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CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOWKAT AHAJIH3A Tel : +91 98166 56C01-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul ¥ ¥}edtiegdy3ePg/ml
| Hpoxykr: Keropon™ (keToposak) pacTBOp A/ BHYTPUBEHHOTO U BHYTPUMbILIEUHOro BBeAeHUs, 30 mMr/mn
Batch No / : V211283 Batch Quantity / : 2,09,090 ampules /
Cepung Ne O6bem cepumn 2,09,090 amnyn
Analytical Report No / : 890001558920 Date of Analysis / : 28.11.2021
AnajguTudecKuii oruer Ne Jara ananusa

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

Jara npon3BoacTBA Togen a0

Analysis performed according ND / Ananns nposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page 1 of4/Crp. 1 u3 4

ITpo3pauHsblii, GecuBETHBIN PacTBOP.

NNUO Test / TlokazaTens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear colorless solution, / | Clear, colorless to pale yellow

solution. / ITpo3pauHslii, 6ECIIBETHBIM
WM CBETJIO-XKENThIN PacTBOp.

2 Identification /
IMopnauuboOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynepKUBaHUA
OCHOBHBIX MIMKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHAM
YAEpKUBaHHMS OCHOBHBIX ITMKOB Ha
XpoMaTtorpamme pacTBopa
CTaHAAPTHHIX 00pa3LoB KETOpOJaka
TpPOMETaMUHa U HallpoKceHa (pasfen
«KoNMH4eCTBEHHOE ONPEAEIICHUEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa ynep)KuBaHHsS OCHOBHbBIX
NIMKOB Ha XpoMaTorpamMe
UCTIBITYEMOTO ~ PacTBOpa  JOJDKHBI
COOTBETCTBOBATD BpeMeHaM
YAEPKUBAHHSI OCHOBHBIX ITMKOB Ha
XpomaTorpamme pactBopa
CTaHIapTHBIX 00pa3LioB KeTopoJjaka
TpOMETaMHMHa M HanpokceHa (pasnen
«KOJH4YeCTBEHHOE OTIPENENCHUEN)

3 Clarity / IIpo3pa4HocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHiys
npenaparta He JOJIKHa MPEeBbIIIATh
OnalecLeHIUIO STATOHA CpaBHEHus L.

4 Color / IlIBeTHOCTH 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnHHE BOJIHBI
430 um

5 pH 7.31 Between 6.9 and 7.9/6,9 -7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpogykT cooTseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Hata: 28.11.2021

Hara: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Hoz[mTosneHo;?gKumar [Tposepero: Himesh Kumar | Ono6peno: Menemkep / Pykosoaurens
e 1 — Manoj Kumar
C_l‘»jf”—'f g IQQ’LQ',LL'
Reprint Date / Print Date / Print Date /

Jara: 28.11.2021

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

CIN: L85195AP1884PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawinjedtietdy30omg/ml

IlpoaykrT: Ketopon™ (xeToponak) pacTBop [Uisi BHYTPHBEHHOrO M BHYTPHUMBbILLIEYHOTO BBEAEHUS, 30 Mr/mJi
Batch No / : V211283 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo6beMm cepn 2,09.,090 amnyn
Analytical Report No / : 890001558920 Date of Analysis / : 28.11.2021
AHAJUTHYECKHH oTYeT Ne Jlara ananu3za

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JaTta npou3BoacTBa Fonen mo

Analysis performed according ND / Auanu3 npoeeaen mo HJ: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page2 of4/Crp.2u3 4

6 Particulate matter / MexaHuyeckue BKIKYEHHA

6A Visible particles /
Buaumble 4acTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cOOTBETCTBHU C TpeGOBaHUAMU

6B Invisible particles /
HeBuauMblie 4acTHURL:

i. Particles > 10 pm/ 165 Not more than 6000 per ampoule /
YacTHLpl pasmMepoM > He 6onee 6000 na ammymy;
10 MxMm

ii. Particles > 25 pm/ 4 Not more than 600 per ampoule /
YacTuupl pasMepom > He 6onee 600 na amnyy.
25 MKM

7 Related substances / PoacTeeHHbIe mpuMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He Gonee

Impurity B / Ilpumecs B

BDL (Disregard area 1750)

Impurity C / Ilpumecs C

Less than LOQ (0.033%)

Impurity D / Ilpumecs D

BDL (Disregard area 1750)

Any unspecified impurity /

0,20 %

Not more than 0.50 % / He 0onee
0,50 %

Not more than 0.50 % / He 6onee
0,50 %

Not more than 0.20 % / He Oonee
0,20 %

Not more than 0.20 % / He 6Gonee
0,20 %

npuMecei

Enunuunas HeuneHTUUIM- 0.05%
pOBaHHas IPUMECh
Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee

1,50 %

Remarks : The Product confirms to ND/
ITpumeyanue: [Ipoaykr coorBetcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: zlw;\mar [Tposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pykosonurens
< Manoj Kumar 13?«;_2_{{&_(,'

Reprint Date / Print Date / Print Date /

Hara: 28.11.2021 Jara: 28.11.2021 JlaTta: 28.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +97 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: LE5195AP1284PLC0O04507
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

CEPTHOUKAT AHAJIIIA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul ¥ \iyebtiesayS3eg/ml
Hpoaykr: KeTopon" (keToposak) pacTBop Uisi BHYTPUBEHHOIO ¥ BHYTPUMbILIEYHOTO BBEACHMs, 30 Mr/mi
Batch No / : V211283 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001558920 Date of Analysis / : 28.11.2021
AHajauTHYeCKHNi oTyeT No JlaTa aHa/1n3a
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
JaTa npou3BOACTBA T'ogen no
Analysis performed according ND / Anaaus nposenen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page3 of 4/ Crp. 3 uz 4

8 Extractable volume /
HN3BnekaemMblii 00Lem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomuHansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTrepnanbHbie <=0.725E3/mMr tromethamine / He Gonee 5,8 ED/mr
IH/AOTOKCHHBI KeTopoJiaka TpOMETaMHHa

10 Sterility / CTepusnHOCTB Complies / Crepunex Should be sterile / Ctrepunen

11 Assay / KonuuecTBeHHOE onpefeieHue

a) Ketorolac tromethamine /
KeToponaka TpoMeTaMHH

XJIOpHUJA

b) Sodium chloride / Hatpus

29.17mg/29.17 mr

4.33 mg/mL / 4.33 mMr/mn

From 270mg to 33.0mg of
Ci5H13NO3-C4H | 1NO;3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
Jo 33,0 Mmr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMMH) B 1 M1

Between 4.2 mg/mL and 4.5 mg/mlL./
Ot 4,2 mr/mn 1o 4,5 Mr/mi

12 Alcohol content / Iranon

11.69 %

Between 10.60 % and 12.60 %/
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpongykT cooTBeTrcTBYeT TpeboBaHusmM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: Suman Kumar | ITposepeno: Himesh Kumar | Onobpeno: Menewkep/ PykoBoaureis
4’_ c,’x_’//;: MaHOJ Kumar ] H,- LeL i

Reprint Date / Print Date / Print Date /

Jara: 28.11.2021 Jlarta: 28.11.2021 Jara: 28.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2595, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
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

CEPTHOHUKAT AHAJIN3IA Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul ayWiyetteady3@mg/ml
IIpoaykr: Keropon™ (keTopoJiak) pacTBop [Uisi BHYTPUBEHHOr0 M BHYTPUMbILIEYHOrO BBEACHHUS, 30 Mr/mi
Batch No / : V211283 Batch Quantity / : 2,09,090 ampules /
Cepna Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001558920 Date of Analysis / : 28.11.2021
AHajauTHYeCKHi oTyeT Ne Jara anaanza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jlara npou3BOACTBA I'ogen no
Analysis performed according ND / Auanu3s uposenen nmo HJI: JITT-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)

Paged4of4/Crp.4u3 4

13 Packaging / Ynakoeka 1 mL in class I amber glass ampoules | 1 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 blister. 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[To 1 My B ammysbl W3 TEMHOTO
crera knacca I (USP). B Bepxueid | [lo 1 My B ammynbl H3 TEMHOIO CTEKIIA
YacTH aMmysibl HaHeceHsl Kojiblio M | knacca I (USP). B BepxHell uactu
Toyka Ui pa3noMa. Ha ammyny | ammysbl HaHeceHbl KOJNBLO M TOYKa
HaKJIEHBAIOT ITHKETKY. Juis pasiioma. Ha aMmnyny HakeuBarot
ITo 10 amnyn ¢ MHCTPYKLHEH IO | I3THKETKY.
NIPUMEHEHHUIO moMemraror | [lo 10 aMmyn ¢ MHCTpykumell Io
B [IBX/anomMuHueBHI# OaucTep. NPUMEHEHUIO NOMEILAIOT
[To 1 Gnucrepy B navky kaproHuyro. | B [IBX/amoMuHHUEBBIN OIHCTED.
[To 1 6nuctepy B Mauky KapTOHHYO;
L1 cTalMoHapoB: mo 2, 3, 5
6mucTepoB B MaUKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootsercTBuu ¢ H/I.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM

Xpanenue OT CBETa MecTe NpH TeMrepatype He Bolle 25 °C. He 3aMmopaxuBats.

16 Shelf-life / Cpox rognocTu 3 years / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Suman Kymar | Iposepeno: Himesh Kumar | Opo6peno: Menemxkep / Pykosoaurens
{Uﬂ" CL'/D Manoj Kumar i I,
& v _l” il
Reprint Date / Print Date / Print Date /
Hara: 28.11.2021 Jata: 28.11.2021 Jata: 28.11.2021

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

CIN: L85195AP1284PLC0CO4507
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