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IMoaTBepAkIeHHE COOTBETCTBHSA BBO3HMOIO JIEKAPCTBEHHOI0 Npenapar
TpeGOBAHHSIM, YCTAHOBJICHHBIM NPH €r0 TOCYAapPCTBeHHOH perreTpamna Ne 1/2020

27.03 2020 r.

ToproBoe HaUMeHOBaHHE

Wmunenem u [unacratun Cnencep

MexyHapoaHOE HENIATEHTOBAHHOE
HaUMCHOBAHHE (MPYMITMPOBOYHOE HIIH
XUMHYECKOE)

WUmnneneMm + Hunacratu

JlexapcTBennas gopma

[Topomuiok /Uit MPUTOTOBICHHS PacTBOpa
Ui UHGY3UH

Jo3upoBka

500 Mr + 500 Mr

dopMa BeIMyCcKa

IIOPOLLIOK IS MPUTOTOBJIEHUS pacTBOpa
s uHdy3uid 500 mr + 500 Mr - rakoHs!
20 v (1) - mauky KapTOHHBIE

Homep cepuu (naptun) BE19098

O6beM cepuu (mapTum) 15300 -

Jata Bbliycka 02/2020

[oznen 1o 31.01.2022

Haumenopanue u aapec npoussoaurens (¢ | Kynep ®apma, Mnaus — Bce craaun
YKa3zaHHeM CTaJuil MpoH3BO/CTBA) TIPOM3BO/ICTBA

12/12, Shakti Nagar, Delhi-110007, India

Homep ¥ Jata perucTpaliioHHOro
YJIOCTOBEPEHUS

PY Ne JICP-001340/07 ot 29.06.2007

Homep HopMaTHBHON AOKYMEHTALIMH

HJI Ne JICP-001340/07-290607, uzm. Ne 1
or 14.02.2011, u3m. Nel ot 08.09.2011,
u3M. Ne2 ot 09.06.2012, u3Mm. Ne3 ot
20.08.2013, uzMm. Ned ot 30.07.2014

HaumenoBanue u anxpec Bnanensua
PErHCTPallHOHHOIO YAOCTOBCPCHHA

Cnencep ®apma HOkeit JIumuren,
Benukobputanus

Suite 404, Albany House, 324/326 Regent
London W 1 B 3HH, United Kingdom

3ak/oYeHHE: BBO3UMEIH JIEKapCTBEHHBIH IpenapaT COOTBETCTBYET TpeGoBaHHAM HOPMATHBHOM
noxymentauun HJ Ne JICP-001340/07-290607, usm. Ne I om 14.02.2011, usm. Nel om
08.09.2011, uzm. Ne2 om 09.06.2012, uzm. Ne3 om 20.08.2013, uzm. Ned om

30.07.2014
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(@oper

COOPER PHARMA LIMITED

C-3, Industrial Area, Selaqui, Chakrata Road, Dehradun — 248197, Uttarakhand

CERTIFICATE OF ANALYSIS

REGISTERED
(THE DRUGS & COSMETICS ACT, 1940 AND

EXPORTEHR

THE RULES THERE UNDER)
MANUFACTURING LICENCE NO. 16/UA/2007 & 18/UA/SCIP-2007

S

Ref. SOP No.QC-059

Name Imipenem & Cilastatin for Injection USP Report Number CPL/BE/FP/19/098
Imipenem & Cilastatin Spencer

Manufactured by Cooper Pharma Lid. Date of Testing 13/02/2020
Supplied by Cooper Pharma Lid, Date of completion 28/02/2020

Batch No. Date of Mfg. | Date of Exp. | Batch Size | Sample Quantity Packing Style Stage
BE19098 02/20 01/22 15300 Vials 62 Vials 1x 1 Vials Finished Product

Reference Protocol: USP
TESTS SPECIFICATIONS RESULTS

Description

flip off aluminium seal.

White powder filled in clear glass vial with

White powder filled in clear glass vial with flip off
aluminium seal.

Average fill 1060.0 mg + 10% w/w 1151.7 mg
Uniformity of weight | £ 10.0% of average weight Max . +0.93%w/'w
Min. -1.70%w/w

Identification

The retention time of the peaks for Imipenem
and cilastatin in the chromatogram of the
assay preparation correspond to those in the
chromatograms of the Imipenem standard
preparation and the cilastatin standard
preparation, as obtained in the assay.

The retention time of the peaks for Imipenem and
cilastatin in the chromatogram of the assay
preparation correspond to those in the
chromatograms of the Imipenem standard
preparation and the cilastatin standard preparation,
as obtained in the assay

Constituted solution

A- The solid should dissolve completely
leaving no visible residue as un dissolved
matter

B- The constituted Solution should not
significantly less clear than equal volume of
diluents or purified water contained in a

A-The solid dissolved completely leaving no visible
residue as un dissolved matter.

B- The constituted Solution not significantly less
clear than equal volume of diluents or purified
water contained in a similar vessel and examined

similar vessel and examined similarly. similarly.
pH Between 6.5 to 8.5 712
Loss on drying Not more than 3.5 %w/w 1.43 Y%w/w

Particulate matter

The constituted solution should be practically

Free from visible particles on visual inspection

(i)Visible Particles free from visible particles on visual

inspection.
(ii)Sub Visible Not more than 6000 > 10um 95 Particles
Particles Not more than 600 > 25um 20 Particles
Sterility It should be sterile Sterile

Bacterial Endotoxins

It contains not more than 0.17 USP Endotoxin
unit per mg of Imipenem and not more than
0.17USP Endotoxin unit per -mg of cilastatin

Less than 0.17 USP Endotoxin unit per mg of
Imipenem and less than 0.17 USP Endotoxin unit
per mg of cilastatin

Assay

It contains not less than 90.0% and not more
than 115.0% of the labeled amounts of
Imipenem (C;H,;7N;0,S) and

cilastatin (CgHzsN,055)

Imipenem: 496.52 mg
(99.30%)

Cilastatin : 514,21 mg
(102.84%)
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MepeBoa ¢ aHrNUACKOro A3bIKa

KYMNEP ®APMA JIMMUTEA
CEPTU®UKAT AHAITU3A

Mmunenem u Liunacratvi CneHcep nop. a/ux.
BaHue
HavmeHosanu (MHH VMuneHem + Liunacratut) Homep ananu3a | CPL/BE/FP/19/098
Mpoussoautens Kynep ®apma lta farta aHanu3a 13.02.20
MocTasymk Kynep ®apma Nra fata 3asepLueHus 28.02.20
Cpok O6bEM Konudyectso
Howmep cepuu [ata usrotoenexus oToBpaHHbIX ®dacoska
roAHOCTH napTuu
obpasuos
BE19098 02/20 31.01.2022 | 15 300 ¢pn. 62 ¢n. ®nakoHbl Ne1
MpoTokon aHanusa: UsP
MapameTtpsi HopMel Pesynbrarthl
ORlEsiTiE Benbiit NOPOLWOK B NPO3paYHOM CTEKNAHHOM (nakoHe |Benkiii nopoLuok B Npo3paqYHOM CTEKNAHHOM
C antOMUHUEBLIM KOMNAYKOM. dnaKoHe ¢ anOMUHUEBLIM KONMNAYKOM.
CpeaHan macca 1060,0 mr +/- 10% 1151,7 mr
Max: +0,93%
L 0 & 1
OTKNoHeHue Beca +/- 10% oT cpefHei Macchl Mu: -1,70%

MoanuHHOCTL

Bpems 3afepxKu NOABNEHUA NUKa MiMuneHema u
LiunactatuHa Ha xpoMaTtorpaMme NpefcTaBneHHoro
npenapata COOTBETCTBYET XpoMaTorpamme
cTaHfapTHoro obpa3sya.

Bpems 3afepxku NOABNEHUA NuKa
Umunerema u LiunactatuHa Ha
XpomartorpammMe npeAcTaBneHHoro
npenapara CoOTBETCTBYET XpoMaTorpaMme
cTaHpapTHoro obpasya.

MpurotoBneHHkbIH pacTBOp

A.lMopOoLIOK fOMKeH pacTBOPATLCA NOMNHOCTLIO, HEe
0CTaBNAA BUAUMBIX YacTuUL, B BUAE HEPaCcTBOPEHHOro
ocTaTKa.

A.lMopoLlok pacTBOPSAETCA NOMHOCTLI, He
OCTaBnAA BUAUMBIX HYacTuy B Buge
HepacTBOPEHHOMo ocTaTKa.

BE.MpuroToBneHHbl pacTBop 4oNMXKeH BbiTh He MeHee
Npo3paYHbiM, YeM paBHbIh 06bem pacTeopUTEns B
Takom xe hnaxkoHe.

B.MpuroToBneHHLIi pacTBop He MeHee
Npo3paYHblid, 4eM paBHbIN 06beM
pacTBOpPUTENA B TAKOM Xe nakoHe.

pH

OTr6,5n808,5

12

Motepsa Beca npu
BbICYLWUWBaHWUN

He 6onee 3,5%

1,43%

CopepxaHue TBEpALIX
yactuy
-Bugumele yactuuybl

MpUroTOBNEHHLIN pacTBOP A0MKEH BbiTe NpaKTUYEcKU
npo3pavHLM 1 6e3 BUgUMBIX YacTul

[MpuroToBNEHHbLIX pacTBOP NPO3paYHbIi U 6ea
BUAUMBIX YacTuy

CVE He 6onee 6000 npu gnuHe BonHbl >/= 10 HM 95 yactuy
o nMIRMER NatTHLE He 6onee 600 npu AnNuUHe BONHLI >/= 25 HM 20 yactuy
CrepunbHOCTb HomxeH GbiTb CTEpUNbHLIM CTepunbHbIid
Baktepuanchbie He 6onee yem 0,17 USP 3E/Mr MeHbLwe yem 0,17 USP 3E/mMr
SHAOTOKCUHbI
CopepxuT He meHee YeM 90% u He Bonee yem 115% WUmunexem: 496,52 mr (99,30%)
Cocras: OT 3asBnexHHoro konuyectsa MmMuneHema

Linnactatuh: 514,21 mr (102,84%)

3aknoyeHue:

AHanu3 BLINONHER
=
Hara: o

(C12H17N3048) v Liunactatuna (C16H26N205S)

&

MpoBepeHo:
Hara:

28.02.2020 fara:

YTeEpPKAEHO:
28.02.2020




