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CERTIFICATE OF ANALYSIS

' GenerioName Dexamethasone Sodium F’hosphate Injectlon lP 4 mg/ml
| Brand Name DEXACAN | Product Code DX

(BatchNo. = |DXV250290A Batch Size | 308 Liters |
Mfg Date OCT.2025 'Exp. Date SEP.2028
Date of Sampling | 26/11/2025 Completed Date | 26/11/2025

|A.R.No. RLS/FP/250352 Specification No. | FPS006-03

Method | Specification " | Results

A clear ‘almost colourless |

| : A clear almost colourless solution | solution filled in USP
Description - - IP/ IH [filled in USP type | / type |l /type Il | type-l, 2 ml clear glass vial .

- glass container. , with blue colour ﬂlp off
- _____ R R B _ iseal .
- ' 'In the Assay, the Principal peak in |

the chromatogram obtained with ‘ " -

the Test solution corresponds -to

2 ldentlfloatlon A by HPLC IP  [the peak due to Dexamethasone - Complies
sodium phosphate in the

] chromatogram obtained with the| | -
- | Referenoe solution (a) ; _
- | ' 1P NLT7 Oand NMT85 | - 774 '

Il:’ NLT nommal volume N ml 1 - 2 O mI

Tests

No

|
3

Extractable volume

F’artloulate matter

Clear and oraotically free frorn ' | —l
particles when observed by visual ~ Complies
mspeotlon by the unalded eyes. |

| A] Visual inspection l P

n " i T - O BT~ T P—
e r L

e —

B‘; Partlcle size 2 10 pm H ‘ NIVIT 6000 per contalner ' - 211 87
Partlcle size 2 25 pm . - NMT 600 per contamer I 1 47

Free Dexamethasone " P 'NMT 0.5 % o o 0.207 Yo

Assay

|(Each 1 ml of solution| |\ 9500 and NMT 105.0% 1014 %

contains 4 mg 1P _ - _
Nexamathasone _ | (NLT 3.8 mg and. NMT 4.2 mg) (4.058 mg/mi).

 phosphate)

T WT 313 EW mg of .
: BET . P DexamethaSone phosphate Less than 15.6 EU/mg

Sterlllty _ 1P Should be sterile. R - - Sterlle

Corporate Ofﬁce No.07, KHB, industrial Ea?-ate,‘(e%ahanka New Town, Bengaluru-560064, India
CIN : U24111KA19981PT012343

- = T 'I,|i= i L = N -I.J_-..I.L-I.IL'\l‘ B I L R L L T Al L PR RER R ;_‘_' [ — T - T =4 (RERT L Vagrimms e o Py P : . - - - = o ol .. p— L= ol = M a = =3 - Cy ] 1] e I ] + " % PN s 3 o e > A - auf A ¥- B kt
b I‘ F ?}I 1 'f ﬁ: ‘\ ! :ﬁ‘ﬁ. "lih'.&r%-_sj '&-"T ‘Hk ?‘!‘:’é:‘d‘_ I’;--l'!& LH1i".'—T.'-:-'-'E.#:J.'J?1:';1'-"'-‘1-{- ':f:F_'-’;,:‘.}‘:,E_"._;;,.-;-_-gi Ny st E T b e e TR Ty s Py 3 T e 3¢ e ! & T 5 = sl S e b e A e AP e AT 0 L S 5 0 B e O T ) S b T R SO e e L T LA SRR S A E‘t L [-l-
*\H“T ot -'5 "t 5-1 e Va S 'T LR 1’ -&,{ *‘ "] AR A & o e RO 1N B R T PLE e Bt o 15 o Lot A Ay oy MR T g o T 5 K R S AR b R A AT e S e A L A e i n B b Ly S R Sy L e PSRN Y e T Y e e A VEAE R D ’i 111 71. .._‘.'-lé

5"-*@@”"*7' F'“’ l,, H-":f '-"-"'""::* '5" f' =i A R '% ?'i'“-.-- Sy TRt s B ST e AT SATERL RO ' Y e =7, e A e s T e N e S A RN R e e £ AR S Bt BT AN S et gt o S R S ~'..-‘-’-"r1'-,a,‘-'-r‘-;u“...m.,’s:' q, : by
g-l "'“rgﬂ'% sy W:F ﬁl‘.'f:li‘is:lﬁ -'i::FFf‘z‘ﬁ'ﬂ--" *rt g o 1*%”!{'#&'_“}:‘*}}&%:4"" ;{';ﬂ?,',;".?ff *';,!E“.'l',:}-“‘."-':{;!',?'n*'-f 135 | : : Fypar -y s 0 psat gt L T e BT A ALt o - T ) e B L - -_‘.*..-,-.=-:~;:E..r ....: 4..*
i::;:--u__h e (i }. AF s ‘..t i = R e e e e D L MR T L.
L LA -13’:_'1 q:{]-{,(“e ﬁ ¥ Wtk "':’_‘E‘- 'r. A L_gqr @!;tf,{ toinr T, Y, e il e TRy =S FiTei
- H = =T, " 'Tﬁ.‘ £ J ‘“ i o - = 'F:l' H whETy g =
" P L et = ] R - "‘aﬂﬂ il F'Eu-’I L

= — N . o h 4

L f = =i Pl [P35 im T At - s hrary 3
il .} 'ilr. -‘14 =l 3 x =y g ' |"\--.-F [l hi—.. = _JIJ_-E_ _||. i RN T # i - - " T, - by Ly ol M Ly Ll e R L s T - T ol LR [l =y = - - =
"""J"h":‘._:,_l;';ﬁ!g"? v *j'-:':,t—.gql-ﬁ _:ﬁ:_-.-‘i- ¥ -.;"h'l..;:..r. ‘:l-‘—‘._._J A B L ;1_-';-_'__[ -qr'_"-.'i_'-_: 8 b E: : 1p . ' R = i il . d 2 .ﬁ:‘ o EARETE .:-_.!- 41 DN L Ly l-"_"'l'_-" [F R 1.;;. -I:"‘E-'::i E",’:_I;' - i:ri s '_!E;I'"‘ ‘.r.'_l..':i.r LT I AT PR TP paT e e Fm vl IR ’j-_'a"f T B Gl ,-—"-\ .;
- =~ 3 e bt T~ - L e 5 ' s sl b - T e e -, 2= aed Wi T AL e e e T R A b e Lt I T I T e e e T TR R e e = T L [ -l BT e et P i “":-'-'-' * 7
- ; ; FEF PTEL - T LT R Ll e et W e e e T W e A Yy !'"-:,'.-_".!;- o, S oecr S B S Sr AL L o RS SR R T Jiveas Forend TA e ,-ir-" 2
X 3 = — G 1 It Ty oy _;_

r.J'_..I- - - [l e ey =y
e ¥ TR ,_.% ‘-r‘-_ﬁ}".»;;_r___:i'_'a‘:h'} - miE ‘_E]:,'-.f—-' b R AL =175 vamTee T "
I“‘ - -:i r, F ‘ﬁ 5 ] Lp- _!{r-"; },1-_"'.. {;:[':'-{‘ ..g'i:— }_ & 1}_ 'zl'r."‘f_.:_.'_'. ‘,11:“1? = 1?_- ril:?ﬁq%}.rf:-ui:gzd:_zh;hgﬁl- i.'_"-..l :i_,i_-:-'i-:- ;,__'F.:u 2 ":,H =X 3 EE -{ E e
T .

~
—

-_—
AL ELL I e e B A e u
Ll --:L:"".l‘h L AT e e T = aT, A L 5 -* * o Mg L] 4 I"L 2 o T Ll M T - A - i -
4 e R o R A L - = J - 3 ; L s o | L S LR - - B, ol e, e P L g e e SR S Pl Il St A Ry T e I m g ) r LS ok : g
iﬂ‘:". 2 T By e F R IR AR e i oy ¥y 2 3 ot v ok dEg P L e ;‘ nkh e i s A A R R = s e LA S e L e S ey i e S DR i) DLt et o O T e R I T T .3 :i !*" T
z :"._'( L u = - iF .- ¢y anr 'y = d - PR e = A TT iy by irfi! it 2 ‘;!' "“'—-“'_.,!* 1% o SRS S '.:"!;'-11'.'&5,' a1 P LR A '_1'": L sliie? & I PSRl R R e O S A T (S "l -""—t‘-i.’ '{1-:!
- = sl RES s M. 0 w Faig=e . P A Y & T SR e e "'.!""'._.":!i_‘_!' -:_'_f_:-"‘_-::,.*-,:f'!*:.'l-"‘:“'_'_—"_' _._ 7 _. -!-..'. .rg__i':n,.'f;l—'-':_n_t-t"

-

#nr. "--...:Ly ”‘ -ﬁ'

?‘13 G : P T
I II ! rl.-l_ul t I E q : ! .‘ _h' - . q T: r]::i"- aw wel ryg™ e m 5 = |_:'-1-r L I e e ¥ - E
j;-. . i E U'F' Tl I i: # '-?..i,‘-"":i:l:'.'-.:i::‘.'f ; '!T"F_ ig iEt"',._'-::" E.-' '{:._L:_!: atr tt' II'-:IJ:I E-F;.-"_"' A ‘E,'.. E ¥ .f" E
*ﬁi“ﬂsﬂ“‘ *"“*ﬂi""""' Widiihs PR Ve "-'*”‘ DR AR PSR I Uit P P S S IR SN, - TP

Format No: QC/O55!F01-02



Faitor“‘f Address : Survey N0.25/1, Hubli-Karwar

o R - {igl ay, Kadanakoppa, Kaighatag
S C | E N C E & ["rwf mJ Karnataka-581204, India
CERTIFICATE OF ANALYSIS
Generic Name Dexamethasone Sodium Phosphate Injection IP, 4 mg/m|
Brand Name DEXACAN Product Code DX
Batch No DXV25029A Batch Size 308 Liters
Mfg. Date OCT 2025 Exp. Date SEP.2028
Date of Samplmg 26/1 1/2025 | Completed Date | 26/11/2025
RLS/FP/250352 | specification No. | FPS006-03
I\Slc';. Tests Method Specification | Results
Additional tests |
o | Methyl paraben content NLT 90.0% and NMT 110.0% 100.1 %
Propyl paraben content |H NLT 90.0% and NMT 110.0% 98.7 %

Remarks: The product complies as per IP and In-house specification

_ Prepared by Reviewed by ~Approved by Authorized by

| Department Quality Control Quality Control Quality Control Quality Assurance
Name Toxon , ‘\ W hh'

- M.  C17Y) Y,
vesgnaton | 4 ouin gl | rooercs

| Date %\n\uvf 24 n/wzr 2{,’/;: 69\(;;\“ r)/ono/
Corporate Office: N0.07, KHB, Industrial Estate,Yelahanka New Town, Bengaluru-560064, India
CIN : U24111KA19991PT012343
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