Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/m}
Ilpoaykr: Ketopon” (ketoponak) pacTsop s BHYTPUBEHHOIO ¥ BHYTPUMBILlIeYHOro BBCaCHHUS, 30 Mr/mi
Batch No / : V210118 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O0nem cepnu 2,30,000 ammyn
Analytical Report No / : 890001507840 Date of Analysis / : 18.02.2021
AHaJuTHYeCKHH oTyeT Ne JlaTra anannsza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npou3BOACTBA T'oxen oo

Analysis performed according ND / Ananu3s nposenen no HJL: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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1;.? Test / [Toka3zaTe/b Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Clear, colorless solution. / | Clear, colorless to pale yellow

I[Tpo3pauHblii, 6eCLIBETHELHA pacTBOD.

solution. / TIpo3payHblil, OECLBETHBIH
HJIM CBETJIO-)KEJITBIM pacTBOP.

2 Identification /
HoaMHHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution carrespand ta thase in the
cluomatogram of lstoroluo
tromcthamine and NUPToXen
roforonco standarde solution (Ageay
section) / BpemeHa ynepxuBaHus
OCHOBHBIX ITHKOB Ha
NPOMATOTPAMM® HCTILITYEMOT0
pacTBoOpa COOTBETCTBYIOT BpEMEHAM
yIEepPKUBAHUs OCHOBHBIX IHKOB Ha
XpoMaTorpaMmme pacTBOpa
U LALLAP | HBIX OOPATIRD ECTOPATARA
1pUME LAMITHA U HATIPOKCCHA (Pasaclt
«KonuuecTBEHHOE OTIPEIENICHUEY)

The relention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
vluomatogram of ketorolae
tomethamine and naproxcn referenee
standardy solutinn (Assay section) /
BpeMeHa yOEpXKHUBaHMA OCHOBHBIX
NIMKOB Ha XpoMaTorpamMmmMe
HCILITYEMOL TV HR
COOTBETCTBOBATh BpeMeHaMm
yAEPXKUBAHMSA OCHOBHBIX IMKOB Hd
XpOMaTorpaMMe pacTeopa
CTAUINPTIOGY  OAPATTION  KeTOpoIaka
TPOMCTAMHIIG } NANpOKceld (pasiue
«KonuuecTBEHHOE OTIPEACTIEHUEY)

[y KA

3 Clarity / Ipo3paunocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuusa
penapara He A0JDKHA INPEBLIIATh
ONIANIECLICHIIMIO 3TAIOHA CpaBHEHMU L.

4 Color / IIseTHOCTH 0.03 Abs Not more than 0.20 at 430 nm /
He Gonee 0,20 npu JHHE BOJIHBL
430 um

5 pH 7.31 Betweon 6.9 and 7.9/ 6,9 - 7.9

Remarks : The Product confirms to ND/
[pumeuanue: [TpomgykT coorBercTByeT TpeboBanuam HJ|

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IMoarorosneno: Kajal

\ZQP\QQ/

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menggurep / PykoBoaurens
Ajay Sharma

Reprint Date /
Jara: 18.02.2021

Print Date /
Hara: 18.02.2021

Print Date /
JHara: 18.02.2021
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

AHAMUTHYECKHH oTyeT Ne

JlaTa anaansa

CEPTUOUKAT AHAJHM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (keToposiak) pacTBOp Asisl BHYTPHBEHHOIO M BHYTPUMBILIEHHOTO BBeAeHH s, 30 Mr/mn
Batch No / : V210118 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepun 2,30,000 amnyn
Analytical Report No / : 890001507840 Date of Analysis / : 18.02.2021

Date of Manufacture /
JlaTa npou3BOACTBA

: Jan-2021

Tonen oo

Date of Expiry /

: Dec-2023

Analysis performed according ND / Ananuns nposenen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHuuyecKHe BKIHOYEHAA
6A Visible particles / Complies / CooTBEeTCTBYET Should correspond to requirements /
BuanMbie YacTHLb] B cooTBercTBHH C TpeOOBaHHAMU
6B Invisible particles /
HeBuauMble YaCTHLbL:
i. Particles > 10 pm / 25 Not more than 6000 per ampoule /
Yactuup! pasmepum > He 605co 6000 1ma aMImy Ty,
10 Mxm
ii. Particles>25 pm/ 1 Not more than 600 per ampoule /
YacTHLbl pa3MeEPOM > ITe 6onee 600 Ha ammyIy.
25 MkM
7 Related suhstances / PojicIBEHHbIE IPEMECH
Impurity A / TIpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / IIpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. o) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He Oonee
BDL (Disregard Area 1817) 0,20 %
Any unspesified impurity / Not more than 0.20 % / He Gonee
EnuanuHas HeMaeHTUGHLIn- 0.05% 0,20 %
pOBaHHast MPUMECH
Total impurities / CymMmma 0.25% Not more than 1.50 % / He Gonee
mpuMecei 1,50 %

Remarks : The Product confirms to ND/

Lropasad by /
[oarorosneno: Kajal

\Ac,\‘\' ol

Reprint Date /
Jlara: 18.02.2021

[psvoriammie: TTpoaykT cooTeeTeTRyeT Tpeboranmim HII
Checlind by /
posepeno: Pardeep Kumar

Conclusion : APPROVED /
Zakawuenue: OJIORPFHO

Approvid by Manager/Oxecytive /
Onobpeno: Menemiep / Pykosoaurens
Ajay Sharma y

Print Datc /
Jlara: 18.02.2021

Print Date /
Jara: 18.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToponak) pacTBOp /Uisi BHYTPUBEHHOIO ¥ BHYTPUMbILIEUHOro BBeaeHHs, 30 mr/mn
Batch No / : V210118 Batch Quantity / : 2,30,000 ampules /
Cepns Ne Oo0Bem cepun 2,30,000 ammy
Analytical Report No / : 890001507840 Date of Analysis / : 18.02.2021
Anaantuyecknii orger Ne Jarta ananusa

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
Jlara npon3BoacTBa T'ogen no

Analysis performed according ND / Auanu3z nposenen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3BaexaeMblii 00bem

1.1'ml/ 1.1 M0

Not less than label claim (1.0 mL) /
He mMenee nomunansHoro (1,0 mi)

9 Bacterial endotoxins /
BakTepnanbnble
IHAOTOKCHHBI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 EQ/mMr
KeTOpoJiaka TpOMeTaMUHa

10 Sterility / CrepuibHOCTB

Complies / CTepuiieH

Should be sterile / Crepuiien

b) Sodium chloride / Harpus
XITOpUI

4.41 mg/mL / 4.41 mr/mn

11 Assay / KoinyecTBeHHOe onpeaecHUe
a) Ketorolac tromethamine / 29.45 mg/29.45 mr From 27.0mg to 33.0mg of
Kertoponaka TpoMeTaMuH C1sH13NO3- C4H 1 NO; (ketorolac

tromethamine) per 1 mL / Ot 27,0 Mr
pile] 33,0 Mr C15H|3NO3‘C4H11NO3
(keToponaka TpoMeTaMKH) B 1 MA

Between 4.2 mg/mL and 4.5 mg/mL /
Or 4,2 mr/Ma o 4,5 Mr/mn

12 Alcohol content./ 3Tanos

11.73 %

Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to

Ipumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanusam H/I

ND/

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by /
IMoarorosneno: Kajal

ool -

Checked by /
Ipoeepeno: Pardeep Kumar

Sl

Approved by: Manager/Executive /

Onob6peno: Menemwxep / PykoBonuresns
o %
Ajay Sharma i

Reprint Date /
Jara: 18.02.2021

Print Date /
Jara: 18.02.2021

Print Date /
Hara: 18.02.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTeop Ajisl BHYTPHBEHHOIO U BHYTPUMbILIEYHOTrO BBEAEHHs, 30 Mr/ma

Batch No / : V210118 Batch Quantity / : 2,30,000 ampules /
Cepns Ne Ob6bem cepuu 2,30,000 amnyn
Analytical Report No / : 890001507840 Date of Analysis / : 18.02.2021
ABanuTHyeckHii oTyeT Ne Jarta anannsa

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023

JaTa npou3sBoACTBA T'ogen o

Analysis performed according ND / Anaau3 nposenen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules I mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blistcr. 1 blisters in a carton pack;

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

I[Tlo 1 Mn B ammynibl H3 TEMHOro
ctexna knacca I (USP). B Bepxueit | Ilo 1 M B ammyiibl M3 TEMHOTO CTEKIA
YACTW aMIyNhl HaHeceHbl kobLo U | kmacca 1 (USP). B BepxHed 4acTh
Touka I8 paszdoma. Ha amnyny | ammynsl HaHeCEHbl KOJBLO M TOYKA

HAKJIEUBAIOT ITUKETKY. 1ust pasnoma. Ha amnysty HakneusaioT
Mo 10 aMmyn ¢ WHCTPYKLHEH 1O | 3THKETKY.

TPUMEHAHTI nomemamT | Tlo 10 aMmyn © WHCTPYKUIMeH 1o
n TTRX/amoMinientiii OAHCTSp. TPHMEHEHIR TIOMPTHAWT

ITo 1 6nucTepy B mauky kapToHHyto. | B IIBX/amomuHueBbil 6aucTep.

Ho 1 6mucTepy B DaYKy KapTOHHYK),
Ui craiponapoB: mo 2, 3, 5
61MCTEpPOB B NAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBetcTBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B sauuiueHHoM
XpaHenue OT CcBeTa MeCTe NpH TeMIepaType He Bbiie 25 °C. He 3aMOpaXHUBaTh.

16 Shelf-life / Cpok rognocTH 3 years / 3 ropa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanye: [IponykT coorseTcTByeT Tpebosanusm HJT 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Kajal [Mposepeno: Pardeep Kumar | Onobpeno: Me ep / PykoBoaurens

o g

\AQ \0\@ )~ 1 » Ajay Sharma
Reprint Date / Print Date / Print Date /
Mara: 18.02.2021 Jlarta: 18.02.2021 Jara: 18.02.2021
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