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" Product Name Sltasmart~Dapa 100/10

o ' Generlc Name . DapagllfIOZln & Sitaghptm B Packmg Code T GG490003
Ry f | Tablets RIS : e I R
: Batch Log No R 32431891 S Packlng Batch No "L |GG4940087 T

. [Bulk Batch No LT G}G4940_03, ‘ l‘ .- |BatchSize ~._ . [30lac . R

" |Packing’ Type T " |10%10 Tablets | . ~,}“*Date ofAnaIysrs N 03/09/2024 ?'
“IAR;No. R 2003FP324004382 ... |[Reference -~ 0 [Inhouge! -
Mfg. Date 082024, .. |Exp.Date | 07/2026°

“ o é—p“eci‘ficatlon‘No“f' e FPS GG49 00 G . Date of Release o |19109/2024 - 0 T

TEST' 1 ceecFicAioN RESULT

‘ ‘ Descnptron pt

coated tablet havmg plam on both 3|de . '|biconvex, ﬁlm coated tablet

‘Red colored, round shaped, biconvex, film - |Red colored, round shaped, .. :

s havmg plam on bothsnde

ldentrﬂcatlon

For Dapagllflozm('By‘HPLC) ln the Assaythe chrom‘atogram Sbianedwith i the Assay, the - e
) N - ...+ -|the test solution corresponds to thatinthe .. \chromatogram obtained with \
;} chromatogram obtained with dapaghﬂozln . |the test solution corresponds: .

L obtained with dapaglifiozin ,
B T . {propanediol monohydrate _ . .
L - standard solutlon ‘

. ;propanedlol monohydrate standard solutlon . <|to thatin the chromatOQram .

B 22 n the Assay, 1he |

~{For S_'ltajgli,pti‘n:‘("va HPLC) TS ln the Assay, the chromatogram obtamed Wlth-',:.:'

chromatogram obtalned with S|tagllpt|n - |the test solution corresponds o e
phosphate monohydrate standard solutlon ~|to that in the chromatogram
N R : : " ;|obtained with sitagliptin
" |phosphate’ monohydrate
standard solution =

*{chromatogram obtalned with 1

13 'v;",-,,,Ave'rage:weigh_t;;- - 1410.0mg£86% .- oo o o |407.72 mg e

[ Uniformity of weight [#:8% of average weight " "
‘ %Maxrmum —ve dewatlon -2 3 o
% 4

“ %Maxmum +ve devnatlon 2, 7

i 5 L Dlsmtegratlon tlme ,3 N'o_t more‘than SQ‘mjvnute,‘s ;.,‘_:‘, " L Dlsmtegratlon tlme020

Unlformlty of dosage umts 3 [— N

. 6 . B JESEAN
64 - - |Content Uniformity for .. . Between 85. 0% and 115 O% of average
S Dapagliflozm Propanediol g

: ‘Max 101 6%
¥ Monohydrate (By HPLC)

.;M|n996% :

Content Umformlty for -
5 Srtaglrptin (By. Welght varlatlon

.The acceptance value (L1) |s |ess than or e Acceptance value 2 8 NA —1
.nequalto150 R e L :

Dissolution

.. |For Dapagliflozin. (By HPLC) :‘[;‘ Not Iess than 75% (Q) of the stated amount of L e Ty
"_-‘r""‘(Apparatus Paddle, 100rpm; .| S M 88:0:% L
*|1000m! of Phosphate- buffer pH - g s IMaxii 937 %

_|7.8'at 45 minutes) S N Average 91 3 %

| T2 For SItagllptm (By HPLC) e l‘Not less than 70% (Q) of the stated amount of S
T . ‘(Apparatus Paddle, 75rpm, 'Sltagllptln '|sld|ssolved in 45 mlnutes Mm 90 9 %‘:“._ E

Remarks APPROVED (Sample conforms to above Spec|f|cat|on)
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Certrflcate of Analysrs

v TARINO.

i T Eﬁecifi‘catio‘n NO}

S [Copy Noui 1

' [Product Name: Sltasmart Dapa100/1oi -

e Generlc Name ‘
& . |Tablets

. Dapagllﬂozrn & Srtagllptm E

. Packing Code

 |Batoh TogNo ™ 1324318971

r Packmg Batch No

R GG,49.4(‘)‘°3:‘- -

Bulk Batch No GG494003

- ‘|Batch Size

- [10*10 Tablets ~

T [03700/2024 - . -

- |Packing:- Type R

s 2003FP324004382§ ‘

~_-|Date: ofAnaIysrs ST
‘IReferénce . .

-~ {in'house

"IMfg. Date " [08/2024"

“1Exp. Date’:

07/2026-

f_f TFPs- GG49 oo

‘Date ‘of Re_leas”e-”? .

|1o/0872024

TEST

S 900ml of 0.025M sodlum
" ‘chloride at 45 minutes)

T SPECIFICATION _

Average 949% R

| 8 l’ Assay-Each F|Im Coated tab'et
Sl ‘contalns \

Dapagllﬂozm Propanedlol
~ |Monohydrate ‘USP Equrvalent to
e Dapagllflozm

To OOmg fo 11'009 (90 0% STT00% of

Labe!ed clalm)

10mg o

|Assay % of Label Claifti -’99 Al T

%

ToF Sltagliptln Phosphate T
~ |Monohydrate IP- Equnvalent te
Sltagllptln.....’__.‘,j.‘...i,.“lqurrngy,_., -

o Assay mg/Tab 97 86 mg/tab ol

n : o SR - . Assay mg/Tab 9. 91 mg/tab
95 OOmg t 105, OOmg (95,0% fo 105, o% of T
beled claim). - ‘ Assay % Of Label Clalm 97 9\ R

T Related Substances

" IFor Dapaglifiozin .

Unknown single’ rmpurlty

— Not' more than 0 5%

e Djétééiéd =

...|Total impurities

L Not more than 2 0% .

Not Detected,

" [For Sitagliptin__

T Not more than 02%

o Maximum srngle |mpur|ty
Total |mpur|t|es .

Not tore than 0.6%

: Remarks APPROVED (Sample conforms to above Speclficatlon)
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