M. J. BIOPHARM PRIVATE LIV

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS

NAME OF PRODUCT : MEROPENEM FOR INJECTION USP 1.0 g

Batch No. : TME100619 A. R. No.

Mfg. Date : - 06/2019 ‘ Batch Size
| Exp. Date : 05/2021 Release Quantity ¢ 200964

Shelf Life = : 24 Months Released Date 1 29.06.2

- ) g

| Packing fy(;én[] Vials of clear glass, US! Ref. Specification No. ;= SP/I/FP

E‘"' TEST STANDARD

No.

!
I | Description White powder or white powder with yellowish tint,

Soluble in water for injection; in 0.9% solution of
sodium 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
sodium chloride; in the solution containing § % of
dextrose and 0.15% of potassium chloride; in 2.5%
or 10% mannitol solutions. |

3 j_fdenriﬁcation

F : : The retention time of the main peak in the
| chromatogram of the test solution should correspond

3.1 By HPLC to the retention time of meropenem peak in the
chromatogram of the solution of meropenem
. L standard sample.
| 3.2 Qualitative Reaction B .
f ) ) Positive
| For Sodium ¥
! T . : : LT . .
‘ | 3.3 Qualitative Reaction A | Liberation of carbon dioxide, which forms a white
! I For Carbonates precipitate when passing through lime water
I 3 :
| Average weight of the vial
I . . .
h ! content and deviations from In accordance with the requirements. From 1.28] to 135474 g

comparison with water for injection

.

! | the average weight 1.415 g 1.348 g (+ 5%) . J
T ! 0, . - e - !
| j et Sulaion 3% solution of the drug should be clear in Complies —J
| -
|

; 9 i WM 4
| Colourof Selutios 5% solution of the drug must stand com;igmiggﬁﬁtfﬁﬂ h ¥, Gomplies J
| reference Y3, 7.9 4 l

i . . ~ o/ T CERTIRER | f,\ '
7 ' pH (5% Solution) From 7.3 to 8.3 . 2 Fap - 18,01
& 2 fo] |
T, VL TR e
QDM:039:F2:01 i \};{_"\{;w ;znrhffj/{;r';f Page | of 3
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Factary Address : L-7, M.1.D.C. Indl. Area, Taloja, Dist. Raigad - 410 208, India. Tel: (91-22) 2%233‘!.'2‘?41{]956/0770 Fax; (91-22) 27402311
Regd. Office @ 113, Jolly Maker Chambers No. 2, Nariman Point, Mumbai- 400 021, Maharashtra, Indis. Tel: (91-22) 61454000 (8 Lines),
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@ M. J. BIOPHARM PRIVATE LIMITED

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS

NAME OF PRODUCT : MEROPENEM FOR INJECTION USP 1.0 g

Batch No. ; TM81006I9 A.R. No. ;. MIFp/P/ i9/031
Mfg. Date . 06019 | Batch Size. - : 40.0Kgs.

Exp. Date : 052021 Release Quantity ;20096 Vials.
Shelf Life ;24 Months Released Date : 29062019
Packing : Sy()p:tll VilsorclenRian, UAF Ref. Specification No.  :  SP//FP/P/007
i) TEST -~ STANDARD RESULT |
14 | Toxicity The drug should be non-toxic. Complies
15 | Content of Sodium The content of Sodium in the drug -from § to 8% 6.8 %
16 | Assay By HPLC 'lrgegcontent of Meropcrlem in one vial - from 0.9 to 0.994 g,

Remarks: The sample Complies/Qoes-rot-eemply with reference as per above USP + In-House + Normative
Specification,
Prepared By Checked By Approved By
_ Officer QC Executive / Designee QC . Head QC
Signature @&jﬁnnf\ ' /I”—M#
| (Mr. Gajanan Channale) (Mr. Sibabrat Pal) (Mr. Shritang Phadtare)
Dae 2-9Y06lo1q 241062019 29/6 G,[?,Dli
. *—-;,
) / (
/" QA-CERTILED
( 'E] ‘; ) ‘-
FA signs ?I%'[ g |
‘\ ’A\ feie " H
- J(_»“\ —\‘ -
; - %ﬁ
QDM:039:F2:01 M Page 3 of 3

Factory Address : L-7, M.LD,C. [ndl. Area, Taloja, Dist. Raigad - 410 208, India. Tel: (91-22) 27402331, 27410956/0770 Fax: (91-22) 27402311

Regd. Office : 113, Jolly Maker Chambers No. 2, Nariman Pmnt Mumbal- 400 UZI Maharashtra, {ndia, Tel: (91-22) 61454000 (8 Lines).
ceem A thinnbarm sam Vikit ne at www.mi-india.con.



NIISI)[OAIRI ([1IBW-D (96 [-SE 1 (601) Me) $L0/90-TL-5E6 (SoF) TIdL
Y 96b-Cob ouho ‘¢ U ‘1aud0dil HHMIHHMHUD][ “BEMI0N HELO1 |
o THHO00,] # QELIMLALHHRLIVA] ]
L | dey
RN P Y e —
*\‘E_ﬁe’*//// nonerdy009 ) 1
- noxerdy, L0 201109 At — WAW ST 2 wodawend 2 MKRLOBH - |
l osen /0009
noxeidyg | I WEOQ AW - WA (] < wodawend o mMIaRL - {
! LALI9Q ONMITON WOERILE wranasadoosan (1ro1a guEdaRKuoNdNIY) |
NITWHITHEDI THHHIKOLIXS XHMDILMHEXD|N ‘@ Beaalat0duT
|
ALPEOHLILAZLO TTHHL O KHHIROIUNE |
. } DHAIDKMHTXIW .11%0!1} WOILIED W INOHIWIL B | |‘
1afa12100100)) | vaedenadn rdousond 0 ¢ arodinoy wonwreiend udp IXal |
| EHUIROUMNH Ji(}{ﬁ:\hllilnx.‘?[\' ﬁ
10'g £ROVELIO (dossond vye) 114 L
N TA Wonoric 5 antoraeds | B i
1afaraiou1007) | aressordarian naxaon viedenadn  dousond  o4¢ TN EE
= e KO orot o omiiniedd o
12A0191041007) l on wiannedeod 9uag nasor viedenadi dosravd v, qraonnedeod)| ¢
208N
(246 =/+) J8EETT ST 0¥ 18T L0 DD 1O DHHINONNLO It nioer
LeLpsel | i HWNKHIERO0AL 3 HIEIDIDNL00D §] | atominrdaton pdaEN humfag__?_ ) i
1 ' {0 olAsoN 10atEN £adan \
I wanexauodin wdu xoveao yarag Lokeedoo l enogdey ey
LAAA1ILILOOD) \ yiadoroy eend QLOIANNDILIA dHHavwAYE] |V ginmeod BEHHALLIANEYN ¢ |
| ‘ pndies en |
19KH10L28L00]) t BRHULDLINOLO]] | q winaead BRRHIA1IOREY 70 !
| a
L ‘pwanatodan engedgo |
oronderness edoarond awwediolewodx ‘
it piwanatoda ey siieanydar \ |
unawady 4 1EI0H1ILIEI00D OHMION !
13A89.LILIELO0) edosroed csomakiimon awwediorewody | X¥ed e |
; vi e olongonao gnueanydor swadgl | qLaoHIIINOLL ¢ |
% i : "RIOLMHHIER -
xodoaioed o0 MM 048°T @ ‘erndourx suieN i
0,610 W 19eedIoNal 048 warnexdaroa adosLoed !
I u ‘pridory sudien 04677 0 1t 19e0d1oNal |
0,6 wamnewdarod ‘adomioed 1 terenogdmodrul |
12£419128L00)) winclieit adosraed 04,70°0 8 H19codioxar
xedouraed 0,0 1-¢ 8 ‘eridoirx sndien sdosiaed |
! 0460 8 IHIHTINDLHIT BIT 2104 o }\}IdUﬂ.l.DU,] ‘\ e i tLl.D(Jl’\H(%OﬂJMTd :_'
it e | e i
omodou yiarag L swotnodon HIELLBSHOLIING HITH HI9109¢ :{ mllll‘.JllL_L_e:’]l_;
LVIAIrA€dd [ VINdOH | il |
N ) " 1 [ VIO Brso l |
,‘_(]{);d;‘dd,-’[,’dg d ' ;sunnxmbulmu_) QIOHLIINIINO l'mO!lﬂl.”tb W Qe BMAOMEL A [
61029067 \ ENIALITH BLRY] I BHEIIN +7 ¢ l punanedx xo0d) |
woserd 96007 | on-1roM donndMANY | 120Z/50 ¢ | sraonros Mod?y |
mo'or: | undan dawseg | 610Z/90: | vuLaroatnodn gie]’
1€0/61/d/de/TIN ‘L ON W'V ‘ ,6190“1%"_\51_-1;_%,‘_ nudaa da.uﬂj

10°1 VITIO® HHINILHH BIT 7:~mu10(l’0u wanauodapy :nj.ﬂ.(!;‘a)du OHHBHOHAIWHZ ]|

VEUITVHY LVIHOHULIED

LMAYOdT HI9801L01
(BHUHY) §0T 0 [F-HEQRAA-HHEH “ERLOLE]L
vap aES ] N VO ONY ¥

09 [USADHOARSNT oW OFOFst19-22°16

BHI] 1 T000F -HEQWAIY ‘1Huof] newndeyy ¢

vorunny Lnaned(] wdedong

avugy (Wunur L) 000rsE19-77-16 1191
[1->daguap, dadidy Hrrok]’ el

WY N



M. JI:x. Buogapm Ilpaiisut JInmuren

113, Jlwonsn Meiikep Uembepe-11, Hapuman IojinT, MymGan- 400021, Hius

Tea: 91-22-2202-0644 (7 annnii) Maxe: 91-22-2204-8030/ 31 E-mail: mjexport@vsul.com

M.JLx. BHOMAPM M. Jr
Tanomaaa, Hapn-Mymoaii-410 208 (Huans)
rOTOBLIN NMPOJAYKT

CEPTUOUKAT AHAJIM3A
Hansmenosanue npoaykra: Meponenem nopomor st nnbsermnii @CHIA 10T

Homep cepun : TM8100619 A.R. No. : MJ/FP/P/19/03]
Jlata npon3BoacTra - 06/ 2019 | Passep cepin 1400 kr
! Cpok roaHocTH 1 05/2021) | Bnynennoe kou-so | 20096 daaon
| Cpor xpanennd : 24 Mecaua Jdata BeinycKa :29.06.2019
- VnaxkoBka 2 30 Mo paaxonn Gecunetioro Crenndurauns : SP/I/FP/PIO0T
11 crexn, MCHIA Tun | | )
| TECT HOPMA PEIYJILTAT
[9. Poacrsennsie npuseci 9.1 Tlpustech ¢ OTHOCHTEILILIM BPCMENEN 0.,005%
vaepansanis 0,45 (no veponenesy)- ne Gozee 0.8%.
| 9.2 TIpHMECh ¢ OTHOCHTEABHLIM BPEMCEHLM 0.002%
| yaepaAnsanng 1,9 (110 Meponenesy - ue Gonee 0,0%;
9.3 Coaepmxanne moGoii ipyrod 0.058%
HEHACHTHPHIMPORANION NPHMECH — He Bolee 0.5%.
i 9.4 CyMMapHO® COJACPKAnG BpHMecei — He Gonee | 0.189%

1.5%

10. Boja Or 1 !‘4'} o 10 13.4% 13.06%

I'® X1, Meroa K. duicpa N |
11 OCTa104nbIC Opramiccrne
f Coaepaanue aterona - ne Gonee 0,1%. (0.004%
| pacrsapuTeas -
12, 1 IsporenineTs TTpenapar A0/mkei OLITL AlHPOTCHHBIM ;
i p penep p CooTRETCTRYCT !
|
! L |
13 BaKTepHAZIBILIC IMAOTORCHIDI : Gonee 0, 2D/1 MI npenapat
SaKTep ¢ JHAOTORCHI He Gonee 0,125 ED/1 mr npenapara 0,125 EI mr
L R : i
|14 Toxenunocrs [penapar goamen GLITL HETOKCH'TILIM -
} COOTHCTCTRY ST
| 1S Harpui Cosepkanse natpus s npenapare o135 10 8 % 689
} . 0
| 16, Komuecrnemioe onpeaeneine, | Copepmatne meporienesa n 1 gaaxkone - o1 0,9 110 0.994 1

| BOKX o 12T,

NPHMEYAHNE: OGpasen cooTReTCTBYCT NPEANHCAIILIM CTRIAPTEM KAUCCTBA B COOTRETCTRRIL ¢ USP, MeTOHKOH hHpMilL.
i HOPMATHBION cnetmgukanued,

ANQIHI TTPORE: lTposepeno: Yreepwaceno:
(NOATHCEL) HOAITHCH) (HOJIKCL)
IMarxanan Yannane Cubabpar Hax Hlpnpanr Nxarraps
Hucnexrop OKK Cr. mnenexrop OKK Hauaaennk OKK
29.06.2019 29.06.2019 29,06.2019

Crp. 2

[Ipencrasurenverso B Poccuu:
119334 Mocksa, Jleunicknit npocnekT, 1. 45, opue 495-496
Ten.: (495) 935-72-06/07; dpaxc: (499) 135-13-96; e-mail: marvel@tsr.ru
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