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TOTOBBIA MPOAYKT
CEPTHOUKAT AHAJIM3A

Hawumenosauue nponyxra: Meponesem nopomox s nusexunit ®CIIA 1,0 r

Homep cepin : TM8030918 A.R. No. : MI/FP/P/18/017
Jlata npowssoncrea | 1 09/2018 Pasmep cepun 150, 0xr
Cpox roanocn : 082020 Bnyitennoe Ko1-B0o : 35461 pnaxouor
Cpok xpanennn : 24 mecaua Jara aunycsxa 121.09.2018
Ynakosxa : 30 mn dnaxonw Gecusernoro Crneunduxauun : SP/U/FP/PI007
: e crexna, CIUA Tun 1 | v
TECT ___HOPMA PEIYJABTAT
1. Onncanue Benuifi uan xenroatrit mopomox. Benstit nopomox.
2. PacTeOpHMOCTS Pacrsopum B Bozte fing REsexunit; B 0,9%
PACTROpe HaTpRA XNOpRAa; & 5-10% pactsopax
mmaﬂ,&%pacmpem Cootsercrayer
; B pacTsope, coaepwaimenm 5%
nexcrposs: # 0,225% natpux xnopuaa; B
pacrsope, conepxamieM 5% acxctposst 1 0,15%
mmmmnﬁ%mw%pacnnpax
b MAHHHTONA.
3. NoanurHocTs Bpemynepmxmocmsmmm
1 3.1B3KX XPOMATOTPaMME HCTIMTYEMOTO PacTsopa Coornercrayer
[JOMKHO COOTBETCTBOBATE BPEMEHH
YyAepRHMBAHUA NHKA MEPONEHEMA HA
MME PACTBOPA CTRHABPTHOMO
olpasia Meponerema.
3.2 Kauectsennas peaxuun B TMonoxurentsas CoorsercTayer
Ha BaTpuit
3.3. Kavecrsenuan peaxnas A | Bsinenense yrnexnucnoro raza, koropsift Coorsercrayer
na xapGoraTh oﬂpnye‘rﬁmﬁmnpnwmm
4, Cpemnan Macca COQCPRMMOTD -Beomummnc 1,36059 1
taaxoua n orTionenne or cpeanell | Or 1,281 2o 1,415 r; 1,348r (+/- 5%)
5.Tipospaumoes. mmmpwmmmmamem CooTaereTyer
- i CpaBHCHMIO ¢ BOJOR AR Murbexiinh, Gl e
6.{hqnm 5% pacteop mpenapara JOMKEH mepmm CooTsercrayer
' HHE ¢ ITANoHOM Y3, ;
7. pH (5% pacraop) 01730083 8.14
8 Mmocmm
e Xi Tipu mnyanenon xourpone 5% pacrsopa npenapata | CooTBeTCTRYCT
HA TEMHOM K CBETAOM (OHe MEXRHHYECKHE e
Esponeiicxas @, Mexannyeckix Bxmodennh, HEBHANMBIX
{Muxpocxommyeckull Neton) HEBOODYREHHEM FIH30M ROMKNHO BTh:
- wactHn ¢ pasmepom = 10 mkm ~ ne Gonee | 33/gnaxon
HACcTHN ¢ pasMepoM > 25 miod ~ ne Gonee 03/dnaxon W\
' 737 ““f}
Cmp. 1 paf HUMBA! 3 C
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Hanmenosanne nponyxra: Mepomenem nopomox 1% uunexunil ®CHIA 1.0 r
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Cpox xpaueuns 1 24 Mecana Aata puinycka :121.09.2018
Ynaxonxa '+ 30 Mn daaxonu Gecusenoro Creundnxanns : SPAUFP/PAOOT
crexna, GCIIA Tun | . ?
TECT _ HOPMA __| PE3YJIBTAT
9. Poncacmnie npumecn 91Mcmmm 0,006
yaepxusauns 0,45 {no Meponienemy)- ne Sonee 0,8%;
9.2 IpuMect ¢ OTHOCHTEALHEIM BPEMCHEM 0,004

yaepuusauus 1,9 (no Meponenesy)- we Gonee 0,6%;
9.3 Conepuanne mobolt spyroli

l&mmmm e Gonce 0,5% 0,08%
1 94 Cymmaphoe conepianse npumecel — me Bonee

 1,5% 0,18%

| Or li#ﬁnﬂ;ﬂéﬂ . ke 13,01% :
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M.J. BIOPHARM PRIVATE LIMITED

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS
NAME OF PRODUCT MEROPENEM FOR INJECTIONUSP 1.0 g
Batch No. TM80320918 A.R. No. MI/FP/P/18/017
Mifg. Date 09/20i8 Batch Size 50.0 Kgs. :
Exp. Date 0872020 Release Quantity 35461 Vials.
| Shelf Life 24 Months Released Date 21.09.2018
Packing f)?p;“l‘ vials of clear glass, USP | por gpecifieation No. SPA/FPIPIO0T
. TEST STANDARD RESULT
1 | Description White powder or white powder with yellowish tint. White powder .
Soluble in water for injection; in 0.9% solution of “
socdium chloride; in 5 - 10% dextrose solutions; in
0.02% solution of sodium hydro carbonate; in the ;
2 | Solubility solution containing 5% of dextrose and 0.225% of Complies :
sodium chloride; in the solution containing 5 % of
dextrose and 0.15% of potassium chloride; in 2.5%
or 10% mannitol solutions. | wh
3 | Identification
The retention time of the main peak in the % mk
chromatogram of the test solution should correspond '
3.1 ByHPLC to the retention time of meropenem peak in the Complies
chromatogram of the solution of meropenem f
standard sample. !
| , .
32 itative Reaction B ;
| L s Positive Complies :
| For Sodium ) AL
3.3 Qualitative Reaction A | Liberation of carbon dioxide, which forms a white Bossatik
For Carbonates precipitate when passing through lime water e =
Averagesweight of the vial < s ; :
: {. : ‘
4 | content and deviations from lln :Ic;:ordiag:; w'(t: :;:)mmmmms . 1.36059 g. p=
the average weight s i o
5 | Clarity of Solution 5% so?utlon 'of the dnig' sh}ould be clear in Complles
comparison with water for injection . .
i the dn stand ¢ o Wi ;
6 | Colourof Solution 5% solution of the drug muststand COREROAWAR | Complies
reference Y3. . U Y LTI
7 Nt i
\3 Fa iz i
7 | pH (5% Solution) From 7.3 10 8.3 : { ,;1.-'/ GA-CRRTIFIED Yo 8.14 ;
v 5% -
"\* | Bign. ® }
QDM:039:F2:01 A gy A Page | of 3
Nt e/

= Y ot Ty o

Factory Address : L_-?. M.LD.C. Indl Area, Taloja, Dist. Raigad - 410 208, India. Tel: @hﬁﬁﬁ@sﬁrzmmmm Fax: (91-22) 27402311
Regd. Office : 113, Joily Maker Chambers No. 2, Nariman Point, Mumbai- 400 021, Maharashtra, India. Tel: (91-22) 61454000 (8 Lines).
Fax: (91-22) 61454040 / 22048030,  E-mail: mjbiopharm@mjbiopbarm.com; mjgroup@mjbiopharm.com  Visit us at www.mj-india.com



' Mf J. BIOPHARM PRIVATE LIMITED

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS
NAME OF PRODUCT MEROPENEM FOR INJECTION USP 1.0¢ ;
Batch No. TM8030918 A.R.No. MJ/FP/P/18/017
Mfg. Date 0972018 Batch Size 50.0 Kgs.
Exp. Date 0872020 Release Quantity 35461 Vials.
Shelf Life 24 Months Released Date 21.09.2018
Packing f;’pem: vials of clear glass, USP | por Specification No. SPIVFPIPIO0T |
v NERNDRE S
1 TEST STANDARD RESULT |
* -
8 | Particulate Matters i
+ .| At visual inspection of 5% solution of the drug .1,
Russian State Pharmacopoei |
_ ® | against dark and light background all visual maters Complies :
# should be absent : e
The content of invisible matters to the naked eye: ;
European Pharmacopoeia Particles with a size = 10u: Not more than 6000 33/ Vial !
i " pnmcies i
(By Microscopic Method) :
Particles with a size = 251 Not more than 600 03/ Vial
particles.
9.1 Impurity with a relative retention time of 0.45 0.004% !
(For meropenem) - Not more than 0.8%. : ]
9.2 Impurity with relative retention time of 1.9 0.004% 1
9 | Related Substances (For meropenem) - Not more than 0.6%. ol
9.3 The content of any other unidentified impurity ~ EhER ;
Not more than 0.5%. i
, 9.4 Total Impurity Content - Not more than 1.5%. 0.18%
10 | Water Content :
Russian State Pharmacopoeia | £ 11 410 13.4 % 13.01 % :
X1 K. Fischer Method Gl
i
11 | Residual Organic Solvents | The content of acetone - NMT 0.1% 0.0044 % ;
‘ LD - ‘;
12 | Pyrogenicity The drug should be apyrogenic. / 53?“‘ “\“»A Complies
7 .: ERYIERARY \‘Qj ......__,...l
13 | Bacterial Endotoxins Not more than 0.125 EU/mg of the grég, ix;e-r‘@‘ } %\'c 0.125 EU/mg. i
ke 1 (eI 5 J
s S = Page2of'3
DM:039:F2:01 i P G 5 g
= N A ,*Mg\f:

Factory Address : LT, M.LD.C. Indl. Are, Taloja, Dist, Raigad - 410 208, India, Tel: (91-22) 2740 '
4 : . , India. Tel: (91- 2331, 27410956/0770 Fax: (91-22) 27402311
Regd. Office : 113, Jolly Maker Chambers No. 2, Nariman Point, Mambai- 400 021, Maharashtra, India. Tel: (91.22) 61453009)(: Lines).

Fax: (91-22) 61454040/ 22043030.  E-mail: mjbiopharm@mjbiopharm.com; mjgronp@mjblopharm.com  Visit us at www.mj-Indls.com -



@‘ M. J. BIOPHARM PRIVATE LIMITED

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS
NAME OF PRODUCT : MEROPENEM FOR INJECTION USP 1.0 ¢
Batch No. ;. TM8030918 A. R. No. :  MYFP/P/18/017
Mfg. Date : 092018 Batch Size : 50.0Kgs.
Exp. Date ;082020 Release Quantity : 35461 Vials.
Shelf Life : 24 Months Released Date : 21.09.2018
Packing . :t‘;’p:“i‘ vials of clear glass, USP | p oo ooccification No. @ SPV/FP/P/007
i TEST STANDARD RESULT
Sterility
" Russian State Pharmacopoei a4
an i ; :
Xii Microbiological. The drug must be sterile. . Sterile
15 | Toxicity The drug should be non-toxic. Complies
16 | Content of Sodium The content of Sodium in the drug -from 5 to 8% 6.76 %
17 | Assay By HPLC ':‘t;c gcomm of Meropenem in one vial - from 0.9 to 1032
' 2
Remarks: The sample Compﬁuleoﬁ-notmmpty-wi& reference as per above USP + In-House + Normative =
Specification. T
Prepared By Checked By 1 Approved By
Officer QC Executive / Designee QC . Head QC Ak
£ |
Signature ?“60 : / ?
/| (MrSuyog Sonawane) _ (Mr. Sibabrat Pal) (Mr. Shrirang Phadtare)
'Date - 21109 |01 &l\(‘ﬁﬂwl% e [M/thg "
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Factory Address : L-7, M.1D.C. Indl Area, Talo}s, Dist. Raigad - 410 208, India. Tel: {91-22) 27402331, 27410956/0770 Fax (91-22) 27402311
.!lcgd. Office : 113, Jolly Maker Chambers No. 2, Nariman Point, Mumbai- 400 021, Maharashtra; India. Tel: (91-22) 61454000 (3 Lines).
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