9 R i e @

CERTIFICATE OF ANALYSIS

Ceptudikar anamnisy

Name of food ORCERIN PLUS Manufacturer India

supplement Country

Hazga gictiunol OPLEPHH IUIFOC | Kpaina-gupobuui: | Innist

do6aBKH

AR No, ; FT-1880/24 Date of Analysis 19.10.2024

Packing Batch No... _| 182423778 Date of Release 29.10.2024

Homep ynaxoBanoi cepii JaTa BHITYCKY

Dosage Form Tablets Strength/potency Glucosamine Sulfate Potassium Chlo-
of the food supple- ride —750.0 mg; Methylsulfonylme-
ment than — 250.0 mg; Diacerein —50 mg

Jlikapchka opma Tabnerkn Cuura pii/akTie- INiroxo3amin cynbdart kaniio xaopua

unicTes gieTuuHoOl
J100aBKHU

— 750 mr; MeTtna cynbQpoHIT MeTaH —
250,0 mr; Miauepein — SO mr

Packing Batch Size

114 000 tablets
(1 900 packs)

Pack Size

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

Po3mip ynaxoBanoi

114 000 Tadaerox

Po3mip Ta THn

Ne 60 (15x4) y crpunax,

cepii (1 900 ynakoBoK) YHOAKOBKH y KapToHHi Kopobui
Mfg. Date: 09.2024 Expiry Datf: 08.2027

Hara BupodHuNTBA: IlpugaTauii no:

SPC No C/SPC/WP006272/00 | STP No C/STP/WP006272/00

Name and address of
Manufacturing unit:

“Macleods Pharmaceuticals Limited”,
Khasra No.21, 22, 66, 67 & 68, Aho-Yangtam, Namchepung, PO: Ranipoel, Sikkim-
737135, Pakyong, East (Sikkim) -737135, India.

Hajimenysanus i
agpeca BUPOGHUYOT
JiTBHMIG:

«Maxuieonc ®apmacsrorukanc Jlimiteny,
Xacapa Ne 21, 22, 66, 67 i 68, Axo-SIurram, Hamuenynr, PO: Paninyn, Cikxim-
737135, Iax’anr, Cxix (Cikkim)-737135, Ingis.

Result of analysis/ PesynbTatu anamizy

S. Tests Specifications Results
No.
Ne IoxasHukH Cnenudixanin PesyavTaTn
H/H
1 Description Yellow colour, capsule shaped, Yellow colour, capsule shaped,
biconvex film coated tablets biconvex film coated tablets
having breakline on one side and having breakline on one side and
plain surface on the other side. plain surface on the other side.
Onuc Asoonykii Tabnerku, BKpUTi ABoonyi TabeTku, BKpUTI
MIIBKOBOIO 0G0JIOHKO0I0, SKOBTOTO NJiBICOBOI0 06OOHKOIO, HOBTOTO
KOJLOPY, ¥ opmi kancyIm, MailoTL | Koabopy, y dopmi Kancynu, MaoTs
Jiidiro po3nomy 3 ogHoro GOKY Ta JIiHiio po3JI0MY 3 OZHOTO OOKY Ta
rjiajiky NOBEPXHIO 3 IHUIOro. rJaJKy HOBEPXHIO 3 IHUIOrO.
2 Average weight 1300.0 mg £ 5.0 % 1307.13 mg
Cepenus Maca 1300,0 mr +=5,0 % 1307,13 mr
3 Uniformity of weight Not more than 2 of the individual | Min.: ~-1.66 %
weights deviate from the average
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weight by more than = 5 % and none
deviates by more than £ 10 %.

Max.:+0.76 %

OnuopignicTe Macu

He 6inpme ABOX iHAMBIIyanbHUX
Mac BigXunswTHCA Bl cepeHboi
paru Ginpw Hixk Ha £ 5% i xoana
He MOKe BiIXHJIATHCH OlIbLI HiX HA
+10%

Min.: -1,66 %

Maxec.:+0,76 %

Disintegration time
(Determined at
37°C £2°C)

Not more than 30 min

08 minutes 37 seconds

Posnaganus (Busna-
yene npu 37°C £ 2°C)

He 6inbue 30 xB.

08 xpuaun 37 cexyHA

Assay

A. Glucosamine - Not less than 675 mg per tablet 752.59 mg
Sulfate Potassium - Not less than 90.0 % of label claim | 100.3 %
Chloride
B. Methyl- - Not less than 225.0 mg per tablet 239.21 mg
Sulfonylmethan - Not less than 90.0 % of label claim | 95.7 %
C. Diacerein - Not less than 45.0 mg per tablet 48.56 mg
- Not less than 90.0 % of label claim | 97.2 %
Kinpkicie BU3HAYCHHSA
A. T'mioxo3amin - He menure 675 mr na 1 Tabaerky 752,59 mr
cynbdar kanio - He menme 90,0% sin 3asmaenoi | 100,3 %
XJopua KiBKOCTI
B. Mernu cyashonin - He menuie 225,0 mr ma 1 taéaerky | 239,21 mr
MeTan - He menme 90,0 % Bin 3assienoi | 95,7 %
KiabKOoCTi
C. Jdiauepein - He menure 45,0 mr na 1 rabaerky - 48,56 mr
- He memme 90,0 % min 3assienoi | 97,2 %
Kinbxocri
Microbiological
contamination®
Total aerobic micro- — Not more than 10° CFU/g Not applicable
bial count (TAMC)
Total combined molds | — Not more than 10> CFU/g Not applicable
and yeast (TYMC)
Test for specified
microorganisms:
Escherichia coli Should be absent. Not applicable
MikpoGiosoriuua
yucrora *

3arajibHe 4uciIo
aepoGHUX Mikpoopra-
nizmis (TAMC)
3aranbHe YUCIo
ApiicxoBUX 1 usine-
sux rpuéis (TYMC)
BuznaueHHst crenmn-
diynux mikpoopranis-
MiB:

- He 6inbme 10° KYO/r;

- He 6inpie 10° KYO/r

He 3acTOCOBYETHCH

He 3acTOCOBYETHCH
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\ Escherichia coli | Iosunna 6yTn BigcyTHS. | He 3acTocoByeThCS

*Note: Not a routine test for batch release. Test to be performed on validation batches and then after first &
every 10th batch of the year, unless otherwise mentioned elsewhere.

*TIpumirka: He € pyTHHHIM TecToM JUist AiA BUIycky naprii. TecTyBanus cix NpoBOANTH Ha BadigauidHux
namex a moTiM micas nepuml Ta JJIA KOXKHOL 10-i naan B pOlll SIKIIO He 3a3HA4YEeHO iHLIe.

Remarks: The Product Complies as per the Specification

INMpumitka: MpoxykT Bignmosinae cnenndixauii

Name and position/title of the person issuing the permit issue series/
[Ipi3euine T M0caa/3BaHHs 0COOH, UI0 BHIANA I03BIT Ha BUITYCK cepil

Prepared by/IlinrorosJieno Checked by/Ilepesipeno Approved by/3arsepaixeno
Barsha Sanphui Sanjay Kumar Pankaj Kumar Yaday
29.10.2024 29.10.2024 29.10.2024

This is electronically generated report, hence signature is not required.
e enexTpoHHHUH 3BiT, TOMY nignuc we motpiden.
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