Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Keropon™ (keToposniak) pacTeop [is BHYTPHBEHHOIO U BHYTPHMBILLIEYHOTO BReAEHNS, 30 Mr/m
Batch No / : V240057 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 040002431838 Date of Analysis / : 28.02.2024
AHa/IHTHYeCcKHii oTyer No Jara anannsa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npouspocraa T'oaen 10
Analysis performed according ND / Ananus nposeaen no HJI: JIIT-001365-170222

Pagel of 5/Crp.1n3 5

ITpo3paunslii GecLBeTHBIH pacTBop.

i.‘? Test / Tlokasatenn Results / Pe3yabTaThbi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ IlpospauHblif 6eCLBETHBIH MiIH
CBETIO-XENTHIit pacTBOP.

2 Identification /
MMopnuuHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
YIAEPXKMBaHUSA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHAM
YIOEPKUBAHUA OCHOBHEIX MMKOB Ha
XpoMaTorpamMmme CTaHOAPTHOTO
pacTBOpa KeTopoJiaka TPOMETaMHHa
7§ HampoKceHa (pazmen
«KoJIHuccTBCHHO® onpeaenenues)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YIOEPKUBAHHA OCHOBHBIX ITMKOB Ha
XpoMarorpamMme HCIIBITYEMOTO
pacTBopa HOMXKHBI COOTBETCTBOBATH
BpeMEHAaM YAEpXKUBAHUS OCHOBHBIX
HKOB Ha XpoMaTorpamMmme
CTaHAAPTHOTO PacTBOpa KeTopoJjaka
TPpOMeTaMMHa M HalpoKceHa (pasnen
«KoumnyecTBeHHOE onpenenenuey)

3 Clarity / Ilpospa4nocts

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuesums
npenapara He 10/KHA MPEBBIIATh
OTIAECLIEHIHIO 3TAJIOHA CpaBHEHHMS 1.

4 Color / IlgeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anvde BoNHbI
430 M.

5 pH 7.33 From 6.91t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
[Tpumeuanne: Iponykr cootsetcTByeT TpeGosanusam HJJ

Conclusion: APPROVED /
3aknmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno:; Santosh
Kumar Maurya 1_}7 \

b=

Checked by /
Iposepeno: Pardeep Kumar

g

Approved by: Manager/Executive /

Abhishek Chauhan

Onobpeno: Menemxkep Emmmwena

Reprint Date /

Jara: 28.02.2024

Reprint Date /
Hara: 28.02.2024

Reprint Date /
Jara: 28.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

ITpogyxkr: Keropon" (ketoposak) pacTBOp isl BHYTPUBEHHOTO M BHYTPHMBIIEYHOTO BBEACHNUS, 30 MI/Mit
Batch No / 1 V240057 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnys
Analytical Report No / : 040002431838 Date of Analysis / : 28.02.2024
AsanuTn4eckuii oTuer Ne Jata ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npon3Bojacrea Tomen 1o

Analysis performed according ND / Ananns nposenen no HJI: JI[1-001365-170222
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6 Particulate matter / Mexanuueckue BKJIIOYEHNSI
6A Visible particles / Complies / CootBeTcTBYyET Should correspond to requirements. /
Buanmsie uactuip B cootBeTcTBUM € TpeOOBaHUAMY.
6B Invisible particles /
Hesunyumele yacTuiip:
i. Particles> 10 pm/ 36 not more than 6000 per ampoule /
Yactun pazmepom > He 6onee 6000 Ha amnysy;
10 Mxkm
ii. particles>25 um/ 01 not more than 600 per ampoule /
4acTHUI] pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PopcrBennbie npumecu
Impurity A / IIpumecs A 0.16% not more than 0.20% / He 6onee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6HapyxeHa not more than 0.50% / He Gonee
0,50 %;
M V]
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / 305t0 {;(.)re than 0.50 % / He Gonee
Huxe npenena konuuecTBEHHOTO ke S
INKO =0.033 %
Impurity D / Ilpumecy D QHESASICHA ( ) not more than 0.20% / He Gonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe nipeaena o6Hapyxenus (ITO
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Gosnee
Ennnnynas HennenTHOMIN- R 0,20 %.
pOBaHHas IPUMECH

Remarks: The Product confirms to ND/
Ipumeuanue: [TpoxykT cooTBeTCTBYET TpeGOBaHUAM HJT

Conclusion: APPROVED /
3axmouenue: OTOGPEHO

Prepared by /
IMoxarorosneno: Santosh

Kumar Maurya @/\
o

Checked by /
Iposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /

Onob6peHo: Menemkey / Pykosoaurens
Abhishek Chauhan i !

Reprint Date /
MHara: 28.02.2024

Reprint Date /
Jara: 28.02.2024
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Reprint Date /
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CEPTUOHUKAT AHAJIM3A
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon®™ (keroponak) pacTBop [uiss BHyTPUBEHHOTO H BHYTPUMBILIEYHOTO BBeACH s, 30 MIr/Mn
Batch No / : V240057 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 040002431838 Date of Analysis / : 28.02.2024
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H3zBnexaemsblii 00Lem

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6Gonee
npumMeceii 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee Homunaibuoro (1,0 mi)

9 Bacterial endotoxins /
BakrepunanbHbie
3HAOTOKCHHbI

<=0.725 EU/mg/
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTOoposiaka TPOMeTaMHUHa.

10 Sterility (every 15th batch) /
CrepuabHOCTD (M5 Kaxoii
15-0ii cepumn)

NA

Must be sterile. / JlomkeH OBbITH
CTEPUIbHBIM,

11 Assay / KosinuecTBeHHOE 29.65 mg/ 29.65 mr From 270mg to 330mg of
ompeneseHHe Ci15sH13NOs- C4H 1NO» (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 MI C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMMH) B 1 MJL.
12 Alcohol content / DTanon 11.79 % T'rom 10.60 % to 12.60 %.

Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanne: IIpoaykT coorsercTByeT TpeboBanusiM HJT

Conclusion: APPROVED /
3aknaouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Santosh,

Checked by /
IlpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /

MJara: 28.02.2024

Jlara: 28.02.2024

. OnobpeHo: Menemxep / PykoBoanTenb
Kumar Maurya (S t Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponak) pacTBop A/isi BHyTPUBEHHOTO 1 BHYTPHMbILUEYHOTO BBeIcHU, 30 mMr/mi
Batch No / : V240057 Batch Quantity / 1 272727 ampules /
Cepus No Oo6bem cepuH 272727 amnyn
Analytical Report No / : 040002431838 Date of Analysis / : 28.02.2024
AHanuTHYecKni oTyer Ne JlaTa anaanza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlata npon3BoacTBa T'open 10
Analysis performed according ND / Anasu3 nposenen mo HJL: JII1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A -label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMn B aMOoyiasl U3
CBETO3alMTHOIO cTeKna
kopryHeBoro kmacca I (USP). B
BEpXHEH 9acTH aMIyJibl HAHECEHbI
KOJNBLO W Toyka Juid pasioma. Ha
aMILyJly HaKJIEHUBAIOT ITUKETKY.

ITo 10 ammynm ¢ WMHCTpYKUMEH [0
NPHMEHEHHUIO MOMELLAIOT
B [IBX/anoMunueBblil 6nucTep.

ITu 1 Gunctepy B HA4RY KaAPIUHHYIU.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 MA B aMOoydasl  u3
CBETO3AIKTHOTO CTEKJa KOPHYHEBOTO
Wid  TEMHO-KOPHYHEBOTO  IBETa
wiacca I (USP). B BepxHeii wacTm
aMITyJibl HaHEeCEHBI KOJBLO M TOYKA
1U1st paznoma. Ha aMImysTy HakJIeHBaroT
ITHKETKY.

ITo 10 amnyn ¢ HHCTPYKLMEH 1O
llpl/lMt;Ht;Hl/lK) nomearo L
B [IBX/anoMuHEBBIH OHCTED.

1o 1 6aucTepy B Mauky KapTOHHYIO;
g cTaluoHapoB: no 2, 3, 5
6n1cTepOB B TaYKy KAPTOHHYIO.

ITo 1 6nucTepy B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuimeHHOM
OT CBeTa MecTe NpH TemnepaType He Bolie 25 °C. He 3aMopaxMBaTh.

16 Shelf-life / Cpok roanoctn

3 years. / 3 roma.

Remarks: The Product confirms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTByeT Tpeboranusm HL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: ManageryExecutive /
MoarororneHo: Santosh [Ipoeepeno: Pardeep Kumar | Onobpeno: Menemiep|/ PykoBogurens
Kumar Maurya ( 1/2 j Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / !
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon®™ (keroponak) pacTop A1 BHYTPMBEHHOTO M BHYTPMMBIILEYHOrO BBEAEHHS, 30 MP/M
Batch No / : V240057 Batch Quantity / ¢ 272727 ampules /
Cepus Ne O6neM cepun 272727 amnyn
Analytical Report No / : 040002431838 Date of Analysis / : 28.02.2024
AHaJTHTHYeCKHi oTuer Ne JlaTta anaausza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTra npou3BojacTBa I'ogen xo
Analysis performed according ND / Auanns nporenen no HJ: JIIT-001365-170222
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API name / HaumenoBauue ADC:

Ketorolac tromethamine / KeToposaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npouspoautens ADC:

ABQH005022

FP Manufacturer API Batch number /
Howmep cepun cydcranuun npoussoantes [JID:

FEQA00497

API Manufactured by & country /
Hpouseoautens A®C, ctpana;

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JItn., Uanus

Remarks: The Product confirms to ND/
[Tpumeuanue: IlpopykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroromneno: Santosh Iporepeno: Pardeep Kumar | Ogo6peno: Menemxkep /\Pykosoanress
Kumar Maurya CL’L, Q:;’ Abhishek Chauhan /2_/{
Reprint Date / Reprint Date / Reprint Date / !

Hara: 28.02.2024 JHara: 28.02.2024 Jata: 28.02.2024




