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TN HIMALAYA DRUG COMPANY
MAKALT RENGALURUY, 562142
(INDIA)Y

XMMAJAT JPAT KO

MAXANM, BESICASYDY 562102 (HTJDIS)
QUALITY CONTROL DEPARTMENT

LI KORTPOIN KAMECTBA

Cepradi KAT EIMECTHA

Narmatve documentation number

T NME949-2003 12, amondnent 1

o Qualiy centilicnie o
Tlameauonunue: Pheron @rabnern
Name: . - Cystone Wiaklcts .
HoMep mopsatuntal nokydenramm 11 MO08249-200312, i, |
Homcp Poructpanuoniiero ypociosepemts | 7T HNO0839

|_Masketing authorization number 1 INODge
Homep cepn LA
Fcommber Hapt B
Sara mpoinoncrsa: Ty
Mannfacmring dutc: m‘“’n"’" o
Popex sp. e
Expiry dite: e o .
1 Xpapesise: B cyxrost smecre rpi veMnepaiype ar 10°Cao 30 °C
| Storege: B In a dry place gt lemperatyre fram 10 °Clo 30 °C
Cpos ropnocoa: | Jroza
Yhelf life: i J 3 yeas R - R
Tloxasareai: T T Tpefownttis w sevon N Juknaie aanns
Ne | Parmmeters: Requirements wnd methods Anulysiy dala
s Cuncarne: }2133,1::11" AnnTRGELLy L1E TAGIETRY CICT D Kpyrmue
Description ROPITTRAROND HHETY & DEPUIDICHTONN Bonee sacenord 1 | IRIAKOMAITY KL
Ganco TEMEDIO TRETA VROLUTEN CRETAO-
Round biconvex tablets of lipght brown color with Ughter | sapuscewo teeti o
wid datdesr inprains, rrpannernswn Gonee
cxetavro 1 Gones
TEMIONO 1HCTR
Raouned biconyvex
tablets of Hght brown
eolor with fighter and
- _— tiarker ingrains,
2 Llpapaiag Misces 300,00 L8 % 3015 ser
Average weight | T®XT
300,0 mg + 5% 3015 mg
srXl
3 Pacmajaesocr, He Gonee 30 Mum e s ]
Disimsgeation X1 H'?l I
Not snors dian 30 min, 14.01 min
- sP X ) e
4 Hiausnoets:
ldentiny: o ) .
.1 Hnorium peakund © Fnachon
WEAEIDANNOLIBCHLIN senfo-senenoe nipnsmare (XyCrmnimie sentocTus)
parTRopoaM rueae 0,2%; s
Color reavtion with 0.2% Tiack and green coloring (fanning) KR
smmonium fron (11) suifaie acid - 5
sclation; Camplics
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{flavonoids),

{1 xposit o pasids B ' - coeie (366 W) Apmiazs
HpOKENTICS DA su keraro neetk ¢ RO uxeno 8,70
{fusaanonna),

1t the ehromalogram in UV-light (366 nm), one yaliow-
colored pone should uppear with R about 6.0

CooreeTeThyer

Complics

Crextpofotame pits;
Spectroghotomeiry,

Y@« coextp peernopa Boo ofoacrst or 230 1o 360 mw
FORMEN SMCTH SIMKCHIYM aortanenin npic 279 1 8,

V. spucler of eolotion 15 i the intaval 230 360 mmn
should have meximmem sbsomtion ul 279+5 pm.

Covraerciayer

Complies

Hamraecysenitoe onpeeace:
Assay

EX

eynbl gyGuARIIL

BEMBCTR B HEpECHETE N TENIE,
tolal tanning substimees calcolated
o per laonin,

Tlepaami yHaTOMETIRT,

Congprrie cysadll RyOmamma soners ¥ HepecHsTe
1 r B oxnoR Telacree pona o STl ne meoee
.0030 r,

Permsnganatomelry;

Tota! unning suhstances vontent caleulated as por tumin
in one tahlol shouid be nat less tun 0.0020 g

500561

0.0035 g

CYMIEL fiaRoHoLLY 8
TIEPCCRCTT 1 Py TUN

total finvonoids calevlated us pur
rutin

Curxipodrrosiryimg,

Copcmaaine Sy Ras0soiaue 3 TEpEIyeTe 12
pyran o ooft TaneTre pomwn Gutve B Monee
0,00005 r.

Speetrochemismy;

‘Total flavonuoids content ealenlated se per rutin in one
tablet should be not tess tha 2.00005 g

Mrm‘;:dééémbrwmckax
HRerora
Micsehialopien) purity

V Mfa*:‘rﬁmpnn 38

Q00031 r

naoatl g
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Package
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1o 100 rafrerox » nracTiconuidl JUREOH 3
HLISEITIERRIE BLICOKOR JUIOTADCTY € BanuEisasofl
gpeamgofl, Popnanmme (uakoss ZenonmIeoLIe
FATRIYTO AnostiEHenoft oLl ¢ NIHECONIRNG T2 Hen
oA wxoy Gopst. K duos ¢
HHCTPYRITER 10 NPUGHCRIO NOMETTINT 1 KEDIORAYD
TR,

100 tablets @ a plastic HEPE bettle with a scoew-on aap.
The bottk seck is additionally coversd with aleminum
folil with the company's rademark. on it Each botle
tpethar with the puckage insert is placed into s Ciarton.

CoorrercTayet

Complics

Magruposss
Marking

T ormeerxe Qurarana {ux pycoxon 13aKe)
FRESEIBAIIT, NUIMCHOBEIIE NPOUIBOANTENY, CT0 AIpEs,
vowupinlfl 3xax » s Oysuss olin, me cepclpueron
IpEaYronLEERE; oTeRTRonnRil aupad uptIaRamITEAs
{na anrasioron EWEe); HRIMEROTAINE BILSSHEIN
TURRPHAX THAKON, MOHRCUOSEHNY BIARSIIE ApDng
& SaperneTpiposaARE Tonapii 1ne; HoMepa
CEUACTONCTS 1o ToMapHbe dpany (eCuuieTenscTna 1A
T3 K ) #armanie axTHsitdk EUMTIOREHTON ¥ 1X
KORNECTEn & BaKA0T Tafinerse, uepoitHh
PROTITEERTGID CLPLY, BINTOM D Pas 04X SuirecTeaX,
R ENCTRLS CMECH, MCnGILyeMmb]l [0 o AyNTTm
wooro sxerpakTa {101 0), nap nxpos xerepors
oSpabaTERIoT CYXHS DECTPIRTE 1 MOPOWIE, SX0ALDLRK
0 COTTUY AETHRIGIY KOMNONoHIUy, xoMSwmnponan il

Coornerersyet

rorapinai asak aliimalaya sioce 19300 (ka syraniteron
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RILLKE € DPERYNPSGEREINON Naprafrkol B,
TEPFOBOT IEEIMERORRINE HPCIAPRTA ¢
npeRyTIpertTen Lol KARKIIpoukof @) NERAPSTHRENN 0
dopury; RofuMesTro TabiETOR ® YIBKONKC,
HEPMARCTUPALSETINSSRYIT IPYUIY, YOIDREL XPRHERIT
o OTUYSERL e XDaire B IENOSTY I M S8 ReTeR ey,
cnoeof mmmaeiteng (ellug s snyrpLe), Rouep
RTRISIC L, HOME] COINY, Uty (PORIRONCTIE, ANTY
CROHUANIA CPaKe rOXRoCTH 8T 0N Moo,
HaRMULIOHEHIE SECKMOIHBHOTS

meTprbuo rp/apramee, upiREMane
i upererrnm mpelRTensl n Pocvim, of aupes, T,

thare; werpav-xop; Texpeckodl yracouosed kon,

On the battle label  the following ix apecified (in
Russian): name ofthe munufscturer, ity uddress,
teadernark m the formyof the letter “HY apaiust g silver
tectengle; manulsctures’s e-mail address (in English),
rzme of trdamacks owner, nzme of the licewse owner;
@ Repistered tradematis; numbers of teademark
certificates (“TM Certificntes:  NeY; namios of netive
somponents pud thelr quantities i each tablel,

fist of herhal raw materials taken in coual gantitics
gomstiuting the mixture used for yeoducing agueous
extract {11300 bu the vepor of wlich doy extracty ad
powdars constiiuting netive ingredients” composition ure
processed; combined trademerk «TTimaluys since 1930»

P (i Fnglish) with the warning awking & wnde namg

of the drup with the warning marking #; dosage form;
number of blets in & package; pharmucatherapentic
group; sturage aed distribetion conditions;  "Koep out
of reach of children™; application muthod («For ol
intake™); Loense number; batch numiber; manufacturing
date; shelf life expiry data "Best beforer™; name of
exclusive distribitorfoampany recoiving costomer
camplaints in Ruasiy, its addeess, phono, fc; bar eade,
technical packing cenie.

Hi nmivse kaprominoll (40 grotioM SIKC) YEROIHBRIOT
TOPTOTOC HEKALHORAINE NDERAPATA G
upezyopeAsteas ol MapTupoako R &
rosinpomiwdt rosapRRf o cHinwlaya since
1940 » {sa errmioknm raue) C GpeRYDPCATCIL KON
sprnponet &, aurapernennyin Gopry; romnecTue
TRlHITOR W YTAKDIRU, (i aEOTOPRIC U THNCCR Y
TRYTIAY; namep HITSIORK, HOMED Cepint TaTy
UPOEIRORLTOL, MTY OROHYIINS CPOER IO RROCTI

el QIeH 4079; SMUMCTOSAITIE IFCRMOSHEHOL0
ZHCTRNLIOTOPA/ GRUARHIALIGL, Dplnmoed
upereryy norpeliarensd v Pacti, oo agpes, Ten.,
hANE; L - RO REIDAISE BETMIRIC FOM MR 1
100 KOMNGLCTEY 8 KRNGTOH THDACTRS] TISpRveL
PRCTHTENLHONG GLIPLE, RISTOCO B PREHLLE KONWSCOTIIR,
T 0OCIUEE SMesH, uenenLlyesofl Aits nonysenin
eomitora sxerpaxra (1:10), naz tapos LoTopora
uOPAOATRIRIIOT LYANES SRETPAKTIH W HOPOLLL, HXDAMIHC
T COCTES MRTSHMHY ROMIOLCHIDE, YEIOmIT LPUHCHEN 3
OTIycE; &XPUtUTE B TIBAGCTYINOM JIT AeTRH MUCTEN,
c0s08 mumene i (4478 npuck sayipee); ellspes
T CHEHHEM DI LTSS © MHC Py et
HRIMCTIORIING BAARCHRIL TORSPHEIX JHALOD,

rnsie ROTAINE DARACHLER mierineg &
Japeraorpaporaprnedl Tossputll IRAE; NoMep
CUTEETCNLETY HE 10zamInae annks (wCsunaTesicrog s

Complics

Coomaterayel

T3: Ma); noveD PrusIpIIIORnOTE YIOCTUNCOEINE
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{WPCr i e B2 HONAHIG UPIIIROTITICAN, CTO aTpee,
rouapHntl s 5 sigre Gyxins aHn, sin cepabipuciug
ANAMOYTOALIIG, ARCKIPUHALIE 0pee npOIEBOIITC
[0 aurnuBcron MIRKR), KUMIUICKS £0A0N, COCTONEM
fss 2 1) ARYMEpHOTD s pIRIOT Kook LIOBATRIOrY
nomezt Tosapn (GTIN, YIRRERTOT CopitRoTD
wonsepa xrapietiodl ynzcomar (SR.HA), sramepa cepit
{B.IR) 1 v oxuilnas cpass muko e (RXP);
TOXHIUTCSRUH yTRKnauT A XOX,

On the curton the following Is spoettied (in Russisu):
trzde name of the drug with the wiming rorking &,
conbined frademark eHimataya since 10308 (in Compliss
Prigeliube) withs the warning marking @ dessge form;
mutnber of whicts in tha packupe; pharmacothurapeutic
group; feense number; hatch number; manudscturiog
date; shell le explry date "Beat before:™, nume of

| exelugive distributod/oumnpany receiving customer
commplaints (n Russiz, its sddeess, phons, fax; bar code,
s ol aetive components and thelr guantitics in cach
tublet; list of herbal cuw materials ehen in squal
quantitics canatitsiting the mixtwe used for produciag
atguents exeragt {1;10) i the vapur of which dry exiracts
and powaders constituting active ingredients’ compesition
are provessed; sinrage and distelbution eonditons; "Keep
out of resch of children™; applicstion inethad («For oral
intuke™); “Raad the instroction before wse™; anme of
rademarks owners pame ol the license owner; ¥
Registered tredemmk; numbers of trndamark certilicates
L ("T™ Centificatas: M), rogistration certifivete nuenber

| ("Reg. cort, Ny, name of the tanufacturer, is address,
tradenmark fn the Term of the letter "H” against a silver
rectungle; manufucluror's e-mail address (in Baplish), sct
of codes constitnting of 20 dimeele matrix code, plobal
trade tem number (GTLN), unique seriol aumber of

i seeondary package (SRNG), batch numbee (3.No) und
shelf life uxpiry dats (EXP): technica! packing code.
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TeCTRo MEnapTE CoOTReTETayET Tprlakatna, yressRmia o HITTI NOUEUS-20031 2, el
; Quality of the drug confarss 1o the requirements specificd & the ND T RO0EHAR-2602 17, amendment 1
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Hemarks: Anulyscd spacimen coniuris to mar sanderds of quality
Fumepmann Upoha orucsezs rpelymanay CoaMARRTY KEYUCTE
2
By
Drste of Analysis 06/10/2020 Suior Matager,
Jata OpoReseine QInmnss Omality Conn
Crrapumii RED OTALNY KOHTPORT
RETCCTHE
SO R Y eth
Qs e
- Bage Saf §




