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CERTIFICATE OF ANALYSIS

Ceprudicar ananizy

Nameof foodsupplement | Ostecerin ManufacturerCountry India
Haasa alernunol Ocreuepun | Kpatna-snpodauk: fniin
JobaBKu

AR No. :

FC-0671/24

Packing BatchNo.

Dateof Release

S T8241293A | e 29.07.2024
Homep ynaxopaunol cepl Harapunyery
Dosage Form Capsules Strength / Cholecaleiferol - 200U,

potencyofthefoodsupplement

Calciumcarbonate -~ 1250,0
my;Methylcobalamin — 1500 meg;
VitaminkK2-7 — 45,0 meg;
L-methylfolate -800.0 megt

Zine— 7.5 mg;Magnesium- 50.0 mg

Jlivapenka gopma

Crura git /7 arusyicrn
JUCTHYHOY JIoBaRwH

Kaneyan

Yonewannnudiepona - 200 MO
Kaanuite kapbonar — 1250.0 mry
Meruncotaaamin — 1500 Mkr;
Bivastin K2-7 45,0 mrr;
Le-merusiporar ~800.0 mucr;
Hunr - 7.8 sy Maruiii - 50.0 mr

PackingBatchbize 300000 Pack Size Nag) (10x6) in blisters,
capsules in carton box
(5000packs) -
Posmipynaxosanof cepil | 300000 Posmip Ta THIN yIAKOBRH Na60 (10x0)y Daicrepax,
Kancy. y kapronnift kopodui
(5000ynaxo
- BOK)
Mfg. I)utc:ﬁ 072024 qupn'yi)atewz 17,2025
Jlata BHpOdUHUTRA: [psarunit ao:
SPC No Cr8PC/CQA | STP No CO/STP/ICQAIWPG06587-001
/WPO06587-
002

Nameandaddressof
Manufacturing unit:

“Macleods Pharmaceuticals Limited™,

Pakyong, East (Sikkim) -737135, India,

KhasaraNo.21, 22, 66, 67 & 68, Aho-Yangtam, Namchepung, PO: Ranipool, Sikkim-737135,

Haiimenynaunst i agpeca
supodHIOTILIILHIIUE

«Maxseoac Mapmacsroriraiae Jlimirein,

-737138, MTaxsur, Oxin (Cirwim)-737135, Tuais,

Xacapa Mo 21, 22, 66, 67 i 68, Axo-Hirras, Hamuenynr, PO: Pauinys, Cikkim

Result of analysis/ Pesyabt

ATHAHRIILY

S. Tests Specifications Results
No.
Ne n/u | Tlogkasuuku Creuntdiratist Pejvabraru
I Description Redceoloured, ovalshaped, | Redcoloured,  ovalshaped,
softgelatincapsulescontainingpalebrowntopinkcolouredviscouso softgelatincapsulescontainin
ilypaste gpalebrowncolouredviscous
oilypaste, ‘

Onue MK eAATHHOBL KANCYJH MEPBOHOIO KOALOPY, OBAALHOT | M'siki WEAATHHOB KATICYI1H
Gopan, WO MicTHTH B'A3KY MACASIHHETY nacty Bin 6aiao-  ueppo-noro KOJABLOPY,
ROPHUIRBOIO IO POKEBOT0 KOLOPY, opannbuol  dopmu, 1o

MICTHTH ll'?ﬂl\'y MACTIAHNCTY
nacty  DHiA0-KOPHUBEROro
KOJALUDY.

[dentification Cholecaleiferol I EEE AT
Thcrctonti('mtimcot'thcprincipulpe;\kinthcchmmamgrnmol'smnh Complivs
lepreparationshouldwrrcspmndlothaml'theprincipaIpcakintl)ec,. o
hromatogramofstandardpreparationasobtainedinthe
"assayforcholecalciferol”, /; e

MACLEODS PHARMACEUTICALS LINITER © 7

GENERAL BLOCK
KHASRA 21,22, 66,67, 68 AHO YA

SIKKIM

737135

NGTAM, SIKKIM NAMCHEPUNG.
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Menaquinone-7 (VitaminK2-7)
Theretentiontimeoftheprincipalpeakinthe Complies
chromatogramofsamplepreparationshouldcorrespondtothatoft
heprincipalpeakinthechromatogramofsta ndardpreparationasch
tainedinthe Massayfor menaquinone-7 preparationusp
(vitaminK2-7)",

Methylcobalamin
Theretentiontimeoftheprincipalpeakinthechromatogramofsamp | Complies
lepreparationshouldeorrespondtothatoftheprincipalpeakinthec
hromatogramofstandardpreparationasobtainedinthe
"assaylormethyleobalamin®

Calcium -5 methyltetrahydrofolate
Theretentiontimeoftheprincipalpeakinthechromatogramofsamp | Complies
lepreparationshouldeorrespondtothatoftheprincipalpeakinthec
hromatogramofstandardpreparationasobtainedinthe "Assayfor
calciumi-5 methyltetrahydrofolate”,

laeurudixanis Xosaewansundepos (sitamin Da)
UYac  yTpumasus  ocHoBHOre  niky  Ha  spomarorpasi | Bianosinac
BUIPOOYBANOTO3PAIKAMACBIANOBIAATH YALY OCHOBHOIO NIRY Ha
XPOMATOrpami CTARIAPTHONO NPENAPATY, OTPHMAHONO # TecTi
«KiMtbRICHOIOBHIHAYCHHSIXOICK AL UHpEpOSTY».

Menaxivon-7 (sitamin K2-7)
Yac YTPHMAI OCHOBIONO niry Hi xposmaro- | Binnosizae
rpastisuiipofy BaHoro3IpasKaMacsianoBiga~Tn 4acy 0CHOBHOrO
BiKY Ha XpomMartorpami CTAHAAPTHOrO NPENAPATY, OTPHAMAHONG
B Teeri «Kinukicnoropusuauenus mepaxinony-7 USP(sivamin
K2-Tm.

Mermmcobraamin
Yac  yrpuMmanus  ocuosworo  niky  ma  xpomavorpami | Bianosigac
BHIPOOYBAHOIV3PAZKAMACBIATUBILATH 4ALY OCHOBHOTO NIKY HA
NPOMATOIPadMi CTAHAAPTHOIO PENAPATY, OTPHMAHOIO B TeeTi
«KiapKRICHOroBH I HAYCHUNMETHAROOAIAMINTY),

Kaanuiii L-S-meruarerparigpohonar
Yac  yrpumaddst  OCHORHOFO 1Ky  Ha xpomaTo- | Binnosigac
rpamiBHnpo0yBABOIO3IPAIKAMACBIANOBI-IATH UACY OCHOBHOTO
HIKY HA XPOMATOrpaMi CTAHARPTHOO APENAPATY, OTPHMAHOIO

B TecTi «KIbRICHOTOBHIHAYCHUSIKAN b UTIO L-5-
MeTiTerpariapogonaty»
Average net 1875.0 mg + 5.0 % 1842.54mg
content (1781.25 - 1968.75)
Cepennst maca 1875,0 mr £ 5,0 % 1842,54mr
puicty waneynu | (1781,25 - 1968,75)
Average weight 0 2250.0 mg = 3.0% 227593mg
(2182.5 - 2317.5)
Cepeans maca 2250,0 mr = 3,0% 227593 mr
(2182,5 - 2317,5)
Disintegration Notmorethan60 min S5Sminutesidseconds
time
Posuaaauusi He diabuie 60 xs. 5% x8. [3cek,
Uniformity of Notmorethan 2 Min.: <246 %
weight oftheindividuabweightsdeviatefromtheaverageweightbymoretha o
n 7.5% andoonedeviateshymorethan 15%, Max.+1.62 % -
Onuopignicrs He Giablie ABOX  IHAHBIAYAILUHHX  MacBUIXH-ASI0TECH  BIR Min. ~2,46 Y
macH cepeaunoy sary Olanig miw na 7,5% 0 wonna me Moxe

BUIXILSITHEE Glltb v Ha 15%

MACLEODS PHARMACEUTICALS LIMITED ~

GENERAL BLOCK
KHASRA 21,22, 66, 67, 68 AHO YANGTAM, SIKKIM NAMCHEPUNG,
SIKKIM 737135
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7 Assay Cholecaleiferoh
- not less than 180 1U per capsule 378.8431U
- not less than 90.0 % of label claim 189.4% N
Methyleobalamin:
- not less than 1350.0meg per capsule 2032.503mceg
- 1ot less than 90,0 % of label claim [38.8% B
Calcium -5 methyltetrahydrofolate:
- not less than 720,0meg per capsule 1192.600meg
- not less than 90.0 % of label claim 149.1 %
Menaguinone-7 (VitaminK2-7)
- not less than 40.5 meg per capsule 76.604meg
- not less than 90.0 % of label claim 170.2 %
Calcium carbonate:
- not less than 1125.0 mg per capsule 1294.76mg
- not less than 90.0 % of label claim 1036 %
Magnesium™:
- not fess than 45.0 mg per capsule Not applicable
- not less than 90.0 % of label claim Not applicable
Zinc*:
- not fess than 6,75 mg per capsule Not applicable
- not less than 90.0 % of label claim R Not applicable

Kinsriche Xonekanbuupepon:

BH3HAUEHHS - He menute 180 MO/kancyny 378,843MO
-He meniue 90,0% Bia 3anpsenol KiiLKOCTI 189,4%
MerTnakobanamin:

- He meniwe 1350,0 mr/kancyny 2032,503mxkr
~He mene 90,0 Y% sig 3as8/1eH07 KisibRoCT 135,5 %
Kanpuiil L-S-meruarerpariapodonar:

- He menwe 720,0 mxr/kancyny 1192,600miy

- He meniue 90,0 % six 3asissenol Kinbrocri 149,1 Y%
Menaxinon-7 (siramin K2-7):

- He mene 40,5 mr/wancysay 76,6048 Kr

< He mentue 90,0 % nisaspieuol gignrocti 170,2%
Kassuio kapbonar:

- He mene 11250 mr/wancyay 1294,76mr

- He menuie 90,0 % sin sansiienol RibKroeti 03,0 %
Maruain®:

- He menwe 45,0 mr/kancyiy He sacroconano
- He menue 90,0 % sig 3asnienof Kibrocri ‘ He jacroconano
Lstnie™:

- He meme 6,78 mr/rancyay He 3acrocosano
- He menme 90,0 % ig 3ansienof KibLrocTi - Hesacrocosano

*Testingwillbeperformedon Isthatehof the year, every 10th hatch and also for validation / re-validation hatches,

*[IpuniTia: TeeTyBaHHA HPOBOANTHESR st 1T napril poxy, Aast Koxuoi 10-1 napril, 8 Tarox st napriii, 1O APOXOARTE
panigalio / NOBTOPHY Basiaanio.

8. Remarks: TheProductCompliesaspertheSpecification

ITpumiTra: NMpoayrkraianosiaacenenydikanii

9. Name and position / title of the person issuing the permit issue series /

TIpissuuie Ta noeata / 3nadus ocodu, U0 BUAALR AO3BIA HA BunycKcepil o
PreparedBy: CheckedBy: ApprovedBy:

Balendu Awasthi - Akshay Kumar Thakur T. Sridhar
29.07.2024 29.07.2024 e 2007202

Thisiselectronicallygencratedreport, hencesignatureisnotrequired.
CepT(iKaT IreHepoBAHO ABTOMATHYHO Ta nianpe HenoTpibHuit,

MACLEODS PHARMACEUTICALS LIMITED

GENERAL BLOCK
KHASRA 21,72, 66, 67. 68 AHO YANGTAM, SIKKIM NAMCHEPUNG,
SIKKIM 737134







