v

MACLEODS
T

CERTIFICATE OF ANALYSIS

Ceprudixar ananizy

Ateriunol acdasin

[ Name of food supplement | ORCERIN PLUS Manufacturer India
Country
Haasa nietianel po6askn OPHEPHH IIIOC Kpalua-supobirnie: Insaia
AR No, : FT-0754/24 N
racking Batch No. [ o Date of Release 24.05.2024
Homep ynakopanci cepii Hata sunycxy
Dosage Form Tablets Strength / potency GLUCOSAMINE SULFATE
of the food POTASSIUM CHLORIDE-750.0 mg;
sapplement METHYLSULFONYLMETHAN
—250.0 mg; DIACEREIN -50 mg
Jlivapenka Gopma Tabnerru Cuaa gi¥/ axruenicrs | {norosnsin cyandat kanio xaopup —

750 mr; Metun eynnonin Meran
— 250,0 mr; diauepeii — 80 ar-

Packing Batch Size

700 000 tablets
(11 666 packs)

Pack Size

Nt 60 (15x4) in strips,
in carton box

Posyip ynakosanol cepif

700 000 TadaeTox Poszamip Ta ran

Ne 60 (15x4) y crpunax,

Mifg. Date:

SPC No

(11 666 ynakosok) YIOAKQBKH Y KapTouniii kopodni
04,2024 Expiry Date: 03.2027

Hara BHpOOHIITE]; Hpnaaruuii ao:

> C/SPC/WPU06272/00 STP No C/STP/WPOD6272/00

Name and address of

Manufacturing unit:

“Macleods Pharmaceuticals Limited®,
Khasra No.21, 22, 66, 67 & 68,
Pakyong, East (Sikkim) -737135, Indiq,

Hadisenysanua i agpeca
srpobuivol aitbHuHi:

Aho-Yangtam, Namchepung, PO: Ranipool, Sikkim-737135,

«Maraeone Gapmacniornare Jirirens,

Xacapa Ne 21, 22, 66, 67 i 68, Axo-Hurram, ITavuenyur, PO; Paninya, Cirkin-737135,

Hax’snr, Cxia (Cikrim)-737135, Ligin,

Result of analysis/ PesyanTaTt anajnizy

8. No. | Tests

Specifieations

Results

Hoxaznukn

Cneundixanin

Pesynorarn

Description

Yellow colour, capsule shaped,
biconvex film coated tablets
having breakline on one side and
plain surface on the other side,

Yellow colour, capsule shaped,
biconvex film coated tablets

having breakline on one side and phiin
surface on the other side,

Onne

Heoonyswi Tadnetiy, BKpUTI
ILAIBKOBOIO oGononkolo, wosTore
ROILORY, ¥ hopmi kanecyni, matoTs
stivite pesnomy 3 eanoero Goxy Ta
FAROKY MOBEPXNIO 3 (HHIOrD,

2 Average weight

Aeoonyini raGnerin, BRPHTI
NAIBKOBOK OBONDIKGIO, WOBTOFG
KONEepy, y diopmi xanmeyan, MamnT
Jiniio possnomy 3 oanero Boxy ta
FASARY NMOBEPXHIO 3 iwiorg,

1300.0 mg £ 5.0 %

1295.62 mg

Cepesus maca

1300,0 mr <+ 5,0 9,

1205,62 mr

3 Uniformity of weight

Not more than 2 of the

individual

weights deviate from the average weight
by more than £ 5 % and none deviates
by more than + 10 %,

Onnopianicts macn

Min.: -1.06 %

Max.:+1.03 %

He Gineme apox ivansinyaastnx mac
BIANHISHOTBES.  pig cepeannol  Barm
BinbIn vim wa £ 5% i swopma He Mome

Mii: -1,06 %

o

Mawecr GLUE %,
S

BIAXHIANTIHCE Binbir nise HA £ 10 % 2 x"\_\
4 Disintegration time Not more than 30 min 08 ifiﬁ"’t‘*@@f&%l{;}csehi‘\ftgﬁ
{(Determined at f{_.}-l/g;:‘?' p P | 2

f!

K

1

KHASRA 21,22, 66, 67, 6

MACLEODS PHARMACEUTICALS

GENERAL BLOCK

SIKKIM 7371135
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HACLEODS
I

37°C + 2°C)

—

Posnagauun (Busna-uene
hpu 37°C £ 2°C)

He Gisibue 30 x5,

08 x5. 45 cex,

*Note: Not a routine test for batch release.

Assay
A. GLUCOSAMINE - Not less than 675 mg per tablet 722.04 mg
SULFATE POTAS- - Not less than 90.0 % of label claim 96.3 %
SIUM CHLORIDE
B. METHYL- - Not less than 225.0 mg per tablet 238.38 mg
SULFONYLMETHAN - Not less than 90.0 % of label claim 95.4 %
C. DIACEREIN - Not less than 45.0 ing per tablet 48.96 mg
~ Not Iess than 90.0 % of label claim 97.9 %
Kinmbxiesre sBuznavennsn
A. Dinorosasin cyaspat | - He senie 675 Mroua |1 Tabaerxy 722,04 mr
KaTiio xaopng - He senme 90,0% Bia sagsnenof 96,3 %
KijibKocri B
B. Merim eysieonin - He menwe 2250 mrna 1 Tabaerky 238,38 mir
Meran - He memme 90,0 % nia sas Baenof | 95,4 %
Kifibroeti
C. Ainuepein - He menwe 45,0 mroya 1 raliaeTky 48,96 mr
- He senwe 90,0 % Bl 3asignenof | 97,9 %
Kiabroeri
Microbiclogical
contamination®
Total aerobic micro- —Neot more than 1¢° CFU/g 50 CFu/g
bial count (TAMC)
Total combined molds — Not more than 102 CFUg <10 CFU/g
and yeast (TYMCQ)
Test for specified
nicroorganisms:
Exchericlin coli Should be absent, Absent
MikpoSionorivua
HHCTOTa *
3aranbue wneno
aepobunx Mikpoopra-
iissis (TAMC) - He Gizewe 10° KO /1y 50 Kvor
daraanne ynene
Apimxaornx i usine-sny
rpuéis (TYMC) - He Sinwe W KYO /¢ <10 K¥YO/ir

Busuaueunng
crenigivmx
MiKpoopranissis:
Escherichiu coli

- Hosnuna 6ytn BLACYTHSI,

Bineyrimo

bateh of the year, unless otherwise mentioned elsewhere,

*TIpaatiTicas

HoTisM nicna aepuioi Ta x,

Name and position / title of the
fpiseuine ta nocag

He € pyTHuuum Tectom ALRA B BHITYCKY aprif, TeeTysauus ciix MPOBGANTH Ha saniganiiinirx o
J5t RoaHoT 16-1 naprit B poui, 7Kine ne 393HAYCH iHm

Test to be performed on validation batches and then after first & every 10th

[

apTisx, a

Remarks: The Product Complies as per the Specification

Hpumirka: Mpoaykr sianosiaac cneundiganir

person issuing the permit issue series /
2/ 3Banus ocolu, 1o BHAAA 1O3BIT Ha BHIYCK cepil

o

T
A
/

P

Prepared by/ Miarorosaena

SWASTIKA RANA

L Checked by/ Mepesipena

f\pproved-bﬂ 3arsepasicHo

o

MD. SARFRAZ ALAM ™.

PANKAT IWUMAR YA DAY

H

24.05,2024

Ile enewcrponnnii zsir,

TOMY BIAOIC 1e IOTHiGeH. i

24.05.2024 20 b,
This is eiectronically generated report, hence signature is not required, ,f’_{é'/fr'.
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