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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

- . CEPTU®UKAT AHAJIM3A Tel : +91 98166 56001-02

Product : /  Ketorol (Ketorolac) solution for intravenous and intramuscul ¥y SRS 3P Mp/ml
| HpoaykT: Keropoa" (keToponak) pacTBOp U1 BHYTPUBEHHOIO M BHYTPHMbILIEUHOTO BEEACHIA, 30 MP/MA
Batch No / : V220576 Batch Quantity / : 27272 7ampules /
|Cepus Ne O0nem cepun 272727 ammiyn
Analytical Report No / : 890001610540 Date of Analysis / : 22.08.2022
Ananuradeckuil oT4eT Ne Jara ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JaTa npousBojacTsa I'open g0

Analysis performed according ND / Auanu3 nposeaen no HJI: JI[1-001365-170222

Page1of4/Crp. 1u34

Ipo3pauHblii CBETNO-KEATbIA

pacTBop.

NNS Test / [loka3aTesb Results / Pe3ysibTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payubiii OGecLBETHBIH wWiH
CBETJIO-)KEJIThIH pacTBOP.

2 Identification /
IMopJIMHHOCTDL

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
yIep)KUBaHUs OCHOBHBIX INUKOB Ha
XpoMarorpamme UCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
YIEPKUBAHUS OCHOBHBIX MUKOB Ha
XpoMaTrorpamme CTaHJAPTHOTO
pacTBOopa KeToponaka TpOMeTaMHUHa
U HanpokceHa (pa3men
«KONHYeCTBEHHOE OnpeneIeHUe»)

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
yIEpXKUBaHUs OCHOBHBIX IHMKOB Ha
Xpomarorpamme HCTILITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATH
BpeMeHaM YIep)KHUBaHHA OCHOBHBIX
M1KOB HA XpoMaTorpamMmme
CTaHJApTHOrO0 pacTBOpa KEeTOponaka
TpOMETaMKHa U HamnpokceHa (pasjen
«KONUYECTBEHHOE OTIpecTICHUEN)

3 Clarity / [Ipo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecLeHIus
npernapara He IOJDKHA MPEBbILIATH
OTAJIECIIEHIIMIO STATIOHA CpaBHEHHUA L.

4 Color / IlBeTHOCTDL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIHHE BOJHbL
430 um.

5 pH 7.36 From 6.9 t0 7.9./ OT 6,9 110 7.9.

Remarks : The Product confirms to ND/
[Tpumeuanue: IpoaykT cooTBeTcTBYeT Tpebosanram HJI

Conclusion : APPROVED /
3axawuenune: OJOBPEHO

Prepared by /
ITonrororneno: Pardeep Kumar

El—""

Checked by /
[Tpoeepeno: Himesh Kumar

\

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosonurens
Manoj Kumar

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Nate /
JlaTa : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2929, Email: mail@drreddys.ccm

CIN: L851954P1984PLCO04507
www.drreddys.com
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CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculswivjeeeeays30meg/ml

Ipoayxr: Ketopon" (xeToposiak) pacTop isi BHYTPUBEHHORO W BHYTPHUMbIWIEYHOTO BBEACHHS. 30 Mr/ma
Batch No / : V220576 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001610540 Date of Analysis / : 22.08.2022
AHaJIMTHYeCKHii oTYeT No Jara ananausza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
JlaTa npou3BOACTBA I'ogen no

Analysis performed according ND / Auanu3 nposeaen o HJI: JII1-001365-170222
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6 Particulate matter / MexaHuuyeckue BKJIKOYEHUSA
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuanmMbie 4acTULBI B cooTBeTCTBUH C TPEOOBAHUAMH.
6B Invisible particles /
HeBuaumble YacTHIIBI:
i. Particles> 10 pm/ 49 not more than 6000 per ampoule /
YacTuu pazmMepom > He 6osiee 6000 Ha amnyly;
10 MM
ii. particles > 25 pm / 03 not more than 600 per ampoule /
YyacTUL pa3sMepoMm > He 6onee 600 Ha amIyny.
25 MKM
7 Related substances / PoacTeeHHBbIe NpUMeECH
Impurity A / IIpumecs A 0.16% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / I[Ipumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He 6onee
Huxe npenena o6napyxenus (I10O = 0.50 %:
0.014 %) ’ ’
I i 509
mpurity C / [Ipumecs C Less than LOQ (LOQ = 0.033 %) / Hioke 805t0 I;c?re than 0.50 % / He OGonee
npeacna KONU4ECTBEHHOIO ONpeaeIcHHA & %
Impurity D / IIpumecs D (UG L) not more than 0.20% / He OGonee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Hixe npeaena obuapyxenus (I10
Any unspecified impurity / ~0014%) Not more than 0.20 % / He 6onee
EnunimiHas HeuoeHTUPULIN- 0.05% 0,20 %.
pOBaHHas IpUMeECh
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMerali 1,50 %.
8 Extractable volume / 1.1ml/1.1 Mn Not less than label claim (1.0 mL) /
Uzenekaemblii 06bem He menee HoMunansHoro (1,0 mm)

Remarks : The Product confirms to ND/

IMpumeuanne: [ponykt cootBeTcTBYET TpeOoBanusm HJL

Conclusion : APPROVED /
3axaruenne: OJOBPEHO

Prepared by /
[Moaroroeneno: Pardeep Kumar

Checked by /

[Mposepeno: Himesh Kumar

\

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyxosoauTens

Manoj ar /
) Kum, AT

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jata : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS ¢ sojan. H.P, 173 205, INDIA

CEPTUDUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and imrumuscuIé‘l"‘-?'hj-éﬁiﬁﬁi‘ri}{-”}‘lfp Tﬁg/ml -
IlpoayxkT: KeTopon" (keToponak) pacTBOp it BHYTPUBEHHOTO M BHYTPHUMBILLEYHOTO BBEAEHHS, 30 MI/Mr
Batch No / : V220576 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001610540 Date of Analysis / : 22.08.2022

AHaJguTHYecKHH oT4yeT No JlaTa ananu3za
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
Jata npoussogcraa T'ogen go

Analysis performed according ND / Ananns nposenen no HJ: JII1-001365-170222
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9 Bacterial endotoxins /
BakrepnajibHble
IHAOTOKCUHBI

<=0.725 EU/mg /
<=0.725 EDQ/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOpoJiaKa TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepmiibHOCTD (I8 KaXKAO0M
15-oii cepun)

Complies / CrepuneH

Must be sterile. / JomkeH ObITb
CTEPWIBHBIM.

11 Assay / KonnyecTBeHHOe

28.30 mg / 28.30 Mr

From 27.0mg to 33.0mg of

onpeaejeHue CisH13NO3 C4Hi \NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MI C15H13N03‘C4H11NO3
(keToponaka TpoMeTaM¥H) B 1 M1,
12 Alcohol content / JTanon 11.67 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/

[Mpumeuanne: IlpogykT cooTBeTcTBYeT Tpebosanuam HJJ

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

Checked by /

[Tposepepo: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens

Manoj Kumar \l*/; {J“:L

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hata : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +21 40 1500 299¢, Email: mail@drreddys.com

CIN: L851954P1984P| C004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOUKAT AHAJM3A Tel : +91 98166 56001-02

Product: /  Ketorol (Ketorolac) solution for intravenous and intramuscul A¥¥Hj&EtRASYSFO The/ml
| Mpoaykr: Keropon" (keroponak) pacTBop /Uit BHYTPHBEHHOIO M BHYTPHUMbILLIEHHOTO BBEAEHHS, 30 Mr/myi
Batch No / 1 V220576 Batch Quantity / : 272727ampules /
Cepusn Ne O0bemM cepun 272727 amnyn
Analytical Report No / : 890001610540 Date of Analysis / : 22.08.2022
AHanuTHyeckuid oTuyet Ne Jara anaauza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JlaTa npou3BoACTBA Togen no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222
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13 Packaging / Ynakoeka

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. /

Mo 1 wmn B aMnoyasl w3
CBETO3aLUUTHOTO cTekna
kopuyHeBoro knacca I (USP). B
BEpXHel YacTH aMITysibl HaHECEHHI
KOJNBLIO U TOuYka 1yisl paszjioma. Ha
ammyJy HakJIEHBalOT ITHKETKY.

[To 10 ammyn ¢ MHCTpyKUHMeH mno
TIPUMEHEHHIO TIOMELLAI0T
B [IBX/amomunuesbiii 6ucTep.

[To 1 6aucTepy B AYKy KApTOHHYIO.

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, S blisters
in a carton pack. /

Ilo 1 w™Mn B amnoyisl U3
CBETO3AIMUTHOrO CTEKNa KOPUYHEBOTO
WI4  TEMHO-KOPUYHEBOrO  LIBETa
knacca I (USP). B Bepxneit uacTtu
amItyJibl HaHeCeHbl KOJNBLO M TOYKa
1151 pasnoma. Ha amnyny HakiieuBaroT

ITHKETKY.
[To 10 amnyn ¢ HHCTpyKUMeHd IO
ApHMEHEHUIO MOMELIAI0T

B [IBX/antoMuHeBbI# OaucTep.

o 1 6aucTepy B Na4Ky KapTOHHYIO;
s crauuoHapoB: mo 2, 3, 5
O6nucTepoB B NauKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3ammiuensom
0T CBeTa MecTe NpH Temneparype He Beiwe 25 °C. He 3aMopaXXuBath.

16 Shelf-life / Cpox roanocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Mpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Pardeep Kumar

Checked by /
[Tpoeepeno: Himesh Kumar

4

=%y Manoj Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTens

(gt

Reprint Date /
Jlara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara : 22.08.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




