AEKJIAPAITHS O COOTBETCTBHUH

AEKTAPAHT, IIPHHUMA O AEKJIAPAIINIO O COOTBETCTBHY

Aopec: 392000, Poccus, Tamboscran obnacmy, 2. Tambos, ya. Bacmuonnas, 0.234, Teregon; 8(4752)44-66.13
B nuye: Tenepanpupiy Oupexmop Kymap Padorcug

3ASIBISIET, UTO

Aekapemsennoe cpedcmego, Meponenen, nopowiox Ons npuzomosnenys Ppacmeopa oas enympusenrozo 66e0eHs
12, gnaronwt (1), nausy xapmontsie, PY Ne JICP-007395/10 om 30.07.2010 (dama samens 03.04,2018), cepua
TM8020219, napmus. 30000 ynaxosok, 20dex do 31.01.2021, npowseodcmaa M . Buoghapm ITem, JImo,,
Hroua, M,J, Biopharm Pyt. Ltd, Plot Mo I, 7, MIDC Industrial Area, Taloja, Raigad 410 208 Maharashtrq
State, India koo OKIIN2 21.20.10.] 91, ko0 TH B3 3004200002, Kowmpaxm Ne MARVEL BIOSCIENCE
FZE2017 om 06.02.20] 7, unsoiic No 117/18-19 om 28.02.2019

COOTBETCTBYET TPEE OBAHHSIM

JICP-007395/10-30071¢ usm, No -4

AEKJIAPATTHS IIPUHSITA HA OCHOBAHHHT

npomokon ucnsimanus Ne 829p om 14.03.2019 HJT 000 HI} "PAPMOBOPOHA ", ammecmam akxpedumayuu
POCC RU.0001.21 @140, Cepmugpuram POCC IN.MZ07.C00848 om 15, 03.2019

@\\J

Kymap Pamxus
MOATHYs_) O.U.0
—
CBEAEHUS O PEI HCTPAIIMU

OPTAH ITO CEPTH‘DHICAIIHH, 3APETUCTPHPOBABII M AEKJIAPAITIIO

POCC RU.0001.11MI07 OPTAH ITO CEPTHOHKALHH HIPONVKIIHH OBIIECTBA4 C OI'PAHHYEHHOM
OTBETCTBEHHOCTHIO "PAPXUMTEK", adpec opeanusayuu: 107996, :

2 Mocxsa, yn. Moimuwunexas | -8, 0.25, adpec opeana no cepmudgpuxayuu; 107996,

2. Mocxea, ya, Moimuwyunckas 1-5, 9,25, men, '8 (495) 682-60-16, aeb-catim: www,fht,su

an'km Mataruna E.C.

HONNHCE ' Pyxosopurens OC




M. J. BIOPHARM PR‘I“VAT E LIMITED

CERTIFICATE OF ANALYSIS
lgAME OF PRODUCT : MEROPENEM FOR INJECTIONUSP 1.0 g -
Batch No. :  TM8020219 A. R. No. :  MIJ/FP/P/19/004
Mfg. Date ¢ 0272019 ' Batch Size  /{ +  55.0 Kgs.
Exp. Date + 0172021 Release Quantity : 30097 Vials.
Shelf Life : . 24 Months - | Released Date : 27.02.2019
Packing : f}?p;“ll vials of clear glass, USP | p ¢ goocification No. = SPAVFP/P/007 |
g:; TEST . STANDARD : RESULT
8 | Particulate Matters
Russian State Pharinacopoeia At visual inspection of 5% solution of the drug .
against dark and light background all visual maters Complies
- Al should be absent ‘
, The content of invisible matters to the naked eye:
European Pharmacopoeia Particles with a size = 10p: Not more than 6000 30/ Vial
‘ articles.
(By Microscopic Method) particies . .
Particles with a size > 25u: Not more than' 600 - 03/ Vial
particles. . : .
9 1 Impurity with a rclatwe retention time of 0.45 0.018%
~(For meropeuem) -Not more than 0.8%. .. ' ’
9.2 Impurity with relative retention time of 1.9 _
) ' Not Detected
9 | Related Substances (For meropenem) - Not more than 0.6%. '
9.3 The content of any other unidentified impurity —
0.298 %
Not more than 0.5%.
9.4 Total Impurity Content - Not more than 1.5%. 0.647 %
10 | Water Content '
Russian State Pharmacopoeia ‘
- 4 4 %. 799
X1 K. Fischer Method ERpAtD 12 ' ZT9%
11 | Residual Organic.Solvents | The content of acetone - NMT 0. 1% - 0.0030 %
12 | Pyrogenicity The drug should be & rogehic.. e ] Complies
> LG ANRM )\ P
@
13 | Bacterial Endotoxins Not more than 0,125 EU/mg of the ~ / . rEITIFED .125 EU/mg.
:{ Qi .»-a“
"‘{ Covk
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Factory Address : L7, MlDC llrdl Avea, Taloja, Dist. Raiga'd - 410 208, India. I'el (91-223 27402331 273'17('3—956.’0770 Fax: (91-22) 27402311
. Regd.-Office : 113, Jolly Maker Chambers No. 2, Nariman Point, Munibai- 400 021, Maharashtra, India. TeI (91-22) 61454000 (8. Lines).
Fax: (91-22) 61454040 / 22048030. - E- mail mgblopharm@m]biﬂphann com} ' mjgroup@mjbiopharm.com " Visit us atwwwmj-lndla com -
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M. J. BIOPHAR®M PRIVATE LIMITED

CERTIFICATE OF ANALYSIS

NAME OF PRODUCT MEROPENEM FOR INJECTION USP 1.0 g
Batch No. s TMB8020219 A.R. No. MI/FP/P/19/004
Mfg. Date 02/2019 Batch Size ! i 55.0Kgs.
Exp. Date ¢ 01/2021 Release Quantity : 30097 Vials.
Shelf Life : . 24 Months Released Date : " 27.02.2019
Packing : f&?pmll vials of clear glass, USP | p ¢ 'coccification No. = SP/VFP/P/00T
e 1. -
gr. TEST STANDARD RESULT
0. 0 . 7 -
14 | Toxicity The drug should be non-toxic. Complies
15 | Content of Sodium The content of Sodium in the drug -from 5 to 8% 6.6 %
e tent of M m in one vial - from 0.9 to
16 T Assay By HPLC E"g"““ SHllA AEEARRIS 1.043 g,

Remarks: The sample Comphcs/Boeﬁrotwmp%y with referénce as per above USP + In-House + Normative

Specification.
Prepared By Clie_cl'(ed By Approved By
Officer QC Executive /. Designee QC Head QC

<, WE

Signature /\/ng"‘fZ/ /
| (Mr. Suyog Sonawane) (M. Sibabrat Pal) (M. Shrirang Phadtare)
Date 9 HoMoLy 9+ 0242019 27 /0744_0/?_
QDM:039:F2:01
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. Facmr\ -&ddress L- '7‘ M.LD.C: Indl Ared, Taloja, Dist. Ralgad 410 208; Indis. Tel: (91-22). 27402331 2741095‘6/07‘!0 Fax: (91-22) 27402311

Regd. Office :

“Fax: (91-22) 61454040 / 22048030

E-mail: m}bmpharm@mjblopharm com;

113, Jolly Maker Chambers No. 2, Nariman Point, Mumbai- 400 021, Maharashtrn, India. Tel (91-22) 61454!100 (8 Lines)
mjgroup@m]bldpharm com  Visit us at www. mj—mdla com



M. JI:x. Buogapwm llpaiiBut JlumMuten

113, xxonan Meiikep Yembepc-II, Hapaman ITo#nT, Mymoan- 400021, Haaus
Ten: 91-22-61454000 (7 nunuii) Gaxc: 91-22-61454040 E-mail: mjexport@vsnl.com

M. Ix.BUHO®APM IlsT. JITA.

Tanomxa, Hapn-Mym6aii-410 208 (Muauns)

TOTOBBINA MPOAYKT
CEPTUOUKAT AHAJIU3A

HanMmenoBarue npoaykTa: Meponenem nopomox aasi nasexnuii ®CIIA 1,0 r

Homep cepuu : TM8020219 A.R. No. : MJ/FP/P/19/004
JlaTa npoM3BOACTBA 1 02/2019 Pazmep cepuu : 55,0 kr
Cpox roanocTi :01/2021 Bnyuiennoe Kon-so : 30097 jnakoHoB
Cpok xpaHeHHs : 24 MecAua JaTa BeInyckKa :27.02.2019
¥nakoeka : 30 mn dnaxons! GecuseTHOro Cneunpuranuus : SP/I/FP/P/007
crexna, @CLUA Tun 1

TECT HOPMA PE3YJILTAT

1. Onucanue Bemsiit unH enTOBATHIH IIOPOILOK. Beunklii mopouiok.

2. PactBOopHMOCTB

PacTsopuM B BOZe 1A HHbeKuHH; B 0,9%
pacTeOpe HaTpHsa XJIopHAa; B 5-10% pacTeopax

600/¢pnakon

nekctpossl; B 0,02% pacTeope HaTpus CoOTBETCTBYET
ruapoxap6oHaTa; B pacTeOpe, conepxkaiiem 5%
nexctposst H 0,225% HaTpua xaopHaa; B
pacTBope, conepxatnem 5% nexkctposbl H 0,15%
kanus xnopuaa; B 2,5% unu 10% pacteopax
MaHHHUTONA.

3. INoaauHHOCTD Bpema ynep:xupaHHA OCHOBHOI'O MHKa Ha

3.1 BOXX XpOMATOrpaMMe MCTIBITYEMOI'® PacTBopa CooTBeTcTBYET

JIOMKHO COOTBETCTBOBATL BPEMEHH
YACP)KHBaHHA NTHKA MEPONEHeMa Ha
XpoMaTorpamMme pacTeopa CTaHIapTHOTO
obpasua meporneHema.

3.2 KayecTBeHHaa peakuus b [TonoxwurensHas CooTBETCTBYET

Ha HaTpHi
3.3. KagecTBennas peakuus A Brinenenue yraekHenoro rasa, KOTopbii CooTBeTCTBYET
Ha xapboHATk! obpa3zyeT Genwlit ocanok Npy NponNycKaHHH

4yepe3 H3IBECTKOBYIO BOAY

4, Cpeansin Macca COAEPKMMOro | B cooTBETCTBHM ¢ TpeGOBAHHAMY, 1,38420r

thnaxona u oTkNAOHEHKe oT cpeayelt | Ot 1,281 no 1,415 r; 1,348r (+/- 5%)

Macchl

5. INpoapaunocTs 5% pacTBOp nmpenaparta A0/ KeH ObITh npo3painsiM no | CooTBETCTRYET
CPABHEHHIO C BOAOH AN HHBEKLHHA,

6. LiseTHOCTB 5% pactBOp nmnpenapaTa JAO/DKEH  BblAepicHBaThE | CoOTBETCTBYET
cpaBHeHHe ¢ atanoHoM Y3.

7. pH (5% pactBop) Or73 1083 8.11

8. Mexanuueckue BRAOYEHHA

ro XI Ilpn pu3yaneloM KOHTPONE 5% pacTeopa npenapara COOTBETCTBYET
Ha TEMHOM H CBETNIOM (DOHE MEXaHHueckue
BK/TIOYEHHSA JOJDKHBI OTCYTCTBOBATh
Esponeiickas @, Mexanuyecknx BKJIOYEHHIA, HEBHANMBIX

(MukpockonuuecKnii METOT) HEBOOPY)XEHHEIM Ia30M JDMKHO ObITb:
- wacTay ¢ pasMepoM = 10 mkm - mHe Gonee | 30/pnakon
6000/¢gnaxon
= YACTHIL € pasmMepom = 25 Mxm — He Bonee 03/nakon IS

Crp. 1

119334 Mocxksa, Jleuunckuii npocnekT, 1. 45, odpuc 495-496

[IpencrasutenscTBo B Poceun:

Ten.: (495) 935-72-06/07; daxc: (499) 135-13-96; e-mail: marvel@tsr.ru




M. /I:x. buogapm IlpaiBut JInmuten

113, Dxxonan Mefikep YUemGepe-11, Hapuman Ioiint, Mym6an- 400021, Mnana
Ten: 91-22-2202-0644 (7 nunnii) Paxc: 91-22-2204-8030/ 31 E-mail: mjexport@vsnl.com

M.I:x.BHO®APM IlsT. JITA.
Tanoaxa, Hapu-Mym6aii-410 208 (Mnansn)
TOTOBBII NPOXYKT
CEPTUOMKAT AHAJIM3A
Hanmenosanue nponykra: Meponenem nopomox anas unbeximii @CIIA 1.0 r
Homep cepuu : TM8020219 A.R. No, : MJ/FP/P/19/004
JlaTa npousBoACTBA 1 02/2019 Pasmep cepun :55,0kr
Cpok roaHocT : 0172021 Bnywennoe koa-8o | : 30097 dnaxonos
Cpok xpaHeHHns : 24 Mecaua JlaTa BeInycka :27.02.2019
¥Ynakoska : 30 Mx1 dnakons GecureTHoro Cneunduxauus : SP/I/FP/P/007
crexna, @CUIA Tun |
TECT HOPMA PE3YJILTAT
9. PoacTeennsie mpaMecH 9.1 [lpuMech ¢ OTHOCHTCTIRHBIM BPEMEHEM 0,018%
yaepxusanna 0,45 (no Meponencmy)- He Gonee 0,8%;
9.2 TIpuMech ¢ OTHOCHTEILHBIM BPEMEHEM He o6napyxeno
yaepskusanna 1,9 (mo Meponenemy)- He Gonee 0,6%;
9.3 Conepxanue noGoit apyro# 0,298%
HeunenTnduumposanol npumecu — e Gonee 0,5%.
9.4 Cymmapnoe coaepxanue npumeced — nc Gonee | 0,647%
1,5%
10. Bona 0
T'd XI. Metoa K, buwepa Ot 11,4% no 13,4% 12,79%
11. OcraToyHble OpranMyccKHe
N— Coznepxanue auetona - He Gonee 0,1%. 0.0030%
12, IMuporeunocts Tlpcnapat fonskeH ObITh ANKPOTEHHBIM Coorsercrayer
13. BakTepHANLHLIC JIAOTOKCHHBI He 6onee 0,125 ED/1 Mr npenapata 0,125 EB/1 Mr
14, ToxcHuHoCTL I1penapat nomken GbITE HETOKCHYHBIM CooTserctayer
15. Hatpui Conepxanne HaTpus B Ipenapate oT 5 a0 8 % 6.6 %
16. Konuuectsennoe onpencnenne, | Coaepxanne meponenema s | dnakone — ot 0,9 1o 1.043
BOXX 12r. i

MPUMEYAHHE: O6pasey cOOTBETCTRYET NPEANMCAHHEIM CTAHAAPTAM KA4ECTBA B cOOTRETCTRHM ¢ USP, MeToankoH dpmbl,

HOpMAaTHBHOM cneunduxaunch.

AHamM3 nposci: IMposepexo: YreepxaeHo:
(nojncs) NOJIHCE) (moanmuce)

Cyitor Conapanu CuGabpar ITan [pupanr [xantapy
Hucnexrop OKK Cr. uncnexrop OKK Hawansnux OKK
27.02.2019 27.02.2019 27.02.2019

Crp. 2

IpencraBuTenscTBO B Poccuu:

119334 Mocksa, JlennHCKHit TpociekT, 4. 45, opuc 495-496
Ten.: (495) 935-72-06/07; dakc: (499) 135-13-96; e-mail: marvel@tsr.ru
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J. BIOPHARMPRIVATE LIMITED

CERTIFICATE qF ANALYSIS
NAME OF PRODUCT MEROPENEM FOR INJECTION USP 1.0 g
Batch No. :  TM8020219 A. R. No. MIJ/FP/P/19/004
Mifg. Date ¢+ 022019 Batch Size :  55.0 Kgs.
Exp. Date ;0172021 Release Quantity ;30097 Vials.
Shelf Life - 24 Months Released Date 27.02.2019
Packing : 3,?;,?1] vials of clear glass, USP | p ¢ gpecification No.  :  SP/V/FP/P/007
o TEST STANDARD RESULT
1 | Description White p.owder or white powder with yellowish tint. White powder .
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 Complies
sodium chloride; in the solution containing 5 % of
dextrose and 0.15% of potassium chloride; in 2.5%
or 10% mannitol solutions.
3 | Identification
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 Complies
chromatogram of the solution of meropenem
standard sample,
3.2 Qualitative Reaction B Positi o i
For Sodium ositive omplies
3.3 Qualitative Reaction A | Liberation of carbon dioxide, which forms a white )
5 . . Complies
For Carbonates precipitate when passing through lime water
ight of the vial
o abes. t_o. © VI8 | In accordance with the requirements. From 1.281 to
4 | content and deviations from 1415 g, 1.348 g (& 5%) 1.38420 g.
the average weight Hi5g, 1348 g (=5%
0, : .
5 | Clarity of Solution SA} so!utmn . of the erfg' sIr{ould be clear in Bhmpliss
comparison with water for injection
pe - : .
i | Saloneaf Salntion 5% solution of the drug must stand comparison with Complies
reference Y3.
M
7 | pH (5% Solution) From 7.3 to 8.3 / \’*‘*R 2 8.11
Al :\( .2‘
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Factory Address : L~7, M.L.D.C. Indl Area, Taloja, Dist. Ralgad - 410 208, India. Tel: (91
Regd. Office : 113, Jolly Maker Chambers No, 2,1
Fax: (91-22) 61454040/ 22048030,

E-mail: mjbiopharm{@;

9\27401;28&@%995510770 Fax: (91-22) 2740231
Nariman Point, Mumbai- 400 021, N[ahar%}mw diu. Tel: (91-22) 61454000 (8 Lines,
mijbiopharm.com; nqgreup(‘mjbmpharm com Visit us at www.mj-india.cor
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PO(‘CHI/]CKOH (DE'IIE PAL {HH

M. Bnoq)apm I'}BT. Jlm H‘ WA |
M.J. B:opharm Pvt.Ltd,

] 13 Jolly Maker Chambers No
~ Mumbai 400 02] Ind

30072010

GeccpouHo

03.04.2018

Huclmpmauua 0 33perucTpHpOBAHHOM JIEKAPCTBEHHOM Npenapare:

Meponeﬁém

Meponeueﬁ =

NOpOLIOK AfIA npuroronneam pacrnnpa..:m
BHYTPHBEHHOTO BBEACHHA =

H o m. B nepBHYHOM A (natma KapTouuan)
‘ tlec‘rbo n‘pauqnoﬁ ynaxoslm B
_brpeﬂn'renbciéoii ynmmaue. KOMIJIEKTHOCTh)

 [Pexsusiral wopmarusito okyvenraunn[CP-00739510:300710°
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