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i M. J. BIOPHARM PRIVATE LIMITED

FINISBED PRODUCT

'CERTIFICATE OF ANALYSIS

I | sodium chloride; in § - 10% dextrose solutions; in 1
| 0.02% solution of sodium hydro carbonate; in the
2| Solubility | solution containing 5% of dextrose and 0.225% of Complies
l sedium chloride; in the solution containing 5 % of |
| dextrose and 0.15% of potassium chloride; in 2.5% \ N
__}i]“%‘r_n'annitol solutions. | !

ll NAME OF PRODUCT MEROPENEM FOR INJECTION USP 1.0 g —|
;‘Bu{ch]‘\':._—L—;‘ﬂ?P;IASCSOM-‘B - l A. R No. s MIFPIRI19/020 '
i MIg. Date T 04/2019 . Batch Size t o 65.0 Kgs. !
Exp. Date ¢ 032021 ; <I Release Quantity ;40101 Vials. ’
E Shelf Life 1 24 Months Released Date . ¢ 22.04.2019 J
| I‘m:lung 3 _SXOE;I- vials of clear glass, USP ‘I Ref. Specification No. I SP/I/FP/P/O_O:I B !
S e —— , | NE—
| No, | ‘TEST ( STANDARD J RESULT l
k- - . R el
.,! [ : Description I' White powder or white powder with yellowish tint. ’ White powder
; -} S(;lub‘ié -in_\.w;e:t;_f'or injection; in 0.9%; solution of ! ;

!

e

s T

} g ]j Identification I
! i !The retention time of the main peak in the | ‘
( ! chromatogram of the test solution should correspond | :
! 3.1 By HPLC | 10 the retention time of meropenem peak in the Complies
II i | chromatogram of the solution of mcropencm! |
f i e | standard sample. _L _‘
[ 32 Quatiwative Reaction B | ‘ _

Positive | Complies

1

F For Sodium
| Liberation of carbon dioxide, which forms a white
precipitate when passing through lime water

1 3.3 Qualitative Reaction A B
omplies

For Carbonates

Average weight of the vjal
I 4 i‘comem and deviations from

1.36920 ¢,

In accordance with the requirements. From 1.281 10 l

. 4153, 1348 g i 59
! the average weight 14158, 1348 gi£5%)

| 3% solution of the drug should be clear jn

|
L
|
|

. 4
|
]
|
|
‘ |
] o ) : - LAY T“_'"“ ¥ i
6 ;Crmlnuzrof‘SoImIOn 5% solution of the dlu?@lﬂﬂﬁ e Complies |

- | P em

31 Clarity of Solution ) . iy \ Complies
L_ﬁ R o | comparison with water foru;weq;ogi;;‘\ :
] — L3 |
!
'ﬁ_._h,}l,-ﬁ ——— irefe"e”ce Y3. ;:3-“' GA-CERTIFED ﬁj
[ 7 | pH (5% Solution) | From 7.3 10 8.3
:n-,w.- e e —— _f P — - : - [ | -——-ﬁl
ODM:039:F2:01 - N 2 @:w\) ' of 3
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Factory Address : L-7, M.LD.C. Indl. Area, Taloja, Dist. Réigad - 410 208, India. Tel: (91-22) 27402331, 27410956/0770 Fax: (91-22) 27402311
Regd. Office : 113, Jolly Maker Chambers No, 2, Nariman l’.uiut,_ Mumbai- 400 021, Mabharashira, Indis, Tel: (91-22) 61454000 (8 Lincs).
~baxy(91-22) 61454040 / 22048036, E-mail: mjbiopharm@mjbiopharm.com; mjgroup@mijbiopharm.com Visit us at Www.mj-india.com
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M. J. BIOPHARM PRIVATE LIMITED

FINISHED PRODUCT
CERTIFICATE OF ANALYSTS

-
NAME OF PRODUCT MEROQPENEM FOR INJECTION USP 1.0 g
Batch Na. 'M8050419 | A. R, No. MI/FP/P/19/020
| |
| Mfz. Date 04/2019 | Batch Size 65.0 Kgs.
Exp. Date 0372021 Release Quantity 40101 Vials.
l
! Shell Life 24 Months ' Released Date 22.04.2019
' Packing : fyop”t Wialsiof shearglass, LA | Ref, Specification No. SPAIFPIPIOOT
| 3; TEST STANDARD RESULT
: 14 | Toxicity The drug shouid be non-toxic. Complies
- 15 | Content of Sodium The content of Sodium in the drug -from 5 to 8% 6.8 % |
b P |
:‘ 16 | Assay By HPLC 'll“!;eoconlent of Meropenem in one vial - from 0.9 to 1.034 g, 5
i — R =1

Spuufc,dlwn
5 § Prepared By Checked By f Approved By
1 Officer QC Executive / Designee QC | Head QC

i @ dgpouny
| ‘ Signature .._’_Ui’ﬂ_

(Mr. Gajanan Channale)

-

ek

(M. Sibabrat Pal)

(Bte, Vistal pavnr]
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Fax: (91-22) 61454040 / 22048030,

E-mail: m]bmpharm(,mjbmphal m.com; m]group@,m]blophw:m com
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Factory Address : "L-7, MLL D.C. Indl. Area, Taloja, Dlst Ramad 410 208, India Tel: 91- 2")’?407331 ”7410946;’0770 Fax: (91-22) 2740231
Regd. Office : liS, Jolly Maker Chambers No, 2, Narmmn Point, Mumbai- 400 021, Maharashtra, Tadia. Tel: (91-22) 61454000 (& Lines)

Visit us at wivwv. mj-mdw cen
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