MACLEGLD.
TN

CERTIFICATE OF ANALYSIS

Cepudikar ananisy

Name of food Adenomac Plus Manufacturer India
supplement Country

Hassa gicriwanol Axenomax Himnoc Kpatna-supoduux: Dnais
A0DankH

AR No. : T-0302/24

l’;xcking Batch No. e KAAS2401A Pu(c of Release 27/02/2024
Hoatep ynaxonanol cepil Jara prrycky 27.02.2024
Dosage Form Tablets Strength / potency of | S-Adenosyl

the food supplement

Methionine 500 mg
Silymarin 210 mg

Tabserku

Cuaa 2l / akTuBHICTL
JHETHUNOT I0GAaBKY

S-aneHos
smerionin 500 ar
Cuatimapun 210 mr

Packing Batch Size

85000 tablets

(4250 packs)

Pack Size

No2(h (10x2) in strips
in carton box

Posmip yriaxosanol cepii

85000 radaerox
(4250 ynaxkoBsok)

Poanip Ta THI
YHAROBKH

Ne20 (10x2) y cTpunax
y kaprouiii kopodii

Mfg, Date:

(2/2024

Expiry Date:

01/2026

02.2024

Npugariuii jpo:

01,2026

SPC No,

CO/SPCICQAT
WP010054-001

STP No,

CO/STP/ICQA/
WPO10054-000

Name and address of
Manufacturing unit:

“Macleods Pharmaccuticals Limited”,

Khasra No.21, 22, 66, 67 & 068, Aho-Yangtam,

vamchepung, PO:

Ranipool, Sikkim-737135, Pakyong, East (Sikkim)-737138, India.

Haiimenysanus t agpeca
srpodIrol xineuuni:

«Margeone Dapmachioruxane Jiadrea»,
Xacpa Ne 21, 22, 66, 67 i 68, Axo-Slurram, Hamuenynr, PO; Paninyu,
CirkiM=737135, Harsaur, Cxia (Cixkim)-737135, Tuuis.

Result of analysis/ Pesyasary amwaizy

S. i Tests " Specifications Results
No. '
Ne  {lowammiwn ~ Cuendirauis Pesyanraru
H/u
}l. :Descri'ptiml Brick red brown coloured, | Brick red coloured, oval
5 oval shaped, biconvex, enteric | shaped, biconvex, enteric
‘ coated tablets having plain | coated tablets having plain
: surface on both sides. surface on both sides.
" Oruce Bin  nerasmo-uepronoro  jo | Herngno-uepsonoro

i
'

LKW, BRPUT

KOPHUIICROTO KOJLOPY, OBAILIOY
dopnrsr, ABOSIKOBHITY I Tadser-
KUIHKOBO-PO3HH-
MAIOTE

Fuol 000n01K0I0, IO

| ITJIRY TIOREPNHIO 3 060X eTopin.

KOALOPY, oBajbuOY QopMmu,
JIBOSIKORI-yRAi  ralaereu,
[H\‘[)ll'l”i KHHIKOBO~
POIUUHTIOIO 000-H0HKOY0, L0
MAIOTHL FAAARY [MOBCPXHIO 3
00X cropit.

2. ¢ Identification

| The retention time of the §- Ade-

Complics

MACLEODS PHARMACEUTICALS LIMITED

GENERAL BLOCK

KHASRA 21,22.66,67.68 AT1O YANGTAMNEAR RANI POOL DIST.

SHCKIN-T37135

EAST.SIKKIM NA MCHEPUNG

T b o ST

Ve O V20 (z




! S-Adenosyl Methionine “nosyl Methionine peak in the
LBy HPLC) chromatogram of sample prepa-
ration should correspond to that
cof the S-Adenosyl Methionine
¢ peak in the chromatogram of
- standard preparation as obtain-
- ned in the "Assay".
»The UV gpectrum for the sample

v

- Silymarin Cpreparation is concordant with | Complies
“(By UV) Cthe  spectrum obtained  with

Cstandard  preparation under
. Assay test,

s Ltenrnircanis fYae  yrpumysasns  niwy  S- | Bianosigac
S-anenozna merionin - ageno-3in-merionin Ha
C(BEPX) L xposarorpasi sunpobysanoro i
3 ; CTATAAPTIOTO posuis,
| OTPHMAIIX B xoni "Kiasrienoro
_, PRusmadenus’,  aac 30iraTHes. | e S
Cuainapuu C Yd-cnexrp man sumpofonysa- | Binnosinac
) Lwors apaika B xoul anaaizy mae

(3GiraTies 3i CHEewTpoM erason-
| HOro 3paska.

3. Average weight 1752.0 mg =+ 3.0 % _11780.61 mg
| Cepeust araca 1752,0 vir £ 5,0 % 1780,61 mr
4. - Assay - 8~ Adenosyl methionine (By
: , HPLC):
! -Not less than 450.0 556.50 mg
| =Not less than 90.0 % 111.3 %
< Silymarin (By UV)
¢ =Not less than 189.0 240.83 mg
i -Not fess than 90.0 % 1147 %
FKinpricne suznavenus | S-amentosn serionin (BEPX):
' f -He semme 450,10 556,50 mr
I -He arerme 90,0% L3 %
’ Cuaivapun (YO)
| -He aene 189,0 240,83 mr
[ ~He sene 90,0% 114,7 %

- Remarks: The Product Complics as per the Specification
Hpuwmirea: poaver signosinac cnenngiauil

6. Namc and position / title of the person issuing the permit issue series /
{Ipissiuce Ta mocana / 3sanns 0cofir, 1o BIIATA K03BIA Ha BHITYCK cepil
" Prepared By/ IMigroronaeno | Checked By/ Tepesipeno Approved By/ 3arnepiaeno
HO25625 H020583 H019480
Poonawm Jha Sanjay Kumar Pankaj Kumar Yadav
27.02.2024  11:49:36 _27.02.2024  15:44:26 27.02,2024  15:45:51

This is electronically generated report, hence signature is not required.
We eaewrponnnit 3sir, ToMy niannce ne norpiden

MACLEODS PHARMACEUTICALS LIMITED _L;f

/"J ‘/ £ i
GENERAL BLOCK _ g Aol
KITASRA 21.22,66,67,68 AITO YANGTAMNEAR RANI POOL DIST. EAST.SIKKIM N;\mx;:‘r»rlai’/w.&‘c,

SIKKIM-737135
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S-Adenosyl Methionine
(By HPLC)

cof the S-Adenosyl Methionine

i nosyl  Methionine peak in the

chromatogram of sample prepa-
ration should correspond to that

peak in the chromatogram of
standard preparation as obtain-
ned in the "Assay'.

The UV spectrum for the sample

Silymarin preparation is concordant with | Complies
By UV) the spectrum  obtained  with
cstandard  preparation under
: assay test.
- Lrenrndiranis Yac  yrpumypasnsg  nicy  §- | Biunosigac
| S-azenozna merionin ajieno-3ia-serionin Ha
(BEPX) L xpostarorpadi sunpodysanoro i
5 | CTANAAPTHOTO posnHin,
orpamanux 8 xoii "Kiiaskicnoro
: Bispavedaus',  mac  3firaTaes.
S Cuvistapuu CYd-crewrp aan sunpobonysa- | Bianosigac
(YD) THOPD 3pazka B XoMi auadizy mac
Cabiraries 31 cnexTpom erason-

HOYOo 3paska.

3. Average weight 1752.0 mg £ 5.0 % 1780.61 mg
(cpc'um aaca 1752,0 mr £ 5,0 % 1780,61 mr
4. | Assay S- Adenosyl methionine (By
; HPLC):
| -Not less than 450.0 556.50 mg
-Not less than 90.0 % 111.3 %
¢ Silymariu (By UV)
I «Not less than 189.0 240.83 my
i -Not less than 90.0 % 114.7 %
- Kinbxicie pusnagenus S-apenoswn merionin (BEPX):
; ~He senue 450,0 556,50 Mr
-He menmme 90,0% HL3 %
Cuuisapun (YO)
~Ie menme 1890 240,83 mr
e -He aerme 90,0% 14,7 %
5. Remarks: The Product Complies as per the Specification
Hpusirra; Tpoavier signosinac cnexugiranit
6. Name and position / title of the person issuing the permit issue series /

| Mpizsunge ra nocaia / 3saius 0cof, UI0 BIVIAL 103511 1A BHIYCK cepil

 Prepared By/ ITiarorosaceno

Checked By/ Mepenipeno

Approved By/

3arnepiaskeno

H025625

11020583

HO1

9480

Poonam Jha

Sanjay Kumar

Pankaj Kumar Yadav

27.02.2024  11:49:36

27.02.2024 44

27.02.2024

15:45:51

This is electronically generated report, hence slg,natm e is not required.
e excwrponnnit ssit, rosy ninnkce ne notpiden

MACLEODS PHARMACEUTICALS LIMITED

GENERAL BLOCK

KITASRA 21.22,66.67,68 AHHO YANGTAMNEAR RANI POOL DIST. EAST.SIKKIM \/\\1(‘”[%’}&(,,

SIKKIM-737135




Name of food

plement
Haaea oo rorod
RULATIINT
Al Ao
Packine Bateh No.
Hovep ymaosanof LC'IU
Dosage Form

Jdteapenia opaa

- Packing Buteh Size

Peoimip yvirsconanof cepit

il Dater
Chavin suoodirersa;

NP N,

Name aml address of
Manufucturing unit:
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s, Tests
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Deseription
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2. Fdeniification

Ch-addenosyt Metlionive

CERTIFIC ATE OF ANAL Y‘Slb

Ceprudicar miraaizy

| Adenomac Plus

|
P Asenontaw flawoe

CFT-0807/24
182401758
T: lh-]-f:‘ts 7

:
l
i
|
:

Tadacrrn

: 83000 tablets

(4250 packs)

P 85000 rabacror
{4250 ~vsrawonon)

2024

S 4.2024

SO PCICOA
WEPOT0034-001

t Manufacturer
 Country
§ [Kpatia- smpomum,

. Date of Releuse

LJ 11‘11,1 BUIYCKY
Strength / pufcuw of
the food supplement

Claggn 20V / acrmpnicrn
picTHanol nobasin

Pack Size

Pozsip va Ton
RXIEIRH N

D Expirs Date:

" Hprarandi qo:
. STP No.

s “Macleods Pluum‘lucutlc‘l]‘; Limited™,

[Khasra No21,

Ranipool, Sikkim-737135, Pakyou

s avlacireo, e apamenoriaraie Sivirea,
j Xacpa No 21, 22, 06, 67 i 68, Axo-Slurrasm, Hasrrenynr, PO: Paninyo,
| Clewin-737135, Mawnnr, (\m (Cixnian-7371335, Luia.

Resull of anal. sis/ l’c:sy;a_bm'm anacrisy

:f Specifieations

i Crerrdirngin

]
| Brick
|

e

SCLEODS
munmmu MR

lndl.l

: li:;ziu

270572024

i
M
t
i
i
'
!
H
i
t
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1 27,05.2024
b~AdLno.s_vI
Aethionine 500 g
Silymarin 210 my
S-nenosi

i atevionin 300 mr

CCuvrisiapan 210 sie

Ne20 (10x2} in strips

i in carton bos

No20 (10x2) y erpurax

Ly s tonmili vopofnd

032026
L 03,2026
LCOISTPICQA]

WPOL0054-000

22, 66, 67 & 68, Aho-Yangtam, Namehepung, PO:
v, East (Sikkim)-737135, India.

: Results

P Peayrmnrarn

red to brown coloured,  Brick red coloured, oval
oval shaped, biconvex, enteric ’ shaped, Dbiconvex, enteric
feoated  tablets having  plain  coated tablets having plain
surface on botl sides, surfiee on both sides.
B BELTILN O~ ICPBOITONo Ao Herso-uepnonorro

diopan,
TR
1o

nosy

MACLEODS PHARMACEUTICALS LIME
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- chromatopram of sample prepa-

ration should correspond to that!

of the S-Adenosyl Methionine
peal in {he chromatogram of

s ned in the " Assay",

Silynuarin
(By LY)

Cstandard
_assay lest,
" Uae

Lawwrndgiranin
S-WLeHOIE MeTioin
(BIEPX)

Cuaimapan
{3

Avera- ¢ weiplit
Cesenns ma
Assay

The UV spectrum for the sample
i preparation is econcordant with
‘ the  speetrum  obtained  with
preparation under
Hpumndmm nixy  S-
ajreno-3ia-werioi
XposrEorpast BHHpolvsanore i
CTALLAY IR

standard preparaticn as obtain- -

! Complies

Bianosijinc

HA

PO3ULLLIB, :

orpmamux B oxoai "Kinsricnore

e, yac
oG 3paIka B xXo iy aac
oiranes 3 enerrpos
110 3L, _
17520 me £ 5.0 %

1752 I).m_t:\,{) ‘/I»_ »
S- '\(lunrml methionine {lh'
HPLCY):

-Not less than 430.0

. ~Nut less than 90.0 %
- Silymarin (By UV)

Kiasricne nmsuauenmg

| -Not luss than 189.0

-Not less than 0.0 4
S-anentosis aerionin (BEI’\)
~ITe wmenme 450,0

- =He senute 90,0%

Cuaiampun (¥d)
~Ile Meime 189,0

"

c=The arenmme 90,0%
Remarks: The Product Complics as per the Specification
ceomiren: Hpoviers sianoninac enetunpicauii ) B
Name aud position / title of (he person issuing the permit issue series /
Fhissunwe o nocaaa / spanns ucouu L0 BIFIAJIA O3B 11 BIINY CK cepH

Prevared Bs/ Hiaroronacuo
Nuand Ial Yaday

. Checked By/ Mepenipeno

d. Sarfraz Alam

Signature of the pcr.sun issuing the permit issuc serics. /
Iiume oeod, UK BIGLRAELOBRIT i) g e cepill

e

Btk ul Signing/
i ndignney

1BV H

PMACLEGDS

S
77/0\/’024

PHARMACEUTICALS
GENERAL BLOCK

KIASRA 2L22,60.67.68 AILO YANGEAMNEAR RANI POOTL. DIST,

SIKKEN-737135

sirarinen,
CVdsecnerrp 1 BHIPOIOBY -

Bianosi, pe

CTRITOL- -

1766.59 my
? 1766, ‘39 MI

© 576.88 mg
CTIS.d 9%

220.58 mp
107.9 %

376,88 anr
[15,4 %

226,58 ar
107,9 %

_Approved By 3arvnepaaenn

runkaj Kumar Yadav

LIMITED. 2
R

EASTSITKRIAN NAMCTEPLNG,



http://www.tcpdf.org

