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Plot No. M-3, Indore Specinl Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya

Prmleqh, Pin 454774, India

1’03.\1ip cepiit16360vn. Byirn zo :03/2027

Batch: 1006336 Batcl Size:16360 Best before:03/2027
Na Hasna noxasinnea Bamarn PesyasTaT
Name Index Requirements ayanizis
Result ol analvsis
1 Onie TaBaeTn, nephti naiakonroo ofoRONKOIS, ANk 3 000X Ooiie, Avsoontyieni, | Bianoniiae
Kpyraoi qopa, pid Gitoro 20 Maiixe GL10ro KONLOPY, 31 CKOWICIEIM KpaeM.
Deseription White to off white colour, round shaped, beveled edge, biconvex, film coated Complies
tnblets, plain on both sides.
2 | iaentwpieanin
Identification
2.1 | (68)-3- YD-CNCRTP A0CTLTBKYBANOCO POALINY NOUHHEH BiXNGBIAAT Yh-cnesrpy | Bianovitac
sentarerpariaipoiosic LRGN TP
B0 KHCSOTr
(65)-5- UV speetrum of sample solution should be concordant to the UV spectrum | Complies
methyltetrahydrofulic of standard solution,
acid
2.2 | 6S)-5- Mac yTpuMynauns  ocHosHoro niky ita xpoMatorpaMi aochidkypatioro | Biamapinac
MeTnAaTeIpariapeduenic posuniy  pianonilar  wacy  YTPUMYBANUR  miky 8 Xpoaarorpasi
Bol KICADTH CTANMAPTIHOTG POZMHIYY OTPUMAHOIG B VMORIN ®IAWGICHORO BUIHAMCHHH
1alaeror L-yetnagonary.
(65)-5- The retention lime of the major peak in the chromatogram of the tess solution | Complies
methylietralyd rofolic is corresponds 10 that in the chromatogran of standard solution as oblained
acid unider assay for L-methyl folate (ablets.
2.3 | Tavan aioreun Vrsopeuin  nia ROPHTIEBOrO K0 UCPIOBOTG  KONLOPY safapsactny ¢ DBiznoninac
NN BCPRLRYC HassnieTsL THIANY 1iokeHay.
Titanium dioxide Appeasance of brownish 1o red color conlims the presence of titanium | Complies
dioxide. - ]
3 | Oanapinnicre AVl el =150 Binonie
i SLOTEOHIINS DN
! Uniformity of dosage AV L L where L1 =150 Complies
l
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AR, Ne 1210FP25000251

4 | Cepepint staca 72,10 ar: 10 % 73.07 mr
(64,89 mr—79,31 nir)
Average weight 7210 mg+ 10% 73.07 mg
{64.89 mg — 70.31 mg)
5 | Boun (meron l.himepa) | Ile Ginswe 10 % 4 %
Water (hy KF) NMT 10 % 1%

6 | Yac poznagamun

Disintegration time

He Ginpme 30 x,

WMT 30 min

8 xp. 02 cck

8 min 02 sec

7 | 3annuwrkeni  cimeicocri

Izonponinomit cimipr: ne Gigswe 5000 ppm

2640ppsu

ue ;esae 90,0 % sin smannenoro peicry
(e memne 360 srrfradneTiy)

opratinIx Jersnopsera: ue Ginue 600 ppm He sugnneno
pesuniHikin
Residual salvent Isopropyl alcohol: NMT 5000 ppm 2640 ppm
Dichloromethane: NMT 600 ppm Nut Detected
8 | Kinngicte swsuanenun (68)-5-meminremariapofionicsol kuenori 158.47 %

G633.88 mr

Assay (68)-3-Methvllewrahydrololic acid
NLT 90.0 % of Label claim 158.47 %
(NL'F 360.0 megfablet) 633.88 mp

¢ | Mixpobiosoriuna
ANETOTI

; Microbiological Purity

3urasnna wiaskicrh aepoGinx sizpoopranisain (TAMC): ne Gimage 108
KY O

Burasnea xinbricts apizeaonns T uticeneryx rpnBin (TYMC): ne Gimae
107 Ky Oriry

Bincyraicts Escherichia coli s 1 r npenapaty.

Toaal Acrobic Microhial Count (TAMC): Not more than 10% CFU/p;
Total Combined Yeasts/Moulds Counl (1Y MC): Not more than 10? CrU/g:

<10 KY O/
<10 ICYOA
BistevruieTs fr

<10 CFU/g
<0 CFu/g

FEscherichia coli absent per 1 o Absent/n
[IPHMITKA: 3pazox ninnosipae by Tpimtine cnewndisaiiss xomnanit 36 pILEIA3RANCHIA TECTAM 11,
Remark: Sample complies with In House specifications with respeet 1o above lests.
¥nosHovamena ocefa, wo  3aificmoe

Kepisiine rpynu KOHTPONIO axacti

Quality conirol group manager

Ist's ra apitsHute
{(Name)

[lianmne
{Signauure)

AGera wiznmcans
(Daie of signanre)

Quality control group manager

MQ«‘\Y‘Q\. (U
O{O gt 9

Kepisnsie tpy e 5o rposig agocTi

cepTiikaiio cepit
Qualified Person certilyi
Ta's ta npizentye
U\famc) v\} LW\‘
ITinnme :
(Signature)

Marta nianncanns
(Date of signature)

halch.

R

Menemiep ainainy sadesneacuns aroct

Qnality Assurance group manager
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