO - 49 Mr; KOpeHiB MapeHy cepuenucTol - 16 Mr; KOpeHeBMIL CMUKABLA MTiBYACTOrO - 16 Mr;
HACIHHS COJIOMOLBITY IOPCTKYBATOro-16 Mr; HAN3EMHOT YaCTHHU OHOCMH MPHUKBTIKOBOT - 16 Mr; BepHOHIT nonenscrol
- |6 Mr; MOPOLIKK: BANTHA KPEMHIEBOTO -16 MT; CMOJTM MiHEPaTbHOT OYHILEHOT-13 Mr, 0BpOBIEH] MapOM eKCTPAKTH:
TPABU BACHIBKIB CTIPARXKHIX, MNOAIR AKIpUIB ClaHKMX, HACIHHA MIMO3M COPOM'A3MUBOT, HACIKHS donixocy
ABOXKBITKOBOTQ, MiBOHIT 3aMaliHOT, XBOLLY MOJLOBOTO, HACIHHA IEPERA TUKOBOTO;
Honomizkui peuoBUHK: LENON03a MIKPOKPHCTANIUHA, HATPIIO KApGOKCHMETHIIENION03a, MATHIK0 CTEapaT, KPOCnoBiaoH,
KpPeMHilo IioKcH KonoiaHuii Ge3BoanHiA.
5. NMikapcbka dopma: TabneTku
6. Poamip i tun ynakosku: 100 tabnetox 8 HDPE dnaxoni
7. Homep cepii: 112002154 Po3mip napTii: 19000 ynakosok
8. Hara surotosneunus: 10/2020
9. Tepmin npugatHocti: 09/2023

10. Hasea, Micue posraluysanHs Ta HOMepH JliLieH3i# BCiX AINAHOK BUPOGHULITBA Ta KOHTPOMO AkocTi Ximanas dpar
Komnani, Maxani, Banranop - 562 162. Inais; AUS-83 nponosskena ceprudikatom (Gopma 26-11) aje g0 22.05.2021.
11. Ceprudikaru rinnosinxocti GMP 15 Beix AinaHok BUpoOHUUTBA Ta KonTpoo akocti: 031/2019 / GMP

12. Pe3yabTaTi NpOBEAEHHS aHaNi3y

Teer Bumornu cneundiixanii PesayabTat

12.1 Onuc Kpyrni, neoonykni tabnerku csitno- | Bianosigae
KOPHUYHEBOTO KOJILOPY 3i CBITNHMM i
TEMHHMMH BKPAIUIEHHAMM.

12.2 lgenTudirauis Bianoeignicts nusm Ha Binnosigae
a) TCX XpoMaTorpamax BUIpoOyBaHoro i
6) ®aaBoxkcuau CTAaHAAPTHOTO PO3YHHIB Bianosigae
HasiBHiCT MM BiA CBITJIO-KOBTOrQ
[I0 KOPHUYHEBOTC KOJTLOPY Bianorinae
TTo3uTHBHHI TECT Ha KaNbLIH
12.3 Cepeaust Maca 300,0 mr+ 5% 298,0 mr
12.4 OanopianicTs macu He Ginbwe 2-x Tabnetok MOXyTh Binnosinac

MaTH BIAXWIEHHA Bij cepeaHbol
macH Oinell, Hix Ha = 5%, xonHa
TabsieTKa HEe NOBMHHA MaTH
BiIXMNeHHS Bif cepefaHbol MacH
Ginbi, Hix Ha £ 10%

12.5 PosnagnicTh He 6inbie 60 xBuauu 3.36 xBUAUH

12.6 3Tnpanusa He 6inbe 1,0% 0,05%

12.7 BmicT BamKHX MeTaniB:

Kaamiii

PTyTh He Ginviue 10 mpomine 0.067 npomine

JliTiit He binkiwe 10 npomine 0.010 npomine

CBHHeun He Ginbie 10 npomine 4.728 npomine

Mu'sii He Ginewe 10 npomine 1.123 npomine
He Ginsie 5 npomine 0.517 npomine

12.8 KisnbkicHe BH3HAYeHHS He menwe 0.00005r/Tabn 0.00021 r/Tab

Cropinka | 3 2
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THE HIMALAYA DRUG COMPANY
MAKALIL BANGALORE 562 162, INDIA

BmicT Taninis He menie 0,002 r/Tabn 0,007 r/Tab
Kanbniit He menwe 0,009 r/rabn 0,010 r/Tab
12,9 Mikpo®diosoridyna 4ncrora B npenapari acnyckaeTscs: Bianosinae

3arajibHe YKC0 aepobHux
mixpoopraniamis - e Ginbwe 10°
KYO /r, 3aransHe udcno
IpXIKOBUX | UBINEBUX rpubis —
(TYMC) - ne Binbie 102 KYO /,
TOJIEPAHTHUX JO KOBY]
rpaMHeraTHBHUX DakTepiii - He
oinewe 102 KYO /r

He nonyckaerees Eshericiacolis 1 r
npenapary

He nonyckaetsea Salmonelia s 25 r
npenapary

13. Komeurapi (3a HaseHocTi): [Ipoaykr signosizae cneumdikanii

Homep 3giTy: 1000FEP20001394
Cneumdirauis: UKRAINE ND-UA/2451/01/01
Hata otpumanns: 16.10.2020

Hata Bunpobysanua: 25.11.2020

Menemep 3 axkocti / nianuc / Inaspamxa M. c.

14. 3asBa npo ceprudirauiio: cnparxHiM niaTBEpIKYO, WO HaBeneHa BULE indopMaLLis € focToBipHO | TouHOW. Lix
napTia NPOAYKTY BUTOTOB/EHA, BKIFOUAOUH YIAKOBKY / MAPKYBaHHs | KOHTPO/b AKOCTI, HA 3a3HAYEHIH BULLE Ainauui 3
noBHOO BianosinkicTio cranaaptam WHO GMP (HanexxHol BupoGHH40] npakTriw) | cneuntikauii 3 MapkeTHHroBoro
A03BONY KpaiHK-iMnopTepa. MaTepianu 3 BUpoGHULTBA MaPTii, yIaKOBKH Ta aHanily 6yJaM po3riaHyTi 40 BU3HAHI
sinnosigarots GMP.

15, [pizBuuie Ta nocana ocody, Aka BHOANA 1038 Ha BuIyck cepii: [ipiaxap BanacySpaMaHuam, reHepansHHMii
MeHeKEp 3 AKOCTI

16. Ilianuc ocobu ,saka BUAANa MO3BIM Ha BUNYCK cepii / nianuc/
17. Harta nianucanns: 26.11.2020

/ Kpyrna neuarka: nepesipia sxocti * The Himalaya drug Company/

Cropinka 23 2




THE BIMALAYA DRUG COMPANY
WMAKALL BANGALORE 362 162, TilHA
CEPTHOHEAT KAYECTBA
B QUALITY CERTIFICATE .
| Haseaune npenapara: Lincton®, tabaetan MeiCO/ Name of the produst: Cystens”, Tablets Me100
2. Crpewa npawseavminz: Ukans/ Countiy of origin: India
3. Houep PerucTpallos Horo cavaetensetsal Mumber of the mmgistration certificate: UA/2451/0(/0]
4, Cnae ReHCTB A 2KTHBHOCT . | tabneTre COZEDKUT, JLCTRURTS! INSThA ARYIICAHNK2 crefonsroanro ~ 83 mp Kopuet:
XAMECIOMEH RIMKOROA ~ oO M7 Kopred] Mapenk: CepRueiHCTEOR ~ 16 M7 xopHeRm caiTH macwaTol — 16 MT} CEMSH
CONCMGUBSTR JULCOXCEATOrD- 16 MT, HAMIEMBON SaCTH oHOCMSI IPUIISETROLOR - 16 M| SSDOHHM BEREASHON 16 Mr;
FOPOLIKE WIzeCTH KpeMHuesol- 16 Mi; CMOAR CHMINCHYAS MARepIbARS- 13 MT
060350735 5L 2D0M 0
CeMAH J0MHXOGCA NBYXiUZET

:
H

PAXTA: TPAsH Ga3sKHKa ZyLHICTOTO, ADICS AKOGLOS CTERIGIISKCA, COMAE MiMATal CToi ARBO,
OB00G, ABOHAY AGOMATHCH, XBOME NCAEBOTD, COMAR THIXNIGIT aepesa.

Efficiency/ activity: | lable! contains: Extracts: Didymocatpus pediceliatz - 63 mg; Saxifiaga ligulsie - 49 mg
cordifekia - 16 mg; Cyperus scariosus -16 mg; Achyranthes aspera - 18 meg; Onosme bract
16 mg; Powders: Hajrul yahood bhasma - 16 mg; Shilzjest purified - 12 mE.

tocessed in aqueous exiract off Ccimum  basibioum, Tribulus terresiris, Mimosz pudica, Dolichos bifforus, Favonia
odorata, EGuisetum arvense, Teciong grandis seed,
3. Biexapcraesned Qopma: Tadaersn/Dosage form: Tahlets
6. Pasuep v THE yoakosxk: 100 Tebaetok 3 BDPE baaxoHe/Size and packaging type: 100 tabiets in HOPE Container
7. Homep cepuw/ Baich number : 112062154 Peamzp rapraw/Batsh size 1 19000 Packs
3. fiata mroTosnesua/Mid date ¢ 10/2026
$. Cpox roamcetwExpivy date ¢ 09/2023
15, Hasaasste, MecTononOReRyS i HOMSPR ANURIDNA BCEX YHACTROS IDOHIBOACTEA H KONTPUAS KESeCrsn’ Ximamns Lipar
Komann, Maxany, Bagrarep — 582 162, Haniis; AUS - 83 .

Name, Ioeatios and license number of all sections of production & quality coawol : The Himslava Drug Company,
MAKALL BANGALORE ~ 552 162, India; AUS - §3
; 1. Ceprudinmatst coovserereus OMP mis BoRX YM2ETROS NDORIBOACTER ¥ xorTpons xavectsa’ Conformity certificaies
GMP for all production sites and quality control: 03 172019/GMP

12. PesynsTatsl rposegeHHa auanma/ Resuls ot analysis

fis

TG e s
; Raubia

ezturm -158 mg; Vernonia tinerea -

BN T LT A o AN A VA i At P S S ey

1

Tecy Tpebosarus crneundnxamn 1 fayanrar Y
] _ Teats Specifleation Results
12.1 Onuczene/ Deseription KpYTHsie, ABCAACELINY Kibie TaBALTRA CaLTAO-KOPIHEBOTG Cotrrercrayer
UBETR CO CSETABNAH T TEMHGIM I SKDEILICHARMH, Compliss
Round biconvex tablets of light-brown color, with light 2nd dark
spots
12.2
Haentnbaxaunsfldentificatios | Cootsererane nnjes ka XpoMETorpaMMaX  WembityeMore i | CootsereTayer
sy TCX CTARAAQTHCIG  pacTecpos  /Complignce  of  steins  on
TLC caromategrams of siandard and iesied soiutions Comptlies
©) ®AzROHOMAL Haniusie DSTeH OT CBSIIO-HMEATOrD G0 KODHHHEBOr itaeTa Cootaercrayet
Flavonoids Presence of siains from light-yellow 1o brows colous Corplies
B) Kansumit ToaomuTeasustil TooT bz Kansmol Coorsercreyer
Caleium Positive test for calcium Complies
123 Cpennny maccal Averase ':5"}0,0 Mr= .?% 298 Mr £ me
weighi - 300.0mg 3% 2
12.4 OanopoaHocTs MaLtsi © te Bosee 2-x TaGNETOK MOTYT MMETH DTEROHERHA OT CpeaHell
Uniformity of everage weight: | Maccs fones, SeM ¥ = 5%, 1 4 0Aye TaBHeTKA Ke AOMIAS
HMETY OTK/IOREHHE 07 cpeatelt Macce! Gores, oM na = 10%% CooTseretsyst
Mot more than 2 tablets can have Geviations in average weight Complies
more than by + 5%, 20d none shouig havs deviation fom average
weight more than by = 10%
12.5 Pacmagaesocts / He donee 60 surryr/ NMT 80 minutes 3.36 Mus ¢
Disintegratics i mingtes
12.6 Mcrupaemoers/Friability | He Bones {,0% 0.05%
NMT 1,0%
12.7 Coaspwanne TRHKEALIE
METANT08:
Content of heavy metals:
Kaamaii/ cedmium ite bones 10ponNMT 10ppm 0.067 ppm
Pryts! mercury ne Banee {OppryNMT 10pom 0.010 ppm
MTer¥ lithivm we Gonee [Oopm/NMT 10ppm 4,728 pom
Cantien/ iead ae Boree 10ppm/MNMT 10ppm 1123 pom
Muitieax! arsenic tie Gonez 5 ppmNMT 5 ppin 0.517 ppm
12.8 KonuuecTpenuoe
onpeaeneniie/Quantitative
determination: :
Cozepiaune dansoHonacs / He menes 0,00003 c/rafa 7 NLT 9,00003 gha 0.0002§ pitub

—

b /
W f45S bip se i abdo Wt
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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 362 162, [NDIA

{(oatent of flavonoids

1
Cosepxaxue Tammzos / Content | He menes 0,002i/vada 7 NLT 0,002 gltak 2,007 gfab ’{
of tanning
Keasini/Calcium Ho sesee 0,0095/waba / NLT 0,009 g/tab GG ehtab
12.9 Mukpodioaorydeckas B onpenupete  jonckaercs:  obuwmez  aweno aspedusN | Cootmevcruyet
unereTa/ Microbiological mwxcroopramomos (TAMC) - we Sanee 167 OEAT obuies upcag | Complies
pority EpONGKeBSIX W fisckesbl ipwbos (TYMC) - =z Goaes 107

KO/ TOACPRHTHLIN ¥ QAYH TRAMOTDHEATENSHRIX BakTepHit -
He Gosee 107 KOEM;

He aonycxaetes Lsherichia coll 5 1 r aperapera.

He acmyoxeetes Salmonells 3 253 r npenapera.

1t is permineé in the drog:

1 Total Acrobic Misrobial count (TAMC) — not more than 10
CFulg;

Total Yeast and Moulds Count (TYMC) - not mors than 107
cfi/g;

Toleran: io bile gram-negative bacteria ~ not more than 107
cavg;

Escherickio colin | g of the drug is not permitied.
Salmonella in 25 g of the diug is not pernitted.

13. KowmMestapen (npy sennund)’ Comments (if available) : TIpOAYXT COOTRETCTRY T COELHDHKALINK
The product conforms to the specification

Hostep ora&ra/Repors number - : 1000FEP20001394
Crenndrxaims/Speciiication : UKRAINE ND-UA/2451701/01
JHava nomyuesns/Date of sampie received : 16/10:/2020
Ilzva vensitama/Date of sample afslysed 12571 ir?():‘-}q\

Menemxep no xavectey/Manager Quality Control : lri.ﬂﬂﬁpag,ﬁi{{éi Hayarsje M.S

14, Saxzitesue o ceprrdinaiiin: HacTorildM NOATESPHARIO, HI0 FPHASHEHHER Ablile ANGOPMALMA K3ASSTCA
£OCTOREPHOT K TOUHON. T NIAPTHA NROEYKTIR GPOU3ESALHA, BIUTIONAR YTIAKOBKY { MEDKRUPOBKY H KOHIPOME KEHECTRR,
44 YXA5aKHOM BEIHE YIACTRE C A0AKM COOTBETOTRHEM cTanpaptam WHO GVIP (uaanexauiel NpoHiBoacTaeHHOH
TNIPAKTHKH) ¥ CHSHUQHKARFH N0 MAPKETHETOBOMY DA3PEWIEHHN CTPAHEI-HMIOpTepa. MaTepuait 110 POHIRCACTAY
TAPTHM, YIEKORRK ¥ ananuse GoUlH PacCMUTPEHS! H Nphsuass oTeevawcue GMP.

Statement of Certification : I hereby certify that the ahove information is authentic and accurate. This bateh of product
has been manufactured, including packaging /labeling and quality control at the above mentioned site in full
compliance with WHO GMP requirements and with the specification in the marketing authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found te be in compliance with
Gblﬁ)‘

15. Daminus 5 A0TRHOCTS 0co6h, KOTOPAA BbLAANA PA3peDEie HA BRINyCk cepuu/ Name and designation of the

person who gives the resolution for batch refease : T wpuaxap basacyGpasamuas / Giridhar
Balasubramanyam

[enepanshbtil serefprep ro xasectsy / General
Quality Manager — QA

2/
?/ i

16. Tlognscs AHUA KOTCPOE B5UARG0 PAIDEMUISHNEE HA BolilyCK Cepr/
Sign of the person who gives the resotution for batch refease

17. Jiare nogmicanns/ Date of signing
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ToBapHcTBO 3 00MeEKEHOIO

Aab ' pinnosizaasnicTio "TEXHOJAB"

ﬁXj‘[ O " JIaGopartopist BUNpoGyBaaLHa

m. JIeBiB, ByJ1. Januna Anocrona, 2, Ten./ake:

(032) 292-25-79, email: texnolab@gmail.com

Ha3ssa npenapaty:

BucHoBok moao gxocri Ne 0143 Big 01.02.2021

KapTOHHii kopobi

- HUCTOH®, tataerkn no 100 Tabretox y miacTukoBoMy (naxosi; no 1 gnaxouy B

PeecTpaniiinnii nomep: . 0086

BupoGHnuTRO: o Ximanas Opar Kommaui, [nais

Homep cepil: 112002154

Bunyveno: CII "Omnrima-®apwm, JITH", M. Kuie, Byn.Kiksinse, 18-A, Anteunnii cknag Nel

Ouaepaxano Bin:
CynpoBixHuii 10KYMEHT:

LlenTpanbuuit, M.Kuis , Byn.Bopucnineceka , 9-0K

- 13.01.2021p.

Jata oaepkanus: . ©18.01.2021

Bua koutponto:

Hepxarra cnyx6a YipaiHu 3 nikapchkix 3aco0iB Ta KOHTPONIO 338 HAPKOTHKAMH
Jluct Ne 470-002.0.1/002.0/2-21 i 13.01.2021 p.; Akt Bigbopy 3paskis Big

3a posnopsmkendam Jlepaknikenyutu (3rigao Hakazy MO3 Ykpainu Big 29.09.14 Ne

677 3 060B’13KOBHM NPOBEACHHSIM aHANI3Y 32 MOKasHUKamH "[eHTHdikamia”,

"KinskicHe BH3HAYeHHS")

H, sianosigno a0 saxoi MK oo PIT Ne UA/2451/01/01
NPOBOAUBES AHAJIIZ:
MokazHukM I = Bumorn H[ PesyneTatn

Onuc ' Kpyrni, aBosxoBunykni TabneTKn CBITIIO-KOPUYHEBOro KOMLOPY, 3i Bignosinae

CBITNUMHU | TEMHUMW BEKpanneHHAMMA.
laeHTudikaLin 1. BignosigHicTe nnam Ha xpomarorpamax BunpoBoByBaHoro i Bignosinae

CTaH/apTHOFD PO34YMHIB.

2. ®naBoHoIAU: HaaBHICTL NNAM Bif, CBITNO-XOBTOrO A0 KopuyHeroro Bignosigae

KOmMbopY.

3. Kanbuiit: Flo3uTUBHWIA TECT Ha KanbLin. Bignoeigae
Cepepna maca Tabnetox  300,0 Mr£5 % Bianosigae

. 309,0 mr
OpHopigHicTs Macu He Binblue 2-x TabneTok MOXYTb MaTU BiIXUIEHHS Bif CépeﬂHbOT Binnosiaae
TabneTok macu Binblue, Hix Ha 5 %, xoaHa TabreTka He NoBUHHA BigxvnaTMCA -4%/+5%

‘Bif cepenHboi Macy Binblwe, Hix Ha 10 %.
PoanagaHxHA . He BinbLue 60 x8. Bignoeiaae

- 20 xB
Kinkkiche Bu3Ha4yeHHA 1. BmicT chnaeonoigis: He menwe 0,00005 r/tabn. Binnosigae

0,00042 r/tabn
2. BMicT TaHiniB: He menwe 0,002 r/Tabn. Bignoeigae
: : 0,012 rfratbn
3. Kanbuiin: He mexwe 0,009 ritabn. Binnoeigae
. 0,014 r/rabn

MapkyBaHH#A 3riaso sumor MKSH Bignoeigae
YnakoBka 3rigHo Bumor MKHA Bianoeiaae
BHCHOBKH: Ilepesipenuii 3pasok npenapary HIUCTOH®, tabnerkn no 100 TabneTok y miacTHkOBOMY {aKoHi;

no | ¢nakoHy B xapToHHIH kopoGui, Ne cepil 112002154, supobnvureo Ximanaa Jpar Kommnani,
Iunia Bignosinae suvoram MICT no PTI Ne UA/2451/01/01 3a naseieHHMK BULLE NOKA3HHKAMIL.

* ITanwit BHCHOBOK 010 AKOCTI Moe GyTH BinTBOpeRuii TINbKM NOBHICTIO. Byap — sAKa myOiikawis abo YyacTkoBe
BiATBOPEHHA BMICTY MOMJIMBI TilbKH 32 nuckMOBOT sronl T30B «TexHonaGy. BUCKOBOK 1000 AxocTi Ge3 mianucis i

© 02 - 03/01 CropiHka 1 CTopiHok 2
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NeYaTku He NiCHHA.

HauyansHuk JadopaTopii BUOpodyBaaLHOT

I' :réﬂnpei'mnﬂ 1.O.

-

® 02— 03/01 Cpri'HKa 2.CTopiHOoK 2 W Tt B e wegn 8 B.—V-B—0143—2021



5
D=

JIEPYKJIIKCIIYKBA
JIEP)KABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

Byll. bepesnskisebka, 29, Kui, 02098, ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Mpo sIKiCTH BBE3eHOro B YKpaiHy JikapcbKoro 3acoby

03.02.2021 Ne 4327/21/26

INUCTOH®
(HaHMEHYBAHHA 1IKAPCHLKOrO 3ac00Y 3riIHO 3 PecCTpalliiiHUM NOCBiIUEHHAM )
TabaeTky, 1o 100 T26/1€T0K y IIacTHKOBOMY (h1aKkoHi; o 1 ¢uiakoHy B KapTonHiii Kopooui
((hopma BHIYCKY, /I03YBAHHA. BI NIAKYBaHHS J1iKapChkOro 3acoby)

Homep peecrpattiiinoro nocsiguenns UA/2451/01/01 crpok aii peectpauiiioro nocsinyenns HEOOMEKEHHI
Cepis nikapcbkoro 3acody Ne 112002154 KinkkicTb BBe3eHoro jikapebkoro 3acody 100

BHpoGHHK Ximauas JIpar Komnani, [uais

(HAHMCHYBAHHA BUPOOHMKA JTIKAPCLKOro 3ac00y, KpaiHa NOXO/KeHHA)

BieseHo B Vkpaiuy CrniibHe yKpaiHcbK0-eCTOHChKe HiANPHEMCTBO Y dopmi ToBapucTBa

3 o0mezkeHoI0 BinosigaabHicTio ""Onrima-Papm, JITH", inenrt. koa:

21642228

(naliMeHyBanns Ta koA sa €J/IPIOY opuanuHoi ocodn abo npizeuie, imM's, 1o 6aTekoBi GiznuHOT

0COO0H = NNPHEMLL, TT MICLIE TPOKUBAHHA Ta PEECTPaLiiHHiT HOMep 00/iKOBOI KAPTKH M1aTHHKA
NOJATKIB 200 cepis Ta HOMEp Macnopra)

Mpotokoa BisyansHoro kontpomo Bia 11.01.2021 Ne 4412/4.
JlaBopaTtopHuii aHaji3 AKOCTI NiKapCLKOro 3acoly 31iHCHEeHHii:

TOB "Texnonad" (m.JIbBiB, By Jlanuiaa Anocrona, 2)

(HaliMeHYBAHHA Ta MICHE3HAXOKCHHA 1ab0paTopii, 110 Nposesia 1aboparopHHi aHAI3 SKOCTI)

BHCHOBOK 111010 AKOCTI JlikapchKoro 3acody, B1aannii nadoparopieio sig 01.02.2021 No 0143

PesynbTati JaGopaTOPHOro aHaslizy sKOCTI JiKapehbKkoro 3aco0y 3a NepeBipeHHMH NOKa3HUKaMu BIANOBIIAI0OTH
BHMOFaM MEeTO/1iB KOHTPOJIIO AKOCTI (aHaNiTHYHO-HOPMATHBHOT A0KyMEHTALLiT).

3a pesyisTataMH J€pAKaBHOrO KOHTPOJIO BCTAHOBJIEHO, O JIIKApcbkHii 3aci® BeeseHo B YkKpainy 3

JOTPHMAHHAM BHMOT 3aKOHOJABCTBA LLOJ0 3a0€3NEUEHHS AKOCTI IIKapChKHX 3ac00iB.

f'.’./_,_
( % Mukona XOJIOJJEHKO

i up 1|_\'\J§\Taﬂ?lﬁkuﬁﬁaitlo} (miznue) (iniuiany Ta npizsMiie)

2 vl - .-'.f.:IE’
z \ M,'r&;kj ; }a ,}

HavainbHUK

(mocanoBa og
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Cepepna maca Tabnetox  300,0 Mr£5 % Bianosigae

. 309,0 mr
OpHopigHicTs Macu He Binblue 2-x TabneTok MOXYTb MaTU BiIXUIEHHS Bif CépeﬂHbOT Binnosiaae
TabneTok macu Binblue, Hix Ha 5 %, xoaHa TabreTka He NoBUHHA BigxvnaTMCA -4%/+5%

‘Bif cepenHboi Macy Binblwe, Hix Ha 10 %.
PoanagaHxHA . He BinbLue 60 x8. Bignoeiaae

- 20 xB
Kinkkiche Bu3Ha4yeHHA 1. BmicT chnaeonoigis: He menwe 0,00005 r/tabn. Binnosigae

0,00042 r/tabn
2. BMicT TaHiniB: He menwe 0,002 r/Tabn. Bignoeigae
: : 0,012 rfratbn
3. Kanbuiin: He mexwe 0,009 ritabn. Binnoeigae
. 0,014 r/rabn

MapkyBaHH#A 3riaso sumor MKSH Bignoeigae
YnakoBka 3rigHo Bumor MKHA Bianoeiaae
BHCHOBKH: Ilepesipenuii 3pasok npenapary HIUCTOH®, tabnerkn no 100 TabneTok y miacTHkOBOMY {aKoHi;

no | ¢nakoHy B xapToHHIH kopoGui, Ne cepil 112002154, supobnvureo Ximanaa Jpar Kommnani,
Iunia Bignosinae suvoram MICT no PTI Ne UA/2451/01/01 3a naseieHHMK BULLE NOKA3HHKAMIL.

* ITanwit BHCHOBOK 010 AKOCTI Moe GyTH BinTBOpeRuii TINbKM NOBHICTIO. Byap — sAKa myOiikawis abo YyacTkoBe
BiATBOPEHHA BMICTY MOMJIMBI TilbKH 32 nuckMOBOT sronl T30B «TexHonaGy. BUCKOBOK 1000 AxocTi Ge3 mianucis i

© 02 - 03/01 CropiHka 1 CTopiHok 2
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JIEPYKJIIKCIIYKBA
JIEP)KABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

Byll. bepesnskisebka, 29, Kui, 02098, ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Mpo sIKiCTH BBE3eHOro B YKpaiHy JikapcbKoro 3acoby

03.02.2021 Ne 4327/21/26

INUCTOH®
(HaHMEHYBAHHA 1IKAPCHLKOrO 3ac00Y 3riIHO 3 PecCTpalliiiHUM NOCBiIUEHHAM )
TabaeTky, 1o 100 T26/1€T0K y IIacTHKOBOMY (h1aKkoHi; o 1 ¢uiakoHy B KapTonHiii Kopooui
((hopma BHIYCKY, /I03YBAHHA. BI NIAKYBaHHS J1iKapChkOro 3acoby)

Homep peecrpattiiinoro nocsiguenns UA/2451/01/01 crpok aii peectpauiiioro nocsinyenns HEOOMEKEHHI
Cepis nikapcbkoro 3acody Ne 112002154 KinkkicTb BBe3eHoro jikapebkoro 3acody 100

BHpoGHHK Ximauas JIpar Komnani, [uais

(HAHMCHYBAHHA BUPOOHMKA JTIKAPCLKOro 3ac00y, KpaiHa NOXO/KeHHA)

BieseHo B Vkpaiuy CrniibHe yKpaiHcbK0-eCTOHChKe HiANPHEMCTBO Y dopmi ToBapucTBa

3 o0mezkeHoI0 BinosigaabHicTio ""Onrima-Papm, JITH", inenrt. koa:

21642228

(naliMeHyBanns Ta koA sa €J/IPIOY opuanuHoi ocodn abo npizeuie, imM's, 1o 6aTekoBi GiznuHOT

0COO0H = NNPHEMLL, TT MICLIE TPOKUBAHHA Ta PEECTPaLiiHHiT HOMep 00/iKOBOI KAPTKH M1aTHHKA
NOJATKIB 200 cepis Ta HOMEp Macnopra)

Mpotokoa BisyansHoro kontpomo Bia 11.01.2021 Ne 4412/4.
JlaBopaTtopHuii aHaji3 AKOCTI NiKapCLKOro 3acoly 31iHCHEeHHii:

TOB "Texnonad" (m.JIbBiB, By Jlanuiaa Anocrona, 2)

(HaliMeHYBAHHA Ta MICHE3HAXOKCHHA 1ab0paTopii, 110 Nposesia 1aboparopHHi aHAI3 SKOCTI)

BHCHOBOK 111010 AKOCTI JlikapchKoro 3acody, B1aannii nadoparopieio sig 01.02.2021 No 0143

PesynbTati JaGopaTOPHOro aHaslizy sKOCTI JiKapehbKkoro 3aco0y 3a NepeBipeHHMH NOKa3HUKaMu BIANOBIIAI0OTH
BHMOFaM MEeTO/1iB KOHTPOJIIO AKOCTI (aHaNiTHYHO-HOPMATHBHOT A0KyMEHTALLiT).

3a pesyisTataMH J€pAKaBHOrO KOHTPOJIO BCTAHOBJIEHO, O JIIKApcbkHii 3aci® BeeseHo B YkKpainy 3

JOTPHMAHHAM BHMOT 3aKOHOJABCTBA LLOJ0 3a0€3NEUEHHS AKOCTI IIKapChKHX 3ac00iB.

f'.’./_,_
( % Mukona XOJIOJJEHKO

i up 1|_\'\J§\Taﬂ?lﬁkuﬁﬁaitlo} (miznue) (iniuiany Ta npizsMiie)

2 vl - .-'.f.:IE’
z \ M,'r&;kj ; }a ,}

HavainbHUK

(mocanoBa og




THE HIMALAYA DRUG COMPANY
MAKALI BANGALORE 562 162, INDIA

CEPTU®IKAT SAKOCTI

1. Hazpa npenapary: Lluctou® rabnerku Ne 100

2. KpaiHa Bupobuuk: Inzis

3. Homep peectpauifinoro csigoursa: UA/2451/01/01
4. Cuna pii/axtusuicts/: | Tab1eTKa MICTHTB: EXCTPAKTH: TUCTA AIAOMOKAPIYCY CTe6I0BOTO - 65 MT; KOpeHiB
JIOMUKAMEHA A3MYKOBOTO - 49 Mr; KOpeHiR MapeHu cepUenueTol - 16 Mr; KopeHeBMI CMMKABLA MITIBYACTOrO - 16 Mr:

HACIHHS COJIOMOLBITY WIOPCTKYBATOrO-16 Mr; HaAZEMHOI YaCTHHH OHOCMM MPUKBTIKOBOT - 16 Mr; BepHOHIT nonenscroi

30

- 16 Mr; nopouky: BanHa KPEMHIEBOTO -16 Mr; cMONHM MiHepanLHOT ouuLeHol-13 Mr, o6pofneHi mapoM eKcTpakTu:
TPaBM BACHIBKIB CNIPABXKHIX, IIOAIB AKIPUIR CNAHKKX, HACIHHA MIMO3H COpOM'R3NUBOT, HaciKHA doniXocy
MBOXKBITKOBOTO, MiBOHIT 3aMallHOT, XBOLLY MONBOBOrO, HACIHHA AEpPEBa THKOBOrQ;

JonoMiKHI pEYOBHHU: LE0N03a MIKPOKPHCTaNiuHA, HATPIK KAPOOKCHMETHILIENION032, MATHIKO CTEApaT, KPOCTIOBIA0H

KPEMHI0 TiOKCHA KONOTMHMIT Be3B0AH MR,

5. Jlikapceka thopma: TaGnerku

6. Poamip i Tun ynakoeku: 100 tabnerox 8 HDPE dnakoni

7. Homep cepii: 112002252
8. [lata surorosnenns: 10/2020
9. Tepmin npupathocTi: 09/2023

Poamip nmaprii: 19000 ynakosok

10. Ha3ga, micue poaTallyeanHs Ta HOMEpH MiUeH3iH BCix AinsHOK BUPOGHHULITEA Ta KOHTpONto AxkocTi Ximanas dpar
Kommani, Maxani, Banramop - 562 162. Iunis; AUS-83 nponossxena ceprudikatom (Popma 26-10) nie o 22.05.2021.
11. Ceprudikaru sianosignocti GMP ans eix ainanok BUPOSHULTBEA Ta KOHTPOMIO AkocTi: 031/2019 / C-MP

12. Pe3ynbTaTi MpoBeeHHS aHaNi3y

MaTH BIAXHIIEHHS Bia cepeanbol
Macu Gifblu, Hisk Ha = 5%, onHa
TabseTka He MOBMHHA MATH
BiAXMIEHHSA BiJl cepeaHbOoT Macy
6inbLy, Hix Ha + 10%

Tect Bumoru cnenudikanii PezyabTar
12.1 Onuc Kpyrni, aBoonyxni tabnerku ceitno- | Bignoeinae
KOPHHMHEBOrO KOMLOPY 3i CBITIHMU i
TEMHHWMU BKPATNMEHHSIMH.
12.2 Inentudikauin BignosigHicts nasm Ha Binnosigae
a) TCX Xpomarorpamax BHNpoGyBaHoro i
6) ®aaBoxeHIn CTaHJAPTHOTO PO3YHHIB Binnosinae
HasBHiCTh NisiM BiZ CBITIO-KOBTOrO
[0 KOPHYHEBOIO KOMbOPY Binnoeinae
[TO3UTUBHUI TECT Ha KaJbLil
12.3 Cepeans maca 300,0 mr+ 5% 301,0 mr
12.4 OanopinnicTs Mmacu He Ginblue 2-x TabneTok MOXKyTh Binnoeinae

12.5 PosnagHicTs

He 6insiie 60 xBunvH

3.32 xBUnHH

12.6 3rupauns

He 6inswe 1,0%

0,03%

12.7 BMicT BAXKHX MeTAJIB:
Kaamiii

Pryts

Jirii

CBHHeUb

Mum'aic

He 6inswe 10 npomine
He 6inswe 10 npomine
He 6inbwe 10 npomine
He 6iabwe 10 npomine
He 6insure 5 npomine

0.066 npomine
0.014 npomine
4.879 npomine
1.042 npomine
0.580 npomine

12.8 KinbkicHe BU3HAYCHHSA

He menie 0.00005r/Tatn

0.00026 r/Tad

Cropinka 13 2
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THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA

BmicT TaHiuiB He menme 0,002 r/Tabn 0,007 r/Tab
Kannuii He menwe 0,009 r/raén 0,010 /a6
12.9 MikpoGionoriuna uncrora B npenapari gonyckaerses: Binnosinae

3aranbHe HHC/0 aepobHmx
MiKpoopraHismis - He Ginpuwe 10*
KYOQ /r, 3aransHe uncno
JPIKAKOBHX | LBIIEBHX rPpHOIB —
(TYMC) - ne Ginse 102 KYO /r,
TONEPAaHTHHMX [0 XKOBUI
rpaMHeraTuBHuX GakTepii - He
Ginbine 10 KYO /1

He nonyckaetbes Eshericiacolis 1 r
npenapary

He nonyckaetnes Salmonelias 25 r
npenapary

13. Komenrapi (3a HassHocti): [IpoaykT Bignosinac cneumdikanii

Homep zBity: 1000FEP20001416
Crneundikauis: UKRAINE ND-UA/245/01/01
Hara orpumanns: 29.10.2020

Hata sunpobysanns: 25.11.2020

Menemxep 3 axocti / nianuc / Inaspamxa M. c.

14. 3asiBa npo ceprudixauilo: cnpasxHiM NiATBEPAXKYIO, LLO HABeAeHA BULIE indopMaLis € JOCTOBIPHOK | TouHOW. Ll
MapTis IPOAYKTY BUTOTOBJEHA, BKIIFOUAIOUN YIAKOBKY / MAPKYBAHHS | KOHTPONb SKOCTI, HA 3a3HAYEHIH BHIIE AiNAHL 3
MOBHOIO BIAMOBIAHICTIO cranaapTam WHO GMP (HanesxHoi supobunuoi npaktuky) i cneundikauii 3 MapKETHHIOBOTO
A03BONTY Kpaihu-imnopTepa. MaTepiann 3 BupoOHHITBA MAPTii, yrakoBky Ta aHalisy Gy po3rAAHYTI 10 BU3HAHI
BignoeigaTs GMP.

15. TlpizBuwe Ta nocana ocobu, ska BHana 4038in Ha BUMycK cepil: [ipiaxap BanacyGpam, reHepanbLHHUiA MeHemKep 3
AKOCTI

16. [Mignue ocobu ,sxa BUAANA A0IBI Ha BUITYCK cepil / miamuc/
17. Oata nianucanus: 26.11.2020

/ Kpyrna neuatka: nepesipka axocti * The Himalaya drug Company/

Cropiaka 23 2
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THE HIMALAYA DRUG COMPANY
MAKALIL BANGALORE 562 162, INDIA
CEPTHOHMKAT KAYECTBA
QUALITY CERTIFICATE

i. Hassaxxe npepapata: LiucTon®, TabreTkn Me100/ Name of the product: Cystone™, Tablews Me 00

2. Crpasa rpoussoantent: Wagns/ Country of origin: India

3. Homep Perucrpaumnontoro cexperensetsa/ Number of the registration certificate: UA/2451/01/01

4. Cua feRCTeHAfaxtHAnocTs) 1 TROACTHA CORCPIKAT, IKCTPAKTAL ANCTLA ARYTIONHHKE CTCHENBKOBOTD — 65 MT; KOpHeH
KAMHEUOMKH A35IMKOBOH — 49 Mr; koprel MApeELl CEPAUCIHCTHON — 16 MT; XOPHRBHOI ChITH OASHUATON — 16 M) CeMAH
COTOMOLBSTA LUEPOXOBATOND- 16 Mr; HAR3eMHOR HaCTH OHOCMB NMpHuBETROBON - 16 M} B2PORIN nenenbHOl-16 M
NOPOUIKH: H3BECTH KPEMHBEBOM- 10 MT; CMON2 O4MIEHHAE MUNHEpARERaA-] 3 ux.

0GpaboTatisle GAPOM KCTPAKTA: TPABL! BEIHAKKAE YIIACTOTO, 008 AKOPUOR CTEMGIEXCS, CEMAY MHMOIB] CTBULHBO,
CEMAN DOAHKOCR ABYXUBETKOBOIG, NIABOHHY EPOMATHOH, XBOWA NONESGIO, CeMAN THKOBOTO ACpeRa.

Efficiency/ activity: 1 tabiet contains: Extracts: Didymocarpus pediceflata - 65 mg; Saxifrage ligulata - 49 mg ; Rubia

L6 mg; Powders: Hajrul yabood bhasma - 16 mg; Shilajeet purified - 13 mg,
Processed in aqueous extract oft Ocimum basificum, Tribulus terrestris, Mimosa pudica, Dolichos biflorus, Pavonia
odorate, Equiseturn arvense, Tectonz grandis seed.
5. Jiexaperaetinan dopma: Tabrerkw/Dosage form: Tablets
6. Pasmep 1 7un yraxosgn: 100 taGierox 8 HDPE daakone/Size and packaging type: 100 tablets in HDPE Container
7. Homep cepust/ Batch number @ 112002252 Pasmep napras/Batch size @ 19000 Packs
8. fava wargromnenns/Mid date . 1072020
9. Cpox rogzocT/Expiry date 1 09/2023
10. Haisaryie, MECTONONOMENME 3 HOMEPZ ARLUCHIAI SCEX YH2CIXOB NDCHSEOACTSA ¥ KOHTPONA Kavectsy/ Xumanag par
Kompang, Maxany, Bakranop — 562 162, Huaxg; AUS- 33

Name, lovation and license number of all sections of production & quality control : The Himalaya Drug Company,
MAKAL]L BANGALORE ~ 562 162, India; AUS - 83 :
. Cepraduxatst coorpercrans GMP g 8CeX YIUCTROB DPOHIBOACTEA M KORTPONA kadecTaa/ Conformity certificatss
GMP for all production sites and quality contrel: 031/2019/GMP
12, Pesyarrate: nponeaenus aganmaa’/ Results of analysis

cordifolia -16 mg; Cyperus scariosus -16 mg; Achyranthes aspeta -16 mg; Onosma bracteatum -16 mg; Vernonia cinerea -

Teer Tpebosanns coeundukanny Peayasrar \
Tests Specification Results
12.1 Onnreanne/ Description Kpynisie, I30XK08LIOYKALIE TAONETEH CBETAO-KOPWHHACBOTO Cootsetcrayer
HBETR GO CBETIRMH H TEMHLIME BRKDANACHATMA. Complies
Round biconvex tablets of Hight-brown color, with light and dark
spots
| 122
Haeurndnxaunaldentification | CoorsevcTase nATEH Ha XpOMATOrpamMax HeasTyemoro H | Cootsercrmyer
a)TCX cTapsapiroro  pactsopoe  fCompliance  of  stains  on
TLC chromatograms of standard and tested solutions Complies
6) Prasorowast Hanpuue NATEH OT CHETNO-XEATOrD A0 KGOHUHEBOTO UBETR | Cootsercreyer
Flavonoids Presence of stains from light-yellow 10 brown celour { Complies
2) Kaasuni Tloaowrreasusii TECT Ha Kaasti CooTBeTcTBYST
Calcium Positive test for calcium Complies
12.3 Cpegnsg Maccaf Average 300,0 mrx 5% 301 0/ me
weight o1 300,0me = 5% ; : =
- 12.4 OAHODOAKROCTS MACCH : He Bonee 2-X TABAETOK MOIYT HMETS DTKAOHCHAR OT Cpeaedl
Uniformity of average weights | maces! fosgee, yem na = 5%, u un o4na T20eTRa HE KOKHA
: PMETH GTKACKEHRE OT Cpeanelt maces! Soace, yem sa < 0% CocteeTciayst
Not more than 2 tablets can have deviations in average weight Complies

mere than by * 3%, and none should have deviation from average
weight more than by = 10%

12.5 Pacnagaesiocrs, / “He Sanee 60 syt / NMT 60 minutes 332 mun/
1 Disintegration minutes
12.6 Flcrupaemocers/Friabitity | He Sosee 1,0% 0.03%
NMT 1,0%

12.7 Coaepxanne TRHEABIX

METANA0B!

Content of heavy metals:

Kanmuit/ cadmium re Hosee 10ppm/NMT 10ppm 0.066 ppry
PryTs/ mercury ye Bostee [0ppm/NMT 10ppm 0.014 ppm
st/ lithium He Sonee 10ppaNMT 10ppm 4.37% ppm
Cayneryf jead He Gonee 10ppm/NMT | Oppm 1.042 ppm
Muunsas/ arsenic e Gonee 5 ppro/NMT S ppm 0.580 ppm

12.8 KoanivecTnennoe
onpenenexnne/Quantitative
defermination:

3

Cogeprsanne daasoougos / He mexnee 0,00005r/m=bn / NLT 0,00005 g/ab 1)4426 gitab

by on vasis bp 4805

Page 1/2
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THE HIMALAYA DRUG COMPANY
MAKALIL BANGALORE 362 162, INDIA

Content of flavenoids

Conepieanite vanszos / Content He Menee 0,002r/mbn/ NLT 0,002 giab 0.007 g/tak

of tannins

KanuuniiiCalcium He mexee 0,009171a0a / NLT 0.009 g/tab 0.010 gitab
12.9 Mukpotuosornyecka | B nperapate  goncxaetes:  ofmiee  wuono  aspobHeix | Cootmetorayer
wnerota/ Microbiclogical muxTocpranmsmon {TAMC) - =2 Gonee 10° KO/ obumwee uscmo Complies
purity APOAKESBIX ¥ nneckessix rpudee (TYMC) - ue Gonee 10° ]

KOE/r; ToASpaHTHLX K WEMIA rPAMOTPHIRTENSHAX GaxTepef -
e Gomee 107 KO/

He nonyexaetes Esherichia coli B | I* npenapats.

He acnyczaetcs Salmonella g 25 r npenhapara.

It is permittea in the drug:

Total Aerobic Microbial count (TAMC) ~ not mare than 107

CFU/g,
Total Yeast and Moulds Count {TYMC) - not more than |0°
cf/g;
Tolerant to bile gram-negarive becterin — not more than 107
cfu/g;
Escherichia cofi in | g of the drug is not permitied.

L _ Sa(:‘n_qne[!a in 25 g of the drug is not permited.

13, Koseertapin (npu vy Comments (if avaifable) : [IpoAyKT cooTBETETRYET CielR(Kaluy

The product conforms to the specification

Hostep oruéra/Report number : LOOOFEP2000+{416
Coeuugurauns/Specification : UKRAINE ND-UA/2451/G1/01
JHara tonyvesma/Date of sample received $29/1072020
Jata nensiranns/Date of sample analysed L 25112028

Meuremxep no wavecTBy/Manager Quality Control : Mawipam .C/ fllayeraja M3

14. Jaswenenue o ceprrbrxarni: Hacrosunm DOATBEPKARO, HTO TIDHBE/EHHAN BHILS HHPOPMALMS JRIIETCH
AOCTOBEPHOH # TO4HON. D2 apIws (PONYKTa NPOH3BEAEHE, BKNIOYAS YNAX0BKY / MapKHPOEKY K KOHTPONEL KayecTsa,
12 YKasaHHOM BbIUIE YI2CTKE C NOMELIM CooTReTcTBHeM cTaspapTax WHO GMP (Hapaesxawedi npoBaBonCTasHEOR
NPAXTHKA) W CIRBHGURALIH IO MADKETHATCEOMY Pa3pelliSHHS CTPaHbI-HMIOPTEDR. METEpHAIE! B0 IPOH3BORCTRY
NapTHH, YUAKOBKH H aRaH3a 06U paccMOTPEHE! W NpHIHAHE! oTBesaronne GMP.

Statement of Certification : | hereby ceriify that the above information is authentic and accurate. This bateh of product
has been manvfactured, including packaging /lebeling and quality contre! at the above mentioned site in fnll
compliance with WHO GMP requirernents and with the specification in the marketing authorization of the importing

country. The batch processing, packaging and analysis records were reviewed and found to be in comgpliance with
GMP,

15. Damunang u AOLKHOCTH 0CO0LL, KOTOPas BhIATA paspelieHy s Ha BHIMycK cepuy/ Name and designation of the

person who gives the resolution for batch release : Twpunxap. BanacyOpamarusa / Giridhar
Balasubramanyam :
T'enepaneHsii Mesemiep N0 kavecTsy / General
Quality Manrager ~ QA

16. TToanucs AMYA KOTOPGS RELIAND PAPEUICHHE HA RIMYCK Cepruy g /,;” 8‘9{! Q{%ﬂ»
. LE VR prein i

Sign of the person who gives the resolution for batch release
/l }ﬂﬁ’ 0

i?lhﬂaﬂ"ﬂ. noanrcanua’ Date of signing Df’) g )
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ToeapHCTBO 3 00MEKEHOID

_/fl_afj' pignosigaaenaicTio "TEXHOJAR"

E X_‘}{ O Jlabopartopia BnnpofyBaabHa

M. JIsBiB, Byn. Jlanuna Anocrona, 2, Ten./dakc:

(032) 292-25-79, email: texnolab{@gmail.com

Hasga npenaparty:

Bucrosox mono sikocti Ne 0142 gin 01.02.2021

- 'KapToHHi# kopobui

HHCT_OH@, TabieTky no 100 Tadnerox y anacTukoBoMy dnakoni; no | gnaxony 8

PeecTpauiiinuii Homep: 0087

BupoGHHIOTBO: Ximanasa Hpar Komnani, [Haisa

Homep cepii: 112002252 _

Buayyeno: CI1 "Onrima-®apm, JATA", M;Km's, Byn.Kikeinze, 18-A, Anreunuii cknag Nel

Ogaep:xano Bia:
CynpoBiguunii [OKyMeHT:

Lentpanbunit, M.Kuis , sy bopucninecoka , 9-2K

13.01.2021p.

JlaTa ofnepanns: 18.01.2021

Bua kouTpOMIO:

Jlepxanna cmyxba Ykpaiuu 3 nikapchkux 3aco0iB Ta KOHTPOIIIO 38 HAPKOTHKAMH
JIucr Ne 470-002.0.1/002.0/2-21 ®ix 13.01.2021 p.; Akt Bigbopy 3pazkie Bl

3a posnopamwkeHuam depinikemy:k0u (3rinno nakasy MO3 Ykpainu Big 29.09.14 Ne

677 3 0B6OB’A3KOBUM NMPOBEACHHAM aHANIRY 3a IOKa3HHKaMH "[nenTHdikauia”,

"KinskicHe BU3HA4eHHS")

HJl, sianosigno g0 fK0i MK no PIT Ne UA/2451/01/01
NpOBONHBCH aHAMI3:
MokasHUKKM ] - ‘L Bumoru HJ PesyneTtatn
Onuc Kpyrni, ABOAKOBUNYKNi TaBNeTkn CBITNO-KOPUUHEBOO KONLOPY, 3i Bianosinae
CBITIMMY | TEMHUMMN BKPANNEHHSIMU,
laeHTUDIkaLA 1. BignosigHicTs nnsm Ha XpoMaTorpamax BunpoboByBaHoro i Binnoeinae
CTaHAapTHOTO PO3YMHIB.
2. ®naBoHOIAW: HasBHICTL MNsimM Bif CBITNO-XOBTOro A0 KopuyHesoro Bignosigae
KONBOPY.
3. Kanbuiit: NMo3WTUBHWA TECT Ha KanbLiif. Bignoeigae
CepegHa maca tabnetoxk  3000mMrx5% Bianosigae
300,4 mr
OpHopiaxicTs Macu He Binsle 2-x TabneTok MoXyTb MaTV BIAXMIEHHS Bif cepeHbol Bianosigae
TabneTok Macu Binblue, HiK Ha 5 %, oaHa TabneTka He noBuUHHA BigxunsaTucs -2%/+3%
Bif, cepeAHbOT MacK Ginbiue, Hix Ha 10 %.
PoanagaxHs He 6inbue 60 xB. Binnosinae
19 xB
KinbkicHe BU3HaYeHHA 1. BmicT chnaeoHoigis: He meHwe 0,00005 r/Tabn. Binnosinae
0,00062 r/rabn
2. BmicT Taridie: He meHwe 0,002 r/Tabn. Binnoeigae
0,008 ritatn
3. Kanbuiin: He menwe 0,009 r/frabn. Bianosigae
0,014 ritabn
MapkyBaHHsa 3riaHo Bumor MKA Bignosigae
Ynakoeka 3rigHo Bumor MKA Bignoeigae
BUCHOBKH: Ilepeeipenuit 3pasok mpenapaty [IICTOH®, ratuersu no 100 rabneTok y nmuacTukosomy (aKoHi;

no | ¢nakoHy s kapToHHil kopobui, Ne cepii 112002252, supobnnurso Ximanas [par Kommai,
lunmig sigmosigae sumoram MKS a0 PIT Ne UA/2451/01/01 3a HaBeIGHUMU BHIIE NOKA3ZHUKAMU.

*[lannil BUCHOBOK [IO/IO AKOCTI Moe OyTH BIATBOPEHUH TIBKH [OBHICTIO. Byab — sika myOmikauis abo vacTkoBe
BiATBOpPEHHS BMICTY MOXnuBI TiNbkH 23 muesmosol sroan T30B «Texnonab». BucHoBok ulono skocTi 6e3 nianucis i

® 02— 03/01 Cropinka 1 CTOpiHOK2

B-V-B-0142-2021
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NeYaTKu He OiMcHMIA.

Havaneuuk 1adoparopil Bunpodysanbnof B Angpeimun LO.
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JIEPXJIIKCITYXKBA
AEPKABHA CIHYXBA 3 JIIKAPCHBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI
ByJl. bepesnsakiecbka, 29, Kuis, 02098, ten./dake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
Npo SIKICTb BBE3€HOro B Y KpaiHy JIiKapchbKoro 3aco0y

03.02.2021 Ne 3935/21/26

LUCTOH®

(HaHMCHYBAHHA JTIKAPCLKOIO 3ac00Y 3I11HO 3 PEECTPALiHHHM TOCBITMEHHAM)
Ta0.,1eTKH, 10 100 TabjeToK y niiacTHKOBOMY (1aKoHi; no 1 guiakoHy B KApTOHHIN Kopobui

(dpopma BHITyCKy, A03yBaHHS, BH/L TAKYBaHHA TiKaPCEKOrO 3ac00y)
Homep peecrpauiiidoro nocsinuenns UA/2451/01/01 crpok aii peectpauiiivoro nocsinuenns HEOOMEKEHHH
Cepis nikapcskoro 3acooy Ne 112002252 Kinbkicth BBe3eHoro jikapebkoro 3acody 100

Bupo6nuk Ximanas Jlpar Komnani, [aais

(HafMeHyBaHHA BUPOOIHKA JliKapCLKOro 3acoldy, KparHa [I0X0AKeHHs )

BeeseHo B Ykpainy CuijibHe yKpaiHCbKO-eCTOHChKe MANPHEMCTBO Y GopMi ToBapHCTBA
3 oOMeskeHO BinmoBizaabHicTIo 'OnriMa-®apm, JITH", inent. xoa:
21642228

(naiiMenyBanHg Ta ko 3a €JIPIIOY opuiuuunoT ocodu abo npissuile, iM'd, 10 62a1eKoBI (izuHOT
OCOOH - MANPHEMUS, 1T MICLE MPOKUBAHHA Ta peecTpaliiinui HoMep 0011KOBOT KAPTKH MIATHUKA
1101aTKiB 200 cepis Ta HoMep nacnopra)
[Mporokoa Bisyanshoro kontpomo Bia 11.01.2021 Ne 4412/5.

JlabopaTtopHuit aHani3 AKOCTI JIIKapChKOTO 3ac00y 3A1HCHEH Hi:

TOB "Texnonad" (M.JIsBiB, ByJ1. Jlanuia Amocrosa, 2)

(HalMeHyBaHHS Ta MiCLe3Hax0 AeHHs 1a00paTopil, 1o npoBena 1a00paToOpHUit aHAI3 AKOCTI)

BHCHOBOK 111010 AKOCTi Jlikapcbkoro 3aco0y, Buaanuii nadoparopieto sig 01.02.2021 Ne 0142

Pe3y.ibTaTi J1aGOpaTOPHOro aHajli3y AKOCTI JikapehKOro 3aco0y 3a nepeBipeHHMH NokasHuKkamMH BIIMOBIAAI0TH
BHMOTaM METO/IB KOHTPOIIO SKOCTI (aHaNiTHYHO-HOPMATHBHOT A0KYMEHTALLIT).

3a pesyibTaTaMH JEPKABHOIO KOHTPO/IIO BCTAHOBIEHO, U0 JIiKapchKHii 3aci® BBeseHo B YkpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHO/IaBCTBA LIO/IO 3a0€3NEYEHHA AKOCTI JIKAPCHKHX 3ac00iB.

//"

Muxkosia XOJIOJAEHKO

(mignuc) (iHiLtiay Ta npisuiue)

Hauanpuuk

(nmocanosa ocoda o




ToeapHCTBO 3 00MEKEHOID

_/fl_afj' pignosigaaenaicTio "TEXHOJAR"

E X_‘}{ O Jlabopartopia BnnpofyBaabHa

M. JIsBiB, Byn. Jlanuna Anocrona, 2, Ten./dakc:

(032) 292-25-79, email: texnolab{@gmail.com

Hasga npenaparty:

Bucrosox mono sikocti Ne 0142 gin 01.02.2021

- 'KapToHHi# kopobui

HHCT_OH@, TabieTky no 100 Tadnerox y anacTukoBoMy dnakoni; no | gnaxony 8

PeecTpauiiinuii Homep: 0087

BupoGHHIOTBO: Ximanasa Hpar Komnani, [Haisa

Homep cepii: 112002252 _

Buayyeno: CI1 "Onrima-®apm, JATA", M;Km's, Byn.Kikeinze, 18-A, Anreunuii cknag Nel

Ogaep:xano Bia:
CynpoBiguunii [OKyMeHT:

Lentpanbunit, M.Kuis , sy bopucninecoka , 9-2K

13.01.2021p.

JlaTa ofnepanns: 18.01.2021

Bua kouTpOMIO:

Jlepxanna cmyxba Ykpaiuu 3 nikapchkux 3aco0iB Ta KOHTPOIIIO 38 HAPKOTHKAMH
JIucr Ne 470-002.0.1/002.0/2-21 ®ix 13.01.2021 p.; Akt Bigbopy 3pazkie Bl

3a posnopamwkeHuam depinikemy:k0u (3rinno nakasy MO3 Ykpainu Big 29.09.14 Ne

677 3 0B6OB’A3KOBUM NMPOBEACHHAM aHANIRY 3a IOKa3HHKaMH "[nenTHdikauia”,

"KinskicHe BU3HA4eHHS")

HJl, sianosigno g0 fK0i MK no PIT Ne UA/2451/01/01
NpOBONHBCH aHAMI3:
MokasHUKKM ] - ‘L Bumoru HJ PesyneTtatn
Onuc Kpyrni, ABOAKOBUNYKNi TaBNeTkn CBITNO-KOPUUHEBOO KONLOPY, 3i Bianosinae
CBITIMMY | TEMHUMMN BKPANNEHHSIMU,
laeHTUDIkaLA 1. BignosigHicTs nnsm Ha XpoMaTorpamax BunpoboByBaHoro i Binnoeinae
CTaHAapTHOTO PO3YMHIB.
2. ®naBoHOIAW: HasBHICTL MNsimM Bif CBITNO-XOBTOro A0 KopuyHesoro Bignosigae
KONBOPY.
3. Kanbuiit: NMo3WTUBHWA TECT Ha KanbLiif. Bignoeigae
CepegHa maca tabnetoxk  3000mMrx5% Bianosigae
300,4 mr
OpHopiaxicTs Macu He Binsle 2-x TabneTok MoXyTb MaTV BIAXMIEHHS Bif cepeHbol Bianosigae
TabneTok Macu Binblue, HiK Ha 5 %, oaHa TabneTka He noBuUHHA BigxunsaTucs -2%/+3%
Bif, cepeAHbOT MacK Ginbiue, Hix Ha 10 %.
PoanagaxHs He 6inbue 60 xB. Binnosinae
19 xB
KinbkicHe BU3HaYeHHA 1. BmicT chnaeoHoigis: He meHwe 0,00005 r/Tabn. Binnosinae
0,00062 r/rabn
2. BmicT Taridie: He meHwe 0,002 r/Tabn. Binnoeigae
0,008 ritatn
3. Kanbuiin: He menwe 0,009 r/frabn. Bianosigae
0,014 ritabn
MapkyBaHHsa 3riaHo Bumor MKA Bignosigae
Ynakoeka 3rigHo Bumor MKA Bignoeigae
BUCHOBKH: Ilepeeipenuit 3pasok mpenapaty [IICTOH®, ratuersu no 100 rabneTok y nmuacTukosomy (aKoHi;

no | ¢nakoHy s kapToHHil kopobui, Ne cepii 112002252, supobnnurso Ximanas [par Kommai,
lunmig sigmosigae sumoram MKS a0 PIT Ne UA/2451/01/01 3a HaBeIGHUMU BHIIE NOKA3ZHUKAMU.

*[lannil BUCHOBOK [IO/IO AKOCTI Moe OyTH BIATBOPEHUH TIBKH [OBHICTIO. Byab — sika myOmikauis abo vacTkoBe
BiATBOpPEHHS BMICTY MOXnuBI TiNbkH 23 muesmosol sroan T30B «Texnonab». BucHoBok ulono skocTi 6e3 nianucis i

® 02— 03/01 Cropinka 1 CTOpiHOK2

B-V-B-0142-2021
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NeYaTKu He OiMcHMIA.

Havaneuuk 1adoparopil Bunpodysanbnof B Angpeimun LO.
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)

JIEPXJIIKCITYXKBA
AEPKABHA CIHYXBA 3 JIIKAPCHBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI
ByJl. bepesnsakiecbka, 29, Kuis, 02098, ten./dake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
Npo SIKICTb BBE3€HOro B Y KpaiHy JIiKapchbKoro 3aco0y

03.02.2021 Ne 3935/21/26

LUCTOH®

(HaHMCHYBAHHA JTIKAPCLKOIO 3ac00Y 3I11HO 3 PEECTPALiHHHM TOCBITMEHHAM)
Ta0.,1eTKH, 10 100 TabjeToK y niiacTHKOBOMY (1aKoHi; no 1 guiakoHy B KApTOHHIN Kopobui

(dpopma BHITyCKy, A03yBaHHS, BH/L TAKYBaHHA TiKaPCEKOrO 3ac00y)
Homep peecrpauiiidoro nocsinuenns UA/2451/01/01 crpok aii peectpauiiivoro nocsinuenns HEOOMEKEHHH
Cepis nikapcskoro 3acooy Ne 112002252 Kinbkicth BBe3eHoro jikapebkoro 3acody 100

Bupo6nuk Ximanas Jlpar Komnani, [aais

(HafMeHyBaHHA BUPOOIHKA JliKapCLKOro 3acoldy, KparHa [I0X0AKeHHs )

BeeseHo B Ykpainy CuijibHe yKpaiHCbKO-eCTOHChKe MANPHEMCTBO Y GopMi ToBapHCTBA
3 oOMeskeHO BinmoBizaabHicTIo 'OnriMa-®apm, JITH", inent. xoa:
21642228

(naiiMenyBanHg Ta ko 3a €JIPIIOY opuiuuunoT ocodu abo npissuile, iM'd, 10 62a1eKoBI (izuHOT
OCOOH - MANPHEMUS, 1T MICLE MPOKUBAHHA Ta peecTpaliiinui HoMep 0011KOBOT KAPTKH MIATHUKA
1101aTKiB 200 cepis Ta HoMep nacnopra)
[Mporokoa Bisyanshoro kontpomo Bia 11.01.2021 Ne 4412/5.

JlabopaTtopHuit aHani3 AKOCTI JIIKapChKOTO 3ac00y 3A1HCHEH Hi:

TOB "Texnonad" (M.JIsBiB, ByJ1. Jlanuia Amocrosa, 2)

(HalMeHyBaHHS Ta MiCLe3Hax0 AeHHs 1a00paTopil, 1o npoBena 1a00paToOpHUit aHAI3 AKOCTI)

BHCHOBOK 111010 AKOCTi Jlikapcbkoro 3aco0y, Buaanuii nadoparopieto sig 01.02.2021 Ne 0142

Pe3y.ibTaTi J1aGOpaTOPHOro aHajli3y AKOCTI JikapehKOro 3aco0y 3a nepeBipeHHMH NokasHuKkamMH BIIMOBIAAI0TH
BHMOTaM METO/IB KOHTPOIIO SKOCTI (aHaNiTHYHO-HOPMATHBHOT A0KYMEHTALLIT).

3a pesyibTaTaMH JEPKABHOIO KOHTPO/IIO BCTAHOBIEHO, U0 JIiKapchKHii 3aci® BBeseHo B YkpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHO/IaBCTBA LIO/IO 3a0€3NEYEHHA AKOCTI JIKAPCHKHX 3ac00iB.

//"

Muxkosia XOJIOJAEHKO

(mignuc) (iHiLtiay Ta npisuiue)

Hauanpuuk

(nmocanosa ocoda o




.'ﬁ.a&' .
FX50

~

TosapucTBo 3 00MeXKEHOIO
signosipaneuicTio "TEXHOJIAB"
JaGopaTopia eunpodyeaieHa

M. JIbBiB, By, [lanuna Anocrona, 2, Ten./dakc:
(032) 292-25-79, email: texnolab@gmail.com

~ Bucnosox mopo sikocti Ne 0173 pix 05.02.2021

Haspa npenapaTy:

Peeerpauiiiunii nomep:
BupobauuTBo:

Homep cepii:
Bunydeno:

Onepixano Bin:

CynpoBigunii JOKyMeHT:

Aara onepianusi:
Bua xonTponio:

 IIHCTOH®, Tabnerku no 100 tabnetox y mwiactukosomy Gnakoni; no | dnaxoHy B

KapTOHHi# kopobul

0089

Ximanan Jpar Komnani, limuis

112002254

CIT "Onrima-Dapwm, JIT]T", m.Kuis, By Kikeinse, 18-A, Anrreunmuit cknan Nel
Hentpanenuii, M.Kais , syn.bopucninbeska , 9-2K

JeprkaBHa cnyx0a Y«painu 3 AlkapceKHX 3aC06iB Ta KOHTPOUTIO 33 HAPKOTHKAMH

" Jluct Ne 470-002.0.1/002,0/2-21 Big 13.01.2021 p.; AxT BinGopy 3paskis Bix

13.01.2021p.
18.01.2021

3a posnopsmxenaam Jepunikeny:xOu (3rigno Hakazy MO3 Vxpaiun Bixg 29.09.14 Ne
677 3 000B’A3K0BHM MPOBEACHAAM aHAJli3y 3a nokazHukami "InenTudikauin",
"KimbkicHe Buznauenus”) :

H/1, BinnorigHo go sixoi MK no PIT Ne UA/2451/01/01

NPOBOAHBCS AHAJIZ: )

[ MokazHukK e Bumoru HOQ Pe3ynktaTtu

Onuc Kpyrni, iBosikoBunykni TabneTku CBITNO-KOPUHHEBOTO KONbOpY, 3i Bianosinae
CBITNUMW.| TEMHUMIK BKpAnNneHHAaMK.

lnenmdpikauin 1. BianosigHicTb nrisim Ha XpoMaTorpamax BunpoBoByBaHOrO i Bignosigae

CepegaHa maca TabneTok

QnaHepiaHIcTL Macu
Tabnetok

PoanapnaHHs

KinbxicHe BUaHaueHHs

MapkysasHa
Ynakoska

CTaHAAPTHOTC PO3YUHIB.

2. dnaesoHoign: HaseHicTs NnAM Big CBITNO-X0BTOro 40 KopudHesoro Bignosinae
KONbOpy. - : T '

3 _KanBuiﬁ: MO3NTUBHWIA TECT Ha KanbLji. Bignoeinae
300,0 Mr 5 % ' Bignoeigae
= g5 e T 301,5 mr

He Birblue 2-x TabNeTok MOXYTL MaTH BiAXUNCHHS Bif, cepeaHLol Bignosigae

mack Ginbiue, Hix Ha 5§ %, }opaHa TabneTka He NOBUHHA BiOXUNATACH -2%/+2%
Bif cepeaHboi macu Ginsle, Hix Ha 10 %.

He Binbwe 60 xB. Bignosigae
20 xB
1. BuicT chnasoHoigis: He MeHLwe 0,00005 r/rabn. Bignoeigae
' 0,00037 r/frabn
2. BuicT TaniHie: He mexwe 0,002 r/frabn. Bianosigae
S 0,010 r/rabn
3. Kansuiit: He menLe 0,009 r/vabn. Bignosigae
' 0,013 r/rabn
3rigHo Bumor MKH Bignogigae
Bignosigae

3riaHo Bumor MKA

BUCHOBKH: Tlepegipenuii spazox npenapaty IIMCTOH®, tabnerku no 100 tabietok y nnacTukoBomy dnakori;

3

no 1 gnakoHy B KapToHHIH kopofui, Ne cepil 112002254, supodauirrso Ximanas Opar KomnaHi,
Inais sinmosizae BuMoram MEKS go PIT Ne UA/2451/01/01 3a HaBeeHUMH BHLIE [TOKAZHUKAMH.

*Nanuii Bucnosok 11010 aKocTi Moxe GyTH BiXTEOpeHHH TiNbKH NoBHICTIO. By/b — Aka mybaikalia aGo yactkose
BLOTBOPEHHS BMIiCTY MOKITHBI TiNBbKH 3a nucuMorol sroan T3OB «Texuonaty». BHCHOBOK MOAE AKOCTI 63 miamuceis i

® 02 - 03/01 __CTopiHKé 1 Cropixok 2 £

B-V-B-0173-2021




fIeYaTKY He AiHCHHUIL

Hagaasnuk aa6oparopii BupodyBsaabuoi R - Auppeimun LO.
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JIEPKJIIKCITY KBA
NEPXKABHA CJIYXBA 3 JJIKAPCbKHUX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTUKAMM y m. KHEBI
ByJl. Bepesnsikiebka, 29, Kui, 02098, ten./dakce: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua.https://www.dls.gov.ua, Koa €JIPIIOY 37079055

BUCHOBOK
Npo AIKiCTh BBE3€eHOro B Y KpaiHy JIiIKapChbKOro 3acoly

09.02.2021 Ne 6665/21/26

HUCTOH®

(HaiiMeHyBanHs JiKapCLKOT0 33c00y 3riHO 3 PEECTPALLIITHAM MOCBIIYEHHSAM)
tadaerkn, no 100 Tadaerok y naacrukosomy akoni; mo 1 ¢guiakony B KapToHHIH KOpooOui

((popMa BHIYCKY. 103YBaHHA, BHL 1IAKYBAHHA JiKapcbKoro sacoly)
Homep peectpauiiinoro nocsizuenns UA/2451/01/01 crpok aii peectpauiiioro nocsinienss HEOOMEKECHHH
Cepis nikapcbkoro 3acody Ne 112002254 KinbkicTb BBe3e¢HOTO Jikapebkoro 3acody 100

BupoOHuk Ximanas Jpar Komnani, [nnis

(HaiiMenyBaHis BAPOOHHKA JiKAPCLKOro 3aco0y, KpaiHa NOX0IACHHS)

BeeseHo B Ykpainy CniJibHe yKpaiHCbK0-eCTOHChKe MANPHEMCTBO Y $opMi TOBapHCTBA
3 oOMekeHo10 BiqnosiaaabHicTIo "OnriMa-Dapm, JIT/", inent. koa:
21642228

(nafiMeHyBanna Ta kot 3a €JIPITOY opuanatoi ocoGu abo npissuie, iM's, 1o 6aTbKoBi BiznuHO
0COOH - NLANPHEMEL, iT MICUE NPOKHBAHHA TA PEECTPaLiiiiHit HOMEP 0OIKOBOT KADTKH IIaTHHKA
MOAATKIB a0 cepid T4 HOMEP 1ACHOPTa)

MpoTokoa BisyansHoro koutpomo sia 11.01.2021 Ne 4412/7.
JlaboparopHiii aHaii3 AKOCTI NiKapcbKOro 3aco0y 3AIHCHEHHIA:

TOB "Texnona6" (m.JIbBiB, By.. Jlanuaa Anocrosna, 2)

(HaiMEHYBAHHA Ta MICLIE3HAX0/UKCHIS Ta00PATOPIL. L0 POBE/ia JabopaTopHHii ananis 4KocTi)

BHCHOBOK 11010 SKOCTi JTikapebkoro 3acody, sumanuii nadopatopieio six 05.02.2021 Ne 0173
Pe3yJ/ibTaTH JIAOOPATOPHOIO aHANi3Y SKOCTI JIIKapPChKOro 3aco0y 3@ MEPEBIpEHHMH M0Ka3HHKaMH BiANOBIIAI0TH
BUMOTAM METOMIB KOHTPOIIIO AKOCTI (AHANITHYHO-HOPMATHBHOT IOKYMEHTaliT).

3a pesynbratamu J1€pP/KaBHOrO STAHOBJIEHO, 1O JIiKapChbKHii 3acid BBeseHo B VYkpainy 3

A R BIDTA 2NN
S % ok R Cot i e
,EI,OTpllMaHHH M BuMOT 3 NaBCTRA T 3abe3redeHHs AKOCTI JUKAaPChbKHX 3ac00IB.
R ~— ] /

HauasibHHK Muxkona XOJIOJIEHKO

(nijnmc) (ininianu Ta npizeHie)
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THE HIMALAYA DRUG COMPANY
MAKALIL BANGALORE 562 162, INDJA
CEPTHORIAT KAYECTBA
QUALITY CERTIFICATE

peziss

7. Homep <epant/ Batch number
§. Hata marovosnerns/MId date
9. Cpox romtoctt/Expiry date

: 112002254

L. Hz3sanpe npenapata: Lncton™, radmerkn Nel00/ Name of the product; Cysmne_‘i", Tablets Me100
2. Crpaua npowssoanTens: Musng/ Couniry of origin: India
3. Hosep Perncrpanuonsero cauaetensctes’ Number of the registration certificate; UA/2453/01/01
4. Cuna geReTsus/axTnBHOST: | TabneTre COACPHHT, IKCTRAKTH: AHCTEA ABYIIOAHIKE CTESEABKOBOIG — 65 Bif; KOpHEH
KaMHeROMKH ATWIKOBOH — 43 »il; KOpHER MADEHY COPAUSTHCTHON ~ 16 M) XOPHERNIL CWiTy NAex<ATOlN — }6 Mr) cevan
{ cofioMouseta tepoxosaTore-16 Mr; Ean3eM 20l YaCTH OHOCMS! DPHIRETKCEOR - 16 Mry BEPOHIH NenessHowH- 18 Mr;
TOPOWKH: H3BECTH KPeMHHEBOH-16 MM} CMONA OuHLeHNAR MAREpARLHAA- |3 ML,
ofipafioTesiie GEPOM 3KCTPAXTA: TPaBH G23UIRKR IYBIHCTINO, THORCE AKODUOR CTRMIGIHEXCH, CEMAH MUMOIS] CTRILIHBOM,
| C2MAH JONHAOCE ABYXLBSTKOROIO, NAROHH N ADOMATHOH, X2OUIA BUACEOrD, COMAH THIKOBOTO Nepesa.
Efficiency/ activity: | tablet contains: Exiracts: Didymocarpus pediceliata - 65 mg; Saxifraga lizulata - 45 mig ; Rubia
cordifolia -16 mg; Cyperus scariosus -16 ing; Achyvanthes aspera -16 mg; Onosia bracteatur -18 mg; Vemonia ¢inerea -
16 mg; Powders: Hajru! yahood bhasma - 16 mg; Shilajeet purified - 13 ma,
Processed in agueous exmact of Ochmum  basilicum, Tribulus terrastris, Mimosa pudica, Dolichas biflorue, Pavonia
cdorate, Equisctum arvense, Tectona grandis seed.
5. lexaperseninas fopma: Tabnernn/Desage form: Tablets
6. Pasuep u tHn yuaxoasi: 100 tabnerox 8 HDPE drakoue/Size and packaging type: 100 tablets in HDPE Container
Paswen napram/Batch size @ 19000 Packs

1072026
09720623

10. Hassazne, MESTONOROKEEHS W HOMEDA AHUEHIKE BCEX YHACTKOR MPOHIBOACTSA H XOHTPOAA KasecTsy Xamanas fpar
Komnany, Mazans, Baxranop - 562 162, Wemun: AUS - 83

Name, location and license aumber of all sections of production & quality control ; The Himalaya Drug Company,
MAKALL BANGALORE - 562 162, India; AUS - 83
11, Cepruduxartst cooraererans (P Ltk ncex ysacTros npommsogeTa i koHtpona xasectaa/ Conformity certificatss
GMP for all production sites and quality control: 03 1/2019/GMP
12, Pesynurars! npoesaenya ananu3a/ Results of analysis

Teer Tpebosayns creunduranmi Pegyastat \
 Tests Specification Resulis
12.1 Ouneanuel Description Kpyrarie, ABOZKOBITYKANE TaGACTRY CRETAG-KOPHY HEBO D Cooreercrayst
HBETE £O CBETIILIMH K TEMHMLIMH BRPARERHAMH, Complies
Round hiconvex tablets of Hght-brown calor, with light and dark
spots
12.2
HpentudnwauunTdentification | CooTS&TCTaNE nNaTeH ML XPOMATOIPaMMAN HinmTYemore © | CooTsércibyst
a)TCX creHpaprioro  pactsepos  fCompliance  of  stains  on
TLC chromatograms of standard and tested solutions Complizs
0) Dnasorongsl Hasssie GRTEH OT CRBETRO-KEATOIS 40 KODHWHCBOTD 1BETA CooteeteTayer
Flavonoids Presence of stains from light-yelicw to brewn colour Complies
B} Kaits o6t TToAOXHT L MBI TECT HA RATROHH CooTaeteTryeT
Calcium Positive test foc calcinm Complies
12.3 Cpegssir maccal Average 30,0 mr + 3%
iy 300,0mg & 5% SR
12.4 OaroponsoeTs macent He Gonee 2-X Tabnerox MOryT HMETL OTKAOHEHUA OT Cpeatet
Uniforinity of average weight; | maccst Gonee, yew He & 5%, ¥ Hit OfiHa TabACTKA HE ACMKHE
HMETL OTKAONCHHEE 0T cpefie# Maces Bosace, dem ua = 10% Coothererayer
Not more than 2 tablets can have deviations in average weight | Complies
more then by = 5%, and none should have deviation fom average
weight more than by £ 10%
12.5 Paciiagzemocts / He Gonee 60 mumyt/ NMT 60 minutes 515 mnandf
Disintegration . minates
12.§ Wornpassocrs/Friability | He Gosiee 1,0% 0.08 %
NMT 1,0%
12.7 Copepikasye TROKEARIX
METRIIO8Y N,
Content of heavy metals: ;?’fa/ 'jﬂ‘?j&.‘& ;
Kamsil/ cadmium ne Gones 10ppm/MNMT 10ppm 7 [5“@ QUALITY \E) 0.069 ppm
Pryts/ mescury Be Ganee 10ppm/NMT 10ppm Ei | assumanes | 2 i 0.032 pprn
Jhweuir/ lithium ze Bonee 10ppm/ANMT 10ppm % ] 5261 ppm
Casrew/ lead e Bonee 10ppm/NMT 10ppm 1.071 ppm
Mbwss arsenic e Gonee 5 ppm/NMT 5 ppm 0.450 ppm i
12.8 Koanqectaennoe
oupegenenne/Quantitative
determination: :
Coneprxanse daasotonnos / He menee 0,00005r/7a65 / NLT G,00005 gitab /] 0.00027 gitab

br w2838 brp 314 avse

Page 1/2

Page | of 2

9




A R G LA BT Y

ssiipe, et N A

SR e AR A TN

L AR

THE HIMALAYA DRUG COMPANY
__ MAKALL BANGALORE 562 162. INDIA

i Content of flavosoids

Copepwaspe Tanssos / Content | He menee 0,002c/ma6a / NUT 0,002 gitak 0.012 gftab
oftannins

Kansuii/Caicium He meaee 0,009r/7a6a / NLT 0,009 g/tub 0.011 g/tab
12.9 Muxpofinonoruseckasi B npenapate  gomcxaetcA:  ofles umcao  aypobsmix | Coorsertcrayer
unerorsl Microbiological sukroopranmmos (TAMC) - ne Sonec 10" KOE/r; obuee wnero | Complies
purity APONCKORLIX H fijecHesslt puOOR (TYMC) - we Gones 197

KOE/r; ToscpastHhiX X e/l [paMoTREuaTebiibix BaKrepui -
ue Sogee 10° KOF/

He nonycraeroa Esherichia coli 8 1 r npemapata.

He nonycxaercs Salmonella 8 23 r npenapara.

1t is permitted in the drug:

Total Aerobic Microbial count (TAMQC) - not more than 10%

CFU/g;

Total Yeast and Moulds Count (TYMC) — not more than {02
cfufg;

Tolerant to bile gram-negative becteria — not mors than 107
cfuft;

Escherichia coli in 1 g of the drug is not permitied.
Salmonetls in 25 g of the dtug is not permitted.

13. Kowwesrapuy (npw saskusng) Comments (if available) : fIpoaYKT COOTRETCTRYET CeUMBHKALMI
The product conforms to the specification

Homep oraéra/Report number : 1000FEP20001423

Creunduicaus/Specification : UKRADNE ND-UA/2451/01/01

Hata noayuerns/Date of sample received < 03/11/2020

[Hata wensiTazng/Date of sample analysed ; 25/1142020

Meremrep no kazecrsy/Manager Quality Controf : Hnaspamica M.E / llayaraja M.S

14. 3assnsHus o cepradmxaina HacToRwyM NOXTBEPKAAID, 4T0 [IPHBSASHEAS Bhlile Ha(OpMAlNA AaAgeTeR
AOCTOREPHOH ¥ TOYHOHK. 3Ta NapTHs MPOMYKTa TIPOHIBCALHA, BRAIOYAR YTIAKOBKY ! MAPKHDOBKY ¥ KOHTPOAh KRYECTHA,
HA YKA3aHHOM BEILIE YYACTRE © (I0AHBTM COOTRETCTRYEM crarmapTam WHO GMP (nagnesamme npomsonctaeioH
(IPAKTHKY) H CIEUHHKALMH TI0 MEPKETRHIOB0MY PaspelueHna CTpatbl-nMnoprepa. Matepyais nc OpoR3BOACTEY
NAPTHE, YIAKOBKH H aHankIa Guid PAcCMOTPOHEL M NpHaHans! oTpeyaoimue GMP. )
Statement of Certification : 1 hereby cetify that the. above information is authentic and accurate. This batch of product
has been manufactured, including packaging /labeling and quality control at the above mentioned site in fuil
compliance with WHO GMP requiremenis and with the specification in the marketing authorization of the importing

country. The batch processing, packaging and analysis records were reviewed and found io be in compliance with
GMP.

15. Mamirda ® A0KEOCTS 0coBBl, KOTOPAd BrIflana paspetieHue na semyex cepun/ Name gnd designation of the
person who gives the resolution for batch release : Tupuaxap banacyBpavarus / Giridhar
Balasubramanyari
TenepansHsiit Mese;piep 0o xavectsy / General
Quality Manager — QA

16. IMomHes HIA KOTOPOE BHIAAA0 PAIPSUIEHNE HA BEITTYCK cepuss/
Sign of the person wha gives the resolution for baich release

17, Hera voanucanus/ Date of signing

Page 20f2
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THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA
CEPTUQIKAT AKOCTI

1. Hazea npenapary: Lluctou® tadnerku Ne 100
2. Kpaina supobuuk: Iuais
3. Homep peectpauiitvoro ceigoursa: UA/2451/01/01
4. Cuna nii/axTuBHicTs/: | TabneTKA MICTHTL: €KCTPAKTH: JIHCTS JiAOMOKapHycy cTe6noBoro - 65 Mr; KopeHis
JTOMHKAMEHA A3MUKOBOrO - 49 Mr; KOpeHiB MapeHH ceplLenueTol ~ 16 Mr; KOPEHERML CMUKABLSA MAiBYacToro - 16 MT;
HACIHHA COMOMOLBITY LIOPCTKYBATOr0-16 Mr; HaA3EMHOT YACTHHH OHOCMU TIPUKBTIKOBOT - 16 Mr; BEpHOHIT nonenscTol
- 16 mr; nopouiku: BanHa KpeMHIEBOro -16 Mr; cMonu MiHepansHoi ouMLueHoi-13 mr, 06pobaeHi NapoM exCTpaKTH:
TPaBH BACHIIBKIB CIIPABKHIX, MIOAIR AKIPLIB CIAHKHX, HACIHHA MIMO31 COpOM'A3/IMBOT, HACiHHA fomixocy
ABOXKBITKOBOTQ, MiBOHIT 3analiHOT, XBOLLY NOJBOBOTC, HACIHHA NepeBa THKOBOTO,
HonomizHi peuoBHHU: LEMON03a MiKPOKPHCTANIUHA, HATPIIO KAPOOKCHMETHILIENION03a, MATHIIO CTeapar, KPOCIOBIIOH,
KPEMHIt0 JIOKCHI KOoiaHuil 6e3B0AHMIE.
5. Jlikapcbka dopma: TabneTku
6. Poamip i tun ynaxoeku: 100 tabnerok B HDPE dinakoni
7. Homep cepii: 112002254 Po3mip naptii: 19000 ynakosok
8. Mara surorosnenns: 10/2020
9. Tepmin npuparnocTi: 09/2023

10. Ha3pa, micue posTaulyBaHHs Ta HOMepH nillensiii BCiX AiNaHOK BUPOBHULITBA Ta KOHTPONKO sikoeTi Ximanas [par
Komnani, Maxani, banranop - 562 162. Iuain; AUS-83 nponosskena ceprudixatom (Dopma 26-1) nie go 22.05.2021.

11. Ceprudikary innosinnocti GMP ans Beix AingHOK BUPOBHULTBA Ta KOHTPOMO aKkocTi: 031/2019 / GMP
12, PeaynpraTi npoBeeHHs aHamizy

Tect Bumorn cneundikauiil PesyavTar
\

12.1 Onue Kpyrni, nsoonykai Tabnerkm ceitno- | Binnoinae
KOPUYHEBOTO KONLOPY 3i CBITAMMMU i
TEMHHMH BKPAIUIEHHAMH.

12.2 Inentudixauin BinnosiaHicTs nnsm Ha Binnosinae
a) TCX Xpomarorpamax BUMPoOOYBaHOTO i
0) Pnasoxcuau CTAHJAPTHOTO PO3YHHIB Bianosinae
HaspHicTe nasm Big cBiTno-xosToro
IO KOPUYHEBOIrO KOMLOPY Binnosinae
[To3uTHBHMI TECT Ha KanbLiH
12.3 Cepennst maca 300,0 mr+ 5% 301,0 mr
12.4 OauHopianicts macu He 6inbiue 2-x tabnetok MOxKyTb Binnosigae

MATH BiAXMIEHHA Bil CepeaHbol
macH Oinelu, HiXk Ha £ 5%, konHa
TabsIeTKa HE MOBMHHA MATH
BLAXMNEHHS BiJl cEpelHbOT MacH
BinbLy, Hix Ha + 10%

12.5 Poznaanicts He 6inbie 60 XBUIUH 5.15 xBriuH

12.6 3Tupanusn He 6inbuie 1,0% 0,08%

12.7 BMicT BAIKKHX MeTAJIB:

Kaamiii

PryTs He Ginbuwe 10 npomine 0.069 npomine

JliTii He 6inbure 10 npomine 0.032 npomine

Ceunensn He 6inbwe 10 npomine 5.261 npomine

Muw'ak He Ginsuie 10 npomine 1.071 npomine
He dinbwe 5 npomine 0.490 npomine

12.8 KinnKicHe BU3IHAYEHHA He menme 0.00005r/rabn 0.00027 r/rab

Cropinka 1 3 2




THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA

BmicTt Taninis He menwe 0,002 r/raén 0,012 r/tad
Kannuiit He menwe 0,009 r/tabn 0,011 r/rab
12.9 Mikpo6ionoriuna uucrora B npenapari nonyckaerbea: Binnosinae

3aranpHe YMcno aepobHux
MiKkpooprauiamis - e Ginbie 10°
KVYO /r, zaransHe yucno
APIKIKOBHUX 1 IBITEBHX rpubis —
(TYMC) - 1e 6inbwe 10> KYO/r,
TONEPAHTHUX [0 XKOBUI
rpamMHeraTHBHUX GakTepilt - He
Ginmpue 10 KYO /r

He nonyckaerecs Eshericiacolie 1 r
npenapary

He nonyckaerhes Salmonelia B 25 ¢
npenapaty

13. Komenrapi (3a nassHocTi): [IpoaykT sianosinae cnieumdikanii

Homep 3BiTy: 1000FEP20001423
Creundirkauis: UKRAINE ND-UA/2451/01/01
Hara orpumanus: 03.11.2020

Hara sunpobyeanus: 25.11.2020

Menemxep 3 axocti / miamuc / Inaspamxa M. c.

14. 3anBa npo cepTHdikauito: CparxkHiM NATBEPLKYIO, IO HABEAEHA BULLE iHdOpMAaLLs ¢ JOCTOBIpHOW | TouHo. Llg
MapTiA NPOAYKTY BHIOTORNEHR, BKIKOUAIOUH YNIAKOBKY / MAPKYBAKHSA i KOHTPONb SKOCTI, Ha 3a3HaueHifi BUINE NiAHL 3
TMOBHOKO BiANOBiAHICTIO cTannaptaMm WHO GMP (HaneskHol BupoSHUYOT mpakTukm) | crietmdikauii 3 MapKeTHHIOBOTO
A03BOMTy KpaTHK-iMnopTepa. Marepianu 3 BUpoGHULTBA NapTii, yNakoBKy Ta aHanizy 6ynu poarnauyTi 40 BU3HAHI
Bianoginarots GMP,

15. Ilpissuwe Ta nocana ocobu, Axa Buaana 1038in Ha Bumyck cepii: [ipiaxap BanacyGpamarusam, reHepansHmil
MEHEIKED 3 AKOCTI

16. Iinnue ocobu ,aKa BMAana A03BIN HA BUNYCK cepii / mianuc/

17. Hara nignucanus: 26.11.2020

/ Kpyrna neuarka: nepesipka sxocti * The Himalaya drug Company/

Cropinka 23 2
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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 562 162, INDIA

CEPTUOHKAT KAYECTBA
QUALITY CERTIFICATE
i. Hasparive cpemapara: LincTon”, tabaereu NelC0/ Name of the peoduct: Cystone”, Tabiets Me100

2, CTpana NpOH3R0ANTENL: P‘mma/ Country of origin: India
3, I‘o\nep Perncrpauronzore cangereasetsy Number of the regisiration certificate: UA/245 1/01/01
4. Cruia a8HCTaNS/axTHBHOCTS | T2BRETXE COREPANT: IXCTPAKTHL MHCTHI ARYNACAHHXE CTEOONSKOROTO — 65 MP: . xopyef

“KAMHETIOMKH A3n14X0R0H — 49 Mr, KODHER wapens cepatenycTEOR — 16 Mr KOpHes ChITH Maetuartod ~ 16 Mt cemay
CUMOMOLBETR URRDOXDBATOT0=16 M} HAAIEMHOI SACTH CHOCND! NEHUSETROBOH - 16 ME BCPOHUY nieneiuied-16 M1
NOGOWKIL H3RECTH KDEMHHEBOH- 16 M, CMOAT ounwickEas Mutiepantras-13 Mr,

08paboTatHMe (2P0M ICTPAKTA! TPasH DABHANKD NyUHCTOrO, NTOA0S SXORUOB CraRILIEXCA, CEMAR MIMOIS! CTaUHRH,
CeMAH AOROCA 1BYXUBETXOBOTO, T1280KHH APOMATEOH, XBOMA [10CROTO, CEMSH THIKOBOTO Nepesa.
Efficiency/ activity: 1 tabiet contains: Exiracis: Didymocarpus pedicellata - 65 mg; Saxifraga liguiata - 49 mg ; Rabiz
cordifolia -16 mg; Cyperus scariosis ~16 mg; Achyranthes aspera -16 mg; Onosma bractaatum -16 mg, Vemonia cinerea -
: 16 mg; Powders: Hajrul yahood bhasma - 16 mg; Shiiajeet pnnfcd i3 mg
Processed in aqueous exiract of Qcimum baezi,cum Tribufus terresirls, Mimosa pudice, Dolickos bifforus, Pavonia
odorata, Equiseium arvense, Tactona grandis seed.

5. Rexapereennas dopma: Tabnersw/Dosags form: Tablets

8. Paamp ¥ THA ymakoska: 100 tefnerox 5 HDPE gnexonefSize and packaging 1 ype: 160 tablets in HDPE Centainer

7. Houep cepu/ Bateh number 1 112002256 Paosiep naptus/Batch size : 19000 Packs

8. Dava sarovosnenynMEd date - 10/2020

9. Cpox roanocTw/Expiry date © 0972023

10. Hazaanne, MeCTONNNOKEHAE 1 HOMEDE AHUes3sH BCEX YHACTROB UPOUIBOACTEA B KOKTPONZ savected/ Xumanas Hpor
Kowrizss, Maranzs, Banranop - 362 162, Mugas; AUS - 83

Narme, location and license number of all sections of production & quality conirol : The Himaizya Drag Company,

MAKALL BANGALORE ~ 562 162, [adia; AUS - 83

11. Cepruiuxatst cooracrerann GMP a7a seex yuaeTsoe qposIBeacTsa 0 xouTpons kasectaa/ Conformity certificates
GMP for 2l preduction sites and quality control: 031/2019/GMP
12, PesyastaTsl siposedeyns akamay/ Results of analvsic

e AT VR

LA £ A P B 45 SR 48, Y e S

3

Teer Tpebonoauus caennduxanuun Pesyanrar \
Tests $pecification _ Results
H 12.1 Onmcanue/ Description Kpyrrsie, ABORKOBLITY Kitble TaBAETKH CEETAO- COPHTHRAOIO Cootaercrayer
i ST8 CO CBETALIME U TEMHLEME BRDATACHKAMH, Cemplies
ér Round biconvex mbless of lig ight-brown color, with light and dark
i Spots
12.2
Haewtuguramns/ldentification | Cootagrevaue liATeH H2 XPOMATOIPAMMAN HCTBITYeNoro | CoGTSeTcTRyeT
; DTCX CTaRRapiHoro  pacTaopon  /Compliance  of  stains on
i TLC chroméatograms of stendard and tested sohutions i Complies
: €) Pnazcrenast Hamipise US7EH OT CBSTNO-4EATOTO [0 XOPHMHERCIT LBETE CooTreTcTayer
; Flavcnoids Presence of siains from lght-yellow to brown colour Complies
; ) Kaasuuii {lenoxatens il 1207 Ha Ransuni CooTsercTayer
Calcium Positive test for calcium Complies
123 Cpeatan saeca/ Average 300,0 mrk 3% o ,
St 1300,0mg = 5% | 03w ring
12.4 OBHOPOIKOCTS MATCHI ¢ He Boiee 2-x TAGARTOK MOTYT ¥METhH OTIIOHEHYA OT Cpenseh
Uniformity of average weight: | maccs: Gontee, ev x2 = 5%, W #M 0143 Ta6NeTxa BE HOMKREA
HMETH OTRROHEHNE OT CpeteR maces! Domes, yem #a = 0% CooTeeteTsyes
Net meors than 2 tableis can have deviaticos in average weight Complies
morg than by = 5%, ead none should have deviaticn from averags
weight more than by £ 10% _
i 12.5 Pacniagaemocrs / He Bonee 60 mupyr / NMT 80 minutes & 18 ann S
3 Disintegration minuies
12,6 Mcrupaemocts/Friability | He Gonee 1,0% 0.20 %
MMT 1,0%
12.7 Cogepuaiue THKeNbIX
YETAAA0B:
Content of heavy metals:
Kanmyy cadmium ue Gosnee |0opm/NMT 10ppm 0.062 ppin:
PryTel mercury e Gonze 0ppaNMT {0ppm 0.004 ppm
i SlaTsy Tithium ue Gosee 10ppmAEy(T 10pom 5.098 opm
: Cennet/ lead e Gosee 10ppm/MMT {Oppm 1 +.013 ppm
! Mistsar/ arsenic . se Goaes 5 ppm/NMT 5 pom 0.468 pom
? 12.8 KonnvecrneHHoe
‘ i onpegeaense/Quantitative
determination: : .
Coaepramye GrascHonaos / He mewes 0,00003r/7a6n / NLT 0,00003 gitab 1 0.00027 giab

:
i
5

beon v g#0 &g 30000080 %/'
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THE HIMALAYA DRUG COMPANY
MAKALL BANGALORE 562 162, INDIA

¢ Content of flavonoids

i Coaepsauste Tanunot / Conient
of tannins

Kanvunii/Caleium

He meser 0,002pvadn/ NLT 0.062 gitnb

0.012 witih

purity

He meree §,0000/128n { NLT 0,009 gitab 0.009 e/i=b
12.9 Minkpobsoneruuecnas 8 apenapave  aonckeertd:  obulee  sumeno  23poBusix | CooraeteThyeT ¥
yueroty/ Microbiological muxToopransasos (TAMC) - ue Gones 10* KOE!r obmee uucso | Complies

ApOMUKestx ¥ maeckesmx mubos (TYMCE) - de Sosee iy
OB/ TonspaiThbis. ¥ JRSGYN TRAMOTDHUATEAbHRX SEKTEPHH ~
#e Gozee 107 KOE/T;

He sonycxaerca Esherichia coli 5 1 7 sipenapaTa.

He zonycraeres Salmonella a 235 r npenapara.

[tis permitted in the drag:

| Total Aerobic Microbial count {TAM) ~ nat mere thas 10

CFul/g,

Toxal Yeast and Moalds Count (TYMC) — not more than 157
cfvfg;

Tolerant to bile gram-negative bacteria — not more then 16°
civ/g;

Escherichiv colf in 1 g of the drug is not permitted.
Salmonellz ta 25 ¢ of the drag is not permitted.

13. Komueurapun (np+ mansusty Conments (if available)

Howmep oraéra/Report number

CrieuntbuxanueiSpecification

: TipcayKr cooTaeTcTayer cheundiikasy

The product conforms to the specification

: 1000FEP20001418

: UKRARNE ND-UA/2451/01/04

Jiara nonyuensn/Date of sample received : 02/11/2020

[lata veanrranna/Date of sample analysed 125711742020 /‘\

Vememxep no kagecTsy/Manager Quality Control

o

: Hnaspamsa M. ! [l{}a’g‘araja .3

14. 3psnneuse o cepruduikati: HacTOZLMAM GOATBEPAKARIO, UTO UPHUBEAGHHAN RbILC HHGOPMALHA A89eTCH
AocTORepHoll 1 TousOH. 372 1ADTHA NPOAYKTA IPOUIBSALSHE, BRIOTGAR YIIAKOBKY / MAPKHPOBKY H KOHTPONb KAHSCTRAE,
HA YKAIaHHOM BLILLE YUACTRE © [HONHbBM COOTRETITBHEN CTatIapTaM WHO GMP (namaexamed NPOHIBOACTEEHHOK
TIPAKTHIH) ¥ COEUHGHKALKH 710 MAPKETHHIOBOMY PA3peLleHitl CTPAHS-HMOCPTEPa. Marepuatsi GO TPOHIBOACTRY
TIapTHH, YIIZKOBKK H 2HanH3a Obiffi PACCMOTPERb! H IPHIHAHDL OTREYANOULHE GMF.
Statement of Certification : I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging /labeling and quality control at the above mentioned site in full
compiance with WHO GMP requirsments and with the specification in the marketing authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

15, (PavTIH K JODKHOCTS CCOBhY, KOTOPAT BHIAANA PAzpetieHHs Ha BEHTYCK cepusy Name and designation of the

person who gives the resolution for batch release

Balasubramanyam

: Twipuaxap banacyGpasarmss { Giridhar

I'enepansusiii mesewsep ne xauectay / General

Quality Manager — QA

72 N
16. Tloarsics AnilA KOTOPOE BLLIATO PAZPEILLHAE Ha BHINYCK CepHH/ (’3 w /g, . @,

Sign of the person who gives the resolution for baich release - Y A

17. Iata noanwcanns/ Date of signing

Q6 1|2
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THE HIMALAYA DRUG COMPANY
MAKALI, BANGALORE 562 162, INDIA
CEPTH®IKAT SIKOCTI

1. Ha3ga npenapary: Huctou® Tabaersn Ne 100
2. Kpaina eupobuuk: [Hmis
3. Homep peecrtpauiiitoro ceinoursa: UA/2451/01/01
4. Cuna pii/akTuBHicTs/: 1 TabneTka MiCTHTb! GKCTPAKTH: JIMCTA AIOMOKAPITYCY cTeGNOBOro - 65 M, KOpeHiB
NIOMHKaMEeHs A3MUKOBOTO - 49 MI] KOPEHIB MapEHH cepLenucTol - 16 Mr; KOpeHeBHIL CMUKABLIA MNIBYACTOrO - 16 Mr:
HACiHHA CONOMOUBITY LIOPCTKYBATOro-16 MI; Haf3eMHOT YaCTHHU OHOCMM TIPUKBTIKOBOT - 16 Mr BEPHOHIT Nonenscrol
- 16 Mr; mopowky: BanHa KpeMHieRoro -16 Mr; cMOIH MiHepannHol ouMieHoi-13 Mr, o6pobnewi rnapoMm eKCTpaKTH:
TPaBH BACHIBKIB CMIPABXKHIX, NIOAIB AKIPUIB CIAHKUX, HACIHHSA MIMO3M COPOM'A3/MBOT, HACIHHS JOMIX0CY
ABOXKBITKOBOTO, MiBOHI{ 3anarHOT, XEOLLY M10JbOBOrO, HACIHHA IEPEBa THKOBOLO,
HonomizHi pedOBMHH: LIE/IEON03a MIKPOKPHCTANIYHA, HATPIIO KAPGOKCHMETHIILENIONO038, MATHIIO CTeapaT, KPOCIIOBIAOH,
KPEMHI0 AIOKCHA KONOTAHMI Ge3B0nHMil.

5. Nixkapeska dopma: Tabnetxu

6. Poamip i tun ynaxeexn: 100 taGnerox 8 HDPE dinakoni
7. Homep cepii: 112002256

8. llata surorosnenus: 10/2020

9. Tepmin npuaarHocti: 09/2023

Posmip maprii: 19000 ynakosok

10. Hazga, micile posrawuysanss Ta HOMEPH NiLEH3IH BCIX AiNAHOK BUPOBHULITBA TA KOHTPOIO AKOCTi XiManas Hpar
Komnaui, Makani, banranop - 562 162. [unis; AUS-83 nponoexena ceprudikarom (Gopma 26-11) nie no 22.05.2021.,
11. Ceprudixaru Bianosinxocti GMP ans eeix AinsaHok Bupo6uuiTea Ta KOHTpOMO sikocTi: 031/2019 / GMP

12. PesynLTaTh npoBefeHHs aHanisy

MaTH BIAXUNEHHS BiJl cepenHbOl
macH Oinbiu, Hix Ha £ 5%, onHa
TabneTka He NOBHUHHA MATH
BIAXHIEHHA BiI CEpPenHbLOT MacH
Binbi, Hix #a + 10%

Tect Bumoru cneuundiraunii PesynanTar
12.1 Onuc Kpyrni, agoonywxim TaGnetku ceitno- | Bianosinae
KODH4HEBOTO KOJIbOPY 3i CBITIIUMH |
TEMHHUMH BKPANISHHAMH.
12.2 InenTudikauin BianosianicTs nuaM Ha Binnosinae
a) TCX Xpomarorpamax BUnpoSyBaHoro |
6) ®aaBokeHan CTaHAAPTHOTO PO3UMHIB Bianoeinae
HasBHicTb nisM Bif CBITAG-XKOBTOIO
10 KOPHYHEBOTO KONBOPY Bianmosinae
[To3uTHBHUIH TECT Ha KaNLLUiH
12.3 Cepeans maca 300,0 Mr+ 5% 303,0 mr
12.4 OauopianicTe macu He 6inbwe 2-x TabneTok MoXxyTh Bianosinae

12.5 PosnagHicTh

He Ginbuie 60 xpunus

4.18 xBumHH

12,6 3tupanusn

He 6inbue 1,0%

0,20%

12.7 BMiCT BamKKHX METAJIB:
Kaamii

Pryte

JliTii

CBuHeUub

Mumr'ax

He 6inbwe 10 npomine
He Ginbie 10 npomine
He 6inbute 10 npomine
He 6inewe 10 npomine
He Ginbwie 5 npomine

0.062 npomine
0.004 npomine
5.098 npomine
1.018 npomine
0.468 npomine

12.8 KijibKicHe BU3HAYeHHS

He menwe 0.00005r/Tabn

0.00027 r/Tab

Cropinka 1 3 2




THE HIMALAYA DRUG COMPANY
MAKALIL BANGALORE 562 162, INDIA

BmicT Taninis He meniwe 0,002 r/tabn 0,012 r/Tag
Kanbuifi He meniwe 0,009 r/Tabn 0,009 r/tat
12.9 Mixpobiosioriuna uncrora B npenapaTi qonycKaeThea: Binnosigae

3aralibHe YHCIIo acpobHuUX
Mikpooprauismie - e Ginbwe 107
K¥YO /r, 3aranske uncio
APIZKIKOBMX | UBiNEBUX Tpubis —
(TYMC) - ne Ginswe 10° KYO/,
TOJIEPAHTHHUX A0 KOBYI
rpaMHeraTuBHuX OakTepiii - He
Binsure 102 KYO /r

He nonyckaersbes Eshericiacolis 1 r
npenapary

He nonyckaetnca Salmonelia 8 25 r
npenapary

13. Komentapi (3a nassrocri): Ilpoaykr sianorinae cneundirari

Homep 3siTy: 1000FEP20001418
Crneundiikauis: UKRAINE ND-UA/2451/01/01
Hara otpumanus: 02.11.2020

Hara punpoOysanus: 25.11.2020

Menemxep 3 axocti / nianve / Inaspamgxa m. ¢,

14, 3asBa npo cepridikatiizo: cnpas;xHiM NIATBEPANYIO, IO HABEAEHA BULIE iHopmauis € gocToBipHOK | Tounoro. La
NapTis IPOAYKTY BUTOTOBNEHA, BKKOUAIOUN YIAKOBKY / MAPKYBAHHS | KOHTPONb SKOCTI, HA 3a3HaueHil BULlLe MSHLI 3
NOBHOHK BiAnoBiaHicTio crannapram WHO GMP (nanesHoi BupoSuutiol npaktuxy) i cneuudikauii 3 MapKeTUHIOBOro

103BONTy KpaiHu-iMnopTepa. Matepianu 3 BupoGHMLUTBA NapTii, ynakoBku Ta aHanisy Gynu poarnsHyTi 40 BH3IHAH
BianoeigawoTs GMP.

15. Mpissuiue Ta nocaaa ocobu, Aka BuAaNa 1038i1 Ha Bumycxk cepii: [ipiaxap BamacyGpamanusm, resepasibHHH
MEHEeJUKEp 3 IKOCTI

16. [Tianue ocobu ,axa Buaana 02BiA Ha BUMyCK cepil / niamuic/
17. Jata mianucanus: 26.11.2020

/ Kpyrna neuatka: nepesipka sixocti * The Himalaya drug Company/

Cropinka 23 2




ToBapHcTBO 3 06Mexken010

Jlab | ~ sianosizansnicrio "TEXHOJAB"
EX?‘[O o JlaGoparopia sunpobysainua

M. JIbBiB, Bys1. Jlanmna Anoctoia, 2, Ten./dakc:

(032) 292-25-79, email: texnolab@gmail.com

Hasga npenapary:

Buenosok mozo sikocri Ne 0170 six 05.02.2021

KapTOHHIH Kopob

MUCTOH®, tabnetku nmo 100 TaGneTok y. IIacTHKoBoOMY ditakoHi; no 1 dnakony B

Peecrpaniitnuii Homep: 0091~

Bupofuuurso: Ximanas dpar Komnasi, Iamis

Homep cepil: - 112002256

Bumyueno: CII "Ontima-®apwm, JIT", m.Kuie, syn.Kiksinze, 18-A, Anreunuii crrag Nel

Onepxano Bin:
Cynposinuuii 10KyMeHT:

Ilentpansuuif, M.Kuis , Byn.Bopucninecska , 9-K

13.01.2021p.

Hata opep:kaHAA: : 18.01.2021

Bna koHTposo:

Jepixana ciryx6a YKpainu 3 TiKapeskux 3ac0BiB Ta KOHTPOIIO 33 HAPKOTHKAMH
Juer Ne 470-002.0.1/002.0/2-21 Bixg 13.01.2021 p.; Akt sinbopy 3paskis Big

3a posnopsukensam Hepxmikcayxbu (3rinno nakasy MO3 Vipainw Big 29.09.14 Ne

677 3 0008’ A3KOBHM NPOBEICHHAM AHANI3Y 3a nokasHukamu "Lnenrudixauis"”,

"Kinpxiche Buznauenns")

H/J, sianogizno g0 sxol MK 1o PTT Ne'UA/2451/01/01
NPOBOAHBCS AHAJIS: '
MokasHukm ] Bumoru HO PesynbtaTtn
Onue Kpyrni, asoskosunykni Tabnerxu CBITMO-KOPUYHEBOrO KOMNbOpY, 3i Bignosigae
CBITHMMM I TEMHUMW BKpanneHHAMUK.
loenTuchikauin 1. BianosigHicTs nnam Ha xpomamrpamax sunpobosysaHoro i Bignoeigae
CTaHAApPTHOIO PO3YKHIB,
2. CbnaBOHOI,qm. HasBHicTb NNsM BiA CBITNO-X0BTOro 40 KopuyHesore Bignosigae
KONbOPY. :
< '3 Kanbum TloanTnehuA TeCT Ha KanbLiiA. Bignoeigae
CepeagHs maca Tabnerok  300,0 mr+5 % Bignosinae
: ) 299,7 mr
OpHopigHicTe Macu He Binblug 2-x TabneTok MOXYTb MATWU BIAXUINEHHA Big cepeaHLol Bianosigae
TabneTok macw GinbLue, Hixk Ha 5 %, xoAHa TabneTka He NoBUHHA BigXunATUCA -2%/+3%
Bifl cepeAHLOl Macy Ginblue, Hix Ha 10 %.
Poanaganhs He Ginblue 60 xB. Bignosigae
18 x8
KinekicHe BU3Ha4YeHHs 1. Bmict chnasoHoigis; He meHwe 0,00005 ritabn. Bignosigae
' & 0,00038 r/rabn
2. BuicT TaHiHiB: He medwe 0,002 r/Tabn. Bignoeigae
0,010 rfrabn
3. Kanbuid: He medwe 0,009 r/tabn. Binnosiaae
0,010 r/Tabn
MapkyBaHHs 3rigHo BUMOT MKS Bianosiaae
YnakoBka 3rigHo Bumor MKSA Bianosigae
BHUCHOBKH: Ilepesipenuit 3pazok Tpenapary LHMCTOH®, tabnetky o 100 TabneTOK y MIACTHKOBOMY (haKoHi;

3

mo 1 ¢urakoHy B KapTOHHIMH Kopoﬁm Ne cepif 112002256, rupoGuuuTBO XiMaiias Hpar Komnasui,
Inzis sinnopinae Bumoram MK sio PII Noe UA/2451/01/01 3a HaBeicHUMHK BHLIE TIOKA3HUKAMH,

*Manuit Bucnosok 11010 sxocTi Moxe GyTH BigTBOpeHNUH TiNBKK NOBHICTIO. By s — Aka nyGiikanis abo yacTkope
BiATBOPEHHS BMICTY MOMKIHBI TinbKu 3a nicsMosoi sroan T30B «Texuonaty. BUCHOBOK 11010 SKOCTI 6e3 ninnucis i

® 02 - 03/01 Cropixka 1 CT(SpiHOK 2
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TeYaTKH He OIHCHHH. '
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JEPXIIIKCITYXKBA
JEPKABHA CJYXKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KUEBI
By.1. Bepesuskisebka, 29, Kuis, 02098, ten./dake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis.kyiv(@dls.gov.ua,https://www.dls.gov.ua, Koag €IPIIOY 37079055

BUCHOBOK

Npo siKicTb BBe3eHOTo B Y KpaiHy JIikapchbKOro 3aco0y

09.02.2021 Ne 6667/21/26

IUCTOH®

(HaliMeHYBaHHA JIKApCLKOT0 3ac00y 3UiLHO 3 peecTPaLiHHIM HOCBIAYEHHAM)
tabaerku, mo 100 Tadierok y naacrukoBomy duiakoni; no 1 ¢uiakony B KapToHHiii kopooui

((i)(}p.\ia BHIYVCKY, JO3VEAHHA, BRI ITQKYBAHHA :]iKﬂpCbHﬂrl’l 'jlll.'ﬂﬁ_\')
Homep peectpatiiitioro nocsiienns UA/2451/01/01 crpok aii peectpauiiinoro nocsigyenss HEOOMEKEHHH
Cepis nikapcbkoro 3acody Ne 112002256 KinbkicTb BBE3eHOTO Nikapeskoro 3acody 100

BHPOOHHK Ximanas Jlpar Komnani, Injuis

(naiiMenysanig BApOOHHKA JiKapebkoro 3acody, KpaiHa NOX0LKCHI)

BeeseHo B Yikpainy ChijibHe yKpaiHCLK0-€CTOHChKE MIMPHEMCTBO Y opmi TOBapHCcTBA
3 oOMeskeHo10 BignosinaasuicTio ""OnrtivMa-®apm, JITH", izenr. xox:
21642228

(Hadmenysanna Ta koa 3a CAPTIOY iopuauinoi 0cobu abo npissHilLe, iM'4, N0 6aTbKosi (i3nHHOT
0COOH - MIIIPHEMLLA, 1T MICLIE HPOKHBAHLSA Ta PEECTPaUiHNA HOMEP 00.11KOBOT KAPTKH MUIATHHKA
1104aTKiB ab0 cepis Ta HoMep nacnopra)
TMpotoxo: BizyansHoro koutpoto six 11.01.2021 Ne 4412/9.

JlaGopaTopHuii aHani3 SKOCTi JiKAPCLKOTO 3ac00y 31ilCHEHHi:

TOB "Texmonad" (m.JIbBiB, By. Jlanuina Anocrona, 2)

(HaliMeHYBaHHS T4 MICUE3HAXO/LKEHHS Jab0PATOPIL. 110 IPOBCL HaBOPATOPHHIT aHWII3 AKOCTI)

BHCHOBOK 11010 SKOCTi J1iKapebKOro 3acoy, Braanuii nadoparopieto six 05.02.2021 Ne 0170

Pe3ysibTaTh 1a00PaTOPHOTO aHANI3Yy AKOCTI JIKAPChKOro 3aC00y 3a MEPEBIPEHHMH I0KA3HHKAMH BiIIIOBIXAIOTH
BHMOTaM METO/IB KOHTPOIO AKOCTI (aHAJITHYHO-HOPMATHBHOT 10KYMEHTALLIT).

3a pesynbTaTaMH  J1Ep/KaBHOIQ BCTAHOBIIEHO, 1O Jikapecbkuil 3aciG  BBezeHo B YKpaiHy 3

e OEIR 1 ~-
AOTPHMAHHAM suMOE _ak[}ﬂona’BCTi&\ 010 3a0e3neueHHs AKOCT Ji 'wx'zacoom.

Mukona XOJIOJIEHKO

[I'IDl.d_ll)Bd ocoda U}Jmu\ u.p f (nianuce) (iniliany Ta npizBMiLe)




JIEPHCIIKCITY Kb A
JEPKABHA CAYIKBA 3 JHKAPCBKHUX 3ACOBIB
TA KOHTPOIIO 3A HAPKOTHKAMH y m. KNEB]
ey bepesnaxipebsa, 29, Kuin, 02008, 1er. (G44) 295-26-85 ren. (044) 293-26-82
E-mail: dls.kyiv@dis.gov.uaitips: v dls gov va, Koa EAPIOY 37079055

BHCHOBOK

Npo AKICTL BBE3EHOI0 B Y Kpainy AiKapeLKoOro 3acody

07.16.2022 Ne 42152/22/20

IHHMCTOH®

(pativeny s HRUCLKOro 3acoly w0 3 peoe CRALEITHIN HOCBIAMCHIM
rabrerin 110 100 tadaeror v naacruxosomy ¢oaxoui; no 1 gaaxony 8 raprouiiii Kopodui

{(Popya BILYCKY. JUSY BTN, BHA NARYBAHHEA TRAPCHRGTO 3acaiy}

Howmep peccrpaviiiinoro noceiauesis UA/2451/01/01 erpox aif pecerpauiitnoro nocsizesns HEOGMemEHI]

Cepin Aikapeskoro 3acody  KinbkicTs pBeienoro ikapcukore sacody 100
Ne 112102625
Bupol ik Hintamas Hpar Kompaui, luais

{inEhery st BHPpOSIHES AKAPeRRaro sacoly, Kpaiith NONGGREHHE]

Breseno B Y Rpainy ToRAPHETHO 3 OHMEKCHOI0 BIATOBIARIBLICTIO "Meaena lnrepueuina
Viepaiua'!, inenr. vox: 44368063

(nafmeuysaing 1a ke s CAPTIOY sopstmuiiol ovodu aba npizannie. iM's. 40 Sntnronl Dol
oCoBH ~ DLANPHEMIE, 1T MICHE NPOMHDAHNMR T peecTpaLiitngil Hoaep OEZIROBOT RADTIM FLIRTHHIND
nonaTrin 500 copl TA HOMOP UACTID I}

JlaGoparophnii ananis AKoCTi TiKapeLKoro 3acoly saificHenuil:

TOB "Texnonad" (M.Jlusip, syi. Jlanuna Aocroda, 2

{Hallsohy BaHHE T MICHEHIANIAKC R aaboparopii, e npogena saldopuropuui GHiLALE AKDUTL)

BicHOBOK 11040 AKOCTI Aixapebkoro sucoly. Baaaniil naboparopiao sia 06.10.2022 Ne 0869
PesyAbTaTh #ab0paTOPHOIo AHaiisy ARACT! ATKApCHEOTe 3ace0y 32 HepeBipenivY DOKATHIKAN BLOBIIOTD
BHAMOTAM METOAIE KOTPOIIO AKOCTT (@HANITIHO-HOPMATHBHOT aoRyMeHTAUT,

3a pesy LTATaMH ACPHRIEHOIC KORTPOIO 8CTAROBACHD. U0 :Iii{z\p?(ﬂ_}i 3aciG Beeseno B Yipatny 3 ZOTPRHMANLAM

BUMOT 3AKOKOABCTEA HIORO 300EINEUCHHS HKOCTI ARAPCHKIX 33
Paﬂ’ ocnerv e,

B

Mutkona XONOOEHKO
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CEPTH®IKAT AKOCTI

1. Hazpa npenapaty: Lnceton® Tadnericn Ne 100

2. Kpaina supoduuk: Inais

3. Homep peectpauiiinoro ceizoursa: UA/2451/01/01
4. Cana pii/akTusHicTs/: 1 TabneTka MiCTHTE: KCTPAKTH: THCTA i AOMOKAPIYCY CTEBNOBOrO ~ 63 MT; KOpPEHIB
JIOMHKAMEHA H3MUKOBOTQ - 49 MU KOPEMiBE MapeHH cepuesucTol - 16 Mr; KOpeHEeBHIL CMHKABLE AAIBUACTOr0 - 16 mr;
HACIHHS COJIOMOLBITY 1IOPCTKYBATOrO- |6 MI HALIEMHOT YACTHHH OHOCMM PHKBTIKOBOT - 16 MT} BepHOHIT noneacTol
- 16 Mr; IOpOWIKK: BAMTHA KPEMHIEBORO -16 MT; CMOH MiHepanbHOT ounuIeHat-13 Mr, 0BpoGiei HApoM CKCTPAKTH:
TPABK BACHJFKIB CIPABXKHIX, MIOAIR AKIPUIB CNAHKEX, HACIHHA MIMO3H COPOM'AZTNBOT, HacilHs 10nix0cy
ABOXKBITKOBOIO, NiBOHIT 3aMAMHOT, XBGULY NMOMBOBOIO, HACIHHA JepeBa THKOBOTO;

JOMOMIXHI pEeHOBHEM: LEMION038 MIKPOKPHETANINHA, HATPIIO KAPGOKCHMETHLEMION034, MATHIO cTeapat, kpocnuBLaoH,
KpeMHIID JI0KCHI XONOTOHK I Be3BOIHUA,

5. JMixapceka dhopma: TabneTku

6. Poamip i tum ynaxosku: 100 Tabnerok 8 HDPE dnakoni

7. Homep cepii: 112102625
8. Hara surorosnenns: 09/2021
9. Tepmin npupataocti; 08/2024

Posmip naprii: 19000 virakosok

10. Haspa, Micue posraulysaHis Ta HOMEPH JLUEH3i# BCiX NiNAHOK BHPOBKUILTEA Ta KOHTPOMO axocTi Ximanas Jpar
Kowmnani, Mawani, banranop - 562 162. lngis; AUS-83
11. Ceprudixatn signosinnocti GMP Ang BCix AiMAHOK BUPOBHILTEA TA KOHTPONKO akacTi: 03172019 / C-MP

12. Pesynpbraryl npoBencHHs ananisy

MaTH BLAXHNEHHs Bil cepentbol
Mack Oinbli, Hbk Ha + 5%, woana
tabrietika He NOBHHHA MATH
BIAXMNEHHS Bill CEPEHLOT MacH
B, wizk Ha £ 10%

Teer Bumorn cneungikanii PesyaeTar

12.1 Onne Kpyrni, neoonyknai rabnerkw ceitno- | Bignorinae
KOPH4HEBOTO XONBOPY 31 CBITIMMH i
TEMHHUMH BKPATIeHHIMH,

12.2 Inenrudrikauin Binnoeignicrs nnam na Bianoginae

a) TCX XpoMarorpaMax BUnpodyeaHoro i

§) GaasokcHIN CTAHAAPTHOTO PO3YRHIB Bianosinae
HasgricTb nnam Big ¢BiTRO-%OBTOrO
710 KOPHEHEBOTO KOJIBOPY Binnosiaae
[loznTHBHUI TeCT Ha KanbLiH

12.3 Cepeana maca 300,0 mr= 5% 303mr

12.4 QOnnopignicrs Macu He Oinebwe 2-x TabneTok MoKy Th Bianoginae

12.5 PosnaadicTs

He Ginblee 60 xBHAMH

8,52 xBuMH

12.6 3Tupauusn

He Ginvure 1,0%

0,07%

12,7 BMicT BamKHX MeTAIB!
Kaamii

He Ginbwe 10 nposine
He Ginewe 10 npomine
He Ginewe 10 npomine
He Ginewe 10 npomine
He Sinswe 5 npomine

0.057 npomine
0.003 npomine
1.230 npomine °,-
0,904 npomine - 4
0.50Tnpomige? i1y
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\ 12.8 Kinnkicue pusnavends

He menme 0,000005r/rabn

| 0.00022r/1a6

Cropinka 13 2

3aranpHe 4HCno agpoinnx
MikpoopraHismie - e 6inbe 104
K¥O / r, saransHe uncno
APBIJLKOBHX | UBLICBUX rpubis —
(TYMC) - ue Ginpre 102 KYO /1,
TONEPAHTHHX ZO HOBRYI
rpaMHeratuBHux SaxTepii - He
Binsie [0PKYO /T

He nomyckaersesn Eshericiacolis 1 r
nperapary

He nomycxaethes Salmonelia g 25 ¢
npenapary

Bwmicr radiniB He menwe 0,002 r/radn 0,013 r/Tab
Kannniit He menme 0,009 r/raba 0,012 r/rab
12.9 MikpoGionoriuna uncrora B mpenapati ponyckaeTeea: Binnosinac

13, Komentapi (3a naasuocti): [ponywr sinnosigac cneundixanii

Homep 3BiTy: 1000FEP21000313

Crenmdixauis: UKRAINE ND-UA/2451/01/01

Hara orpumannsa: 20.09.2021
Hara sunpodyeanng: 29.09,2021

Menemep 3 akocti / nignuc / Inaspapxa M. c.

14. 3agsa npo ceprudrixaniino: UM g 3aCBIAUYIO, WO HaBedeHa BHINE iHOpMaLis € LOCTORIPHOIO Ta TOYHO. Yci eTany
BUPOOHHLTEA AaHOT MapTil FOTOBOrO NPOAYKTY BHKOHAHO y MOBHIH BiANOBiAHOCTI Ao Bumor GMP Yipaiiu ta sumor
PEECTPALIHHOTO AOCKE KpaiHK NpHaHaueHHR, 3arcn npo obpobky napTiil, naKyBaxHa Ta anasis 6yan nepesipeni ta
BH3HAHI TAKHMH, 0 BIANOBiAgiOTE BuMoram GMP Ykpaiuu,

I5. lpisBuine Ta nocana ocobu, Aka Buiana N03BiN Ha BUnyck cepil: [ipinxap BamacyGpaw, TeHEPAAbHWA MEHCIKED 3

AKOCTI

16. [liamic ocobu axa Bumana 103810 Ha BAMycK cepii / nipmac/

17. Hara nigpnucanns; 29.09.2021

/ Kpyrna neuarka: nepesipka axocti * The Himalaya drug Company/
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Bo.our. wAdo g odotan?

THE HIMALAYA DRUG COMPANY 2L

MAKALIL BANGALORE 562 162, INDIA
CEPTHPHUKAT KAYECTBA
QUALITY CERTIFICATEL

1. Ha3paHie npenapara: Llncrou™, Tabnetku Nel00/ Name of the product: Cystone®, Tﬁble(s Nel00
2. Ctpana npoussonmrens: Huaus/ Country of origin: India
3. Homep Perucrpaunonnoro caugeresbctsa/ Number of the registration certificate: UA/2451/01/01
4, Cuna peficTRUA/aKTHBHOCTSL/: | TabNeTka CONEPHKNT: DKCTPAKThI: JINCTb ABYNIOAHHKA CTe0ENLKOBOro ~ 65 MT; KopHell
KAMHENOMKH S3bIMKOBOI — 49 M} KOpHeil MapeHn! CepAueIHCTHON — 16 MI; KOPHEBHIL CBITH mIenuaToll — 16 Mr; cemiu
CONOMOLBETA [IEPOXOBATOr0-16 MI; HAA3EMHOI HacTH OHOCMBI NPULIBETKOBO{ - 16 MI; BEPOHKH fnenesbHoii-16 Mr;
TOpOLIKi: H3BECTH KpeMHHEBOli-16 MT; cMOlia OUHILEHHAN MUHEpanbHaa-13 mr,
06paboTaHHbIE NAPOM IKCTPAKTA: TPaBbl GasHIHKA AYIIHCTOTO, FUIOA0B AKOPLUOB CTEIOWEXCs, CeMAH MHMO3bL CTHLLIIBOI,
CeMsIH NOJIHXO0Ca ABYXLIBETKOBOTO, TABOHMH apOMaTHOIH, XBOLA MONEBOT0, CEMsH ThIKOBOTO iepesa.
Efficiency/ activity: 1 tablet contains: Extracts: Didymocarpus pedicellata - 65 mg; Saxifraga ligulata - 49 mg ; Rubia
cordifolia -16 mg; Cyperus scariosus -16 mg; Achyranthes aspera -16 mg; Onosma bracteatum -16 mg; Vernonia cinerea -
16 mg; Powders: Hajrul yahood bhasma - 16 mg; Shilajeet purified - 13 mg.
Processed in aqueous extract of: Ocimum basilicum, Tribulus terrestris, Mimosa pudica, Dolichos biflorus, Pavonia
odorata, Equisetum arvense, Tectona grandis seed.
5. Jlekapcraennan qopma: Tabnerku/Dosage form: Tablets
6. Pasmep v tin ynaxoskiu: 100 tabnerox 8 HDPE narone/Size and packaging type: 100 tablets in HIDPE Container
7. Homep cepui/ Batch number @ 11900917 Pasmep naprun/Batch size : 19000 Packs
8. Hara uarorosnenus/Mfd date : 04/2019
9. Cpox roanoctw/Expiry date : 03/2022
10. Hazpaune, MECTONONOKEHHE H HOMEPA NULEH3MH BCeX YUacTkOB MPOH3BOACTBA H KOHTpons kadectsa/ Xumanas [par
Komnanu, Maxanu, Banranop — 562 162, Hunus; AUS - 83

Name, location and license number of all sections of production & qu'llity control ; The Himalaya Drug Company,
MAKALI, BANGALORE - 562 162, India; AUS - 83
11. Ceprudukatnt cooTsercTaisi GMP A1 Beex yuacTKoB NponsBOACTEA M koHTposs kauectsa/ Conformity certificates
GMP for all production sites and quality control: 031/2019/GMP
12. Pesynirarsl nposeaetus avanuza/ Results of analysis

Tect Tpebosanust cneut(uraminm Pesyaprar \
Tests Specification Results
12.1 Onncanue/ Deseription Kpyritsie, IBOAKOBLITTYKAbIE TAONETKH CBETIO-KOPHYHEBOTO CootBercrByeT
LIBETA CO CBETJILIMIL H TEMIIBIM I BKPATLTEHHAMH. Complies
Round biconvex tablets of light-brown color, with light and dark
spots
12.2
Hnentngmranus/ldentification | CoorercTBHe IMTeH Ha Xpomarorpammax ucnsrryesmoro i | CooTercrByeT
a)TCX craugaprioro  pacroopos  /Compliance of  stains  on
TLC chromatograms of standard and tested solutions Complies
0) (bnaBoHOMALL Hanuuye nared 0T CBETNO-KEATOro 0 KOPHMHEBOro 1BeTa CoorsercrByeT
Flavonoids Presence of stains from light-yellow to brown colour Complies
B) Kanbuii TlonoyuTenbHBIH TECT Ha KAIBLINIT CoorsercTByeT
Calcium Positive test for calcium Complies
12.:71 Cpenusist macca/ Average 300,0 mr §% 201 il e
weight 300,0mg =+ 5% =
12.4 OnnopoanocTs Macent & He Oonee 2-x Tabnetok MOryT UMeTh OTIJIOHEHHS OT cpelneii
Uniformity of average weight: | macco! Bonee, uem Ha + 5%, u uit onna tabseTka He QOIKHA
HMeTH OTKIIOHEHHe OT cpelHell Macek! donee, uem Ha + 10% CootsercTByer
Not more than 2 tablets can have deviations in average weight Complies
more than by % 5%, and none should have deviation from average
weight more than by + 10%
12.5 PacnajgaemocTts / He Gonee 60 munyr / NMT 60 minutes 8.50 mun/
Disintegration minutes
12.6 Hernpaemocrs/Friability He Gonee 1,0% 0.02 %
NMT 1,0% e
12.7 Cosepacanite TSKeAbIX
METAJIOB!
Content of heavy metals:
[Kaumuit/ cadmium ne Gonee 10ppm/NMT 0ppm 0.063 ppm
Pryrs/ mercury He Bonee 10ppm/NMT 10ppm 0.002 ppm
UTanii/ Hithium ne 6onee 10ppm/NMT 10ppm 1.169 ppm
Cauner/ lead He Gonee 10ppn/NMT 10ppm : 1.048 ppm
MblwbsK/ arsenic He Bosiee S ppm/NMT 5 ppm 0.852 ppm
12.8 Koniruecrsenuoe
onpeaescue/Quantitative
determination:
Conepianye (gnasononnos / He menee 0,00005r/rabn / NLT 0,00005 g/tab 0.00044 g/tab
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Content of flavonoids

Coaepaxatisie Tannos / Content He menee 0,002r/tadn / NLT 0,002 g/tab 0.007 g/tab

of tannins

Kanpunii/Calcium He menee 0,009r/tabn / NLT 0,009 g/tab 0.010 g/tab
12.9 Mukpo6nogoriteckas B npenapare  pgonckaeTtca:  ofiuee  umcno aspobueix | CooTBeTCTBYET
uncrora/ Microbiological muxrooprasnamos (TAMC) - ne Gonee 10" KOE/r; o6uee mucno | Complies
purity nporcaeBbiX 4 maecHessix rpubos (TYMC) - ue Gonee 10

KOE/r; TonepanTHBIX K ikeiul rpaMoTpHuaTenbubiX Gakrepui -
He Gonee 10° KOE/r; :

He pomyckaercst Esherichia coli B 1 r npenapara.

He nomyckaetcst Salmonella B 25 r npenapara.

It is permitted in the drug:

Total Aerobic Microbial count (TAMC) — not more than 10"

CFU/g; ) .
Total Yeast and Moulds Count (TYMC) — ot more than 10°
cfi/g;
Tolerant to bile gram-negative bacteria — not more than 10
cfu/g;

Escherichia coli in 1 g of the drug is not permitted.
Salmonella in 25 ¢ of the drug is not permitted.

13. Kommenrapuu (npy namnuun)/ Comments (if available) : [lpoayKT COOTBETCTBYET CHIELM(pHKALMN
The product conforms to the specification

Hoaep otuéra/Report number : 1000FEP19000912
Cneuundurauns/Specification : UKRAINE ND-UA/2451/01/01
Jata nonyuenus/Date of sample received : 03/05/2019
Jlata uensitanus/Date of sample analysed : 10/05/2019

. m\w”f«“'j
Mencmkep no kauecrsy/Manager Quality Control : Unagpapka M.C/ Ilayaraja M.S

14, 3assnense o cepruduranuy: HacTosiuy NOATBEPIKAAIO, UTO NPHBEAEHHAS BbILLE HHOPMALIH ABISCTCS
noCTOBEpHOIT H TOUHOM. DTa NapTHs NPOILYKTa NPOH3BECHA, BIIIOYAs YTIAKOBKY / MAPKHPOBKY H KOHTPOJIL KA4ECTBA,
Ha YKA3aHHOM BbILIE YHACTKE C TIOJHbIM cooTBeTCTBHEM cTanaapram WHO GMP (naanexauieit [IPOU3BOCTBEHHOM
MPAKTHKHM) H CTIEUMGPHKALIN 10 MAPKETHHIOBOMY Pa3pELUeHHs CTPatbl-MMIopTepa. MaTepuasibt o NPOU3BOACTRY
MapTHH, YNaKOBKH H aHaIk3a GbUM PACCMOTPEHb! M NpH3Haisl oTsevatowue GMP.

Statement of Certification : 1 hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging /labeling and quality control at the above mentioned site in full
compliance with WHO GMP requirements and with the specification in the marketing authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

15. bamuis H A0/KHOCTL 0cobbl, KOTOPAs BhIANa paspeulente Ha Buimyck cepuu/ Name and designation of the
person who gives the resolution for batch release : Anun Kymap. C/ Anil Kumar, S
Menemxep no kavecty/ Manager - QA

16. [Toanscs AMLA KOTOPOE BLLAAIO PaspeilieHNe Ha BbilyCK cepHi/
Sign of the person who gives the resolution for batch release : Gbu\/

7"/{ of\’)ﬂl?

1 7. Jata noanucanus/ Date of signing : A



JEPJIIIKCITYKBA
JAEPJKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

BYJ1. bepesHsikiechbka, 29, Kuis, 02098, ten./daxkc: (044) 550-20-55, Ter, (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3€HOro B YKpaiHy JiikapchKoro 3aco0y

03.09.2019 Ne 56989/19/26

IMUCTOH®

(nafiMenyBaHHs MiKapcLKoro 3acoby ariiHo 3 PCECTPAIMHHM TOCBLAYCHHAM)
Tabaerky o 100 Tabaerox y miactukoBomy duiakomi; mo 1 ¢1axony B KapToHHIi Kopo6mi

(dbopma BumycKy, f03yBanHs, BUI NaKyBaHHSA JMiKAPCHKOTo 3acoby)
Howmep peectpauiiinoro nocsimuenns UA/2451/01/01 crpox nii peectpamiiinoro mocsinuenns 01.12.2019
Cepis nikapcskoro 3acoby Ne 11900917 Kinekicts BBe3eHOTO ikapebkoro sacoby 100

BupobHHK Ximanas Jpar Kommasi, [anis

(HaliMeHyBaHHS BUPOGHHKA JIKapeLKoro 3acoby, kpaiHa MOXOMKEHHS)

Baeseno B Vkpaiiy CrniibHe yKpaiHChLKO0-eCTOHChKe HiANpUeMCTBO y dopmi ToBapHcTBa
3 00MeKEeHOI0 BimoBiambHiCTIO "Onrima-®apm, JITA", inent. xon:

21642228

(HafimeHyBanHs Ta koA 32 E[IPIIOY 1opuanyHoi 0cobu a6o npissuiile, iM's, no 6arekosi diznuHoi
0CO0H - NiAnpHeMus, if MicLe IposkUBaHHS Ta peecTpaniHiui Homep 06.1ikoBo1 KapTKH maTHEKA
I0AaTKIB abo cepis Ta Homep racrnopra)

Iporoxoa BisyansHoro koutpomo Bin 07.08.2019 No 3889/18.

JlabopatophHuii aHali3 AKOCTi iKapchkoro 3acoby 3iUCHEHHIL:

TOB "Texnona6" (m.JIbBiB, By Januna Amnocrona, 2)
(HaliMeHYBaHHS Ta MiCLIE3HAXOMMkEHHS nabopatopii, o nposena nabopatopHuii aHANI3 SKOCTi)

BUCHOBOK 111010 5IKOCTI JIikapCchKOTo 3aC06y, BUAaHMi Jabopatopieo Big 30.08.2019 No 1080

Pesynetatu naboparopHoro ananisy sikocri JIiKapChKOro 3aco0y 3a NepeBipeHHMH MOKa3HUKAMMU BIANOBIZAOTE
BHMOIaM METOIIB KOHTPOJIIO AIKOCTI (aHAJIITHY HO-HOPMATHBHOT MOKYMEHTALLT).

o iCHTPOMIO  BCTAHOBJNCHO, 1O  JHKapchkuii  3aci6 BBeseno B YkpaiHy 3

4, u;“ A
AOTPHM ASHSINFBivor 3aKoRON:
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TBA 11010 3a0€3MEYEHHS TKOCTI JIIKapChKUX 3ac00iB.
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M. Xononaenko

(nignuc) (iniuianu Ta npissmie)




TosapucTeo 3 00MexeHOI0

Aab BignosinanshicTio "TEXHOJIAB"

EXHO

JlaGopaTopis BunpoGyBanbua
M. JIbBiB, Byn. Jlanuna Anocrona, 2, Ten./dakc:
(032) 292-25-79, email: texnolab@gmail.com

BucnoBok mopmo sikocri Ne 1080 Bix 30.08.2019

Hasea npenapary:

PeecTpauifinuii Homep:

Bupo6HnuTBO:
Homep cepii:
Bunyueno:

OnepikaHo Bin:

CynpoBiaHuii 10KyMeHT:

Jata ogepxkaHus:
Bua xonTposII0;

HUCTOH®, tabnetku Ne 100 y pnakonax Ne 1

1019

Ximanas Hpar Komnaui, Ingis

11900917

CII "Ontima-®apm", JITH, M.Kuis, Byn.Kiksinze, 18-A, Anreunuit cknag Nel
LlenTpanbauii, M.KuiB , Byn.Bopucninecbka , 99K

HepxasHa ciyx6a Ykpainu 3 gikapchKix 3acobis Ta KOHTPOIO 3a HApKOTHKaMH
Jluct Ne 5518-002.2.1/002.0/2-19 Bix 12.08.2019 p.; Akt Bin6opy Bin 12.08.2019p.
19.08.2019

3a posnopsKeHHaM epxitikcmyx6u (3rigHo Hakasy MO3 Vkpainu Bin 29.09.14 Ne

677 3 060B’ 13KOBUM NPOBE/IEHHSM aHANI3y 32 OKA3HHKAMH "Inentudikauis”,
"KinbkicHe BU3HaueHHa")

HJ, Bignosiano go axoi MKA o PIT Ne UA/2451/01/01, 3minn

NPOBOAUBCA aHAJTI3:

Moka3sHuku Bumorn HA PesynbraTtn
Onuc Kpyrni, ABosikoBUnyKni TaBneTkn CBITNO-KOPUIHEBOrO Konbopy, 3i Bignosigae
CBITIIUMI | TEMHUMU BKPaNneHHAMM.
laeHTUDiKauia 1. BignosignicTe nnam Ha xpomatorpamax BUNPOGOBYBAHOO | Bianosinae
CTaH4apTHOro PO3YKHIB.
2, dnaeoHoigN: HasiBHICTb NNsiM Big, CBITNO-KOBTOrO A0 KopuyHesoro Bianosigae
KOnbopy.
; 3. Kanbuiti: MosutueHui TecT Ha Kanbuin. Bianosinae
CepepHs maca Tabnetok  300,0 mr + 5 % Bipnoeigae
301,99 mr
OpfHopigHicTs macu He 6Binbwe 2-x TabneTok MOXYTb MaTu BiAXVNEHHS BiA cepeaHLOf Bionosigae
Tabnerok macu binbue, Hix Ha 5 %, xofHa TabneTka He NoBUHHA Bigxunstnuca -2,4%/+2,5%
BiA cepeaHboi Mack BinbLue, HiX Ha 10 %.
PosnapaHHs He 6inbwe 60 xs. Bianosigae
15 xB
KinbkicHe Bu3HayeHHs 1. BmicT dhnaeoHoigis: He meHwe 0,00005 r/tabn. Bignosigae
0,00053 r/tabn
2. BmicT TaHiHiB: He meHwe 0,002 r/rabn. Bianosinae
0,012 r/rabn
3. Kanbuii: He mentue 0,009 r/ftabn. Bianosinae
0,014 r/Tabn
MapkysaHHs 3rigHo Bumor MKA Bionosigae
YnakoBka 3riaHo Bumor MKS Bianosigae

BHUCHOBKH: Ilepesipenuit 3pasox npenapaty IUCTOH®, tabnerku Ne 100 y dnaxounax Ne 1, Ne cepii 11900917,
BUPOOHMLTBO Ximanas Jlpar Komnani, Iunis Bianosinac Bumoram MKSI 1o PI1 Ne UA/245 1/01/01,
3MIHM 33 HABEICHHMU BHILE MOKA3HUKAMH.

* lannii BUCHOBOK 10110 AKOCTi MoXe GyTH BiATBOpeHUi TiIbKK NOBHicTIO. Bymb — sika ny6ikauis abo yactkose
BiATBOPEHHs BMICTY MOXJIMBI TiIbKY 3a MCHMOBOT 3roau T30B «Texnonab». BUCHOBOK moJ10 sKOCTI 6€3 Miamucis i
HEYaTKU He AiNCHHIA.
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