Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOWKAT AHATN3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 4j€eH0HE %0 E/ml
IponykT: Keropon™ (ketoponak) pacTeop [Uisi BHYTPUBEHHOTO H BHYTPHMBIIIEYHOr0 BBeAeHHs, 30 Mr/mit
Batch No / : V211022 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O61bem cepun 2,09,090 ammyn
Analytical Report No / : 890001547889 Date of Analysis / : 25.09.2021
AHannTHYeCKHH oTyeT Ne JlaTa aHa;jiu3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npoH3BOACTBA T'open go ]

Analysis performed according ND / Ananu3 nposenen mo HJI: JIIT-001365-231118 (amend Ne 1 from

IIpo3spaunslit, GecLBETHBIH pacTBOD.

14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020) J
Page1 of4/Crp.1n34
1;.00 Test / IloxazaTenn Results / PesynsTathl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear, colorless to pale yellow

solution. / [Ipo3pauHsli, 6ecUBETHRII
HIIM CBETJIO-XKENThIH PacTBOP.

2 Identification /
ITopnuHHOCTEL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMartorpamMme

XpoMartorpaMme

«KonnuecTBeHHOE OIIpeneNeHUe»)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ynep:xuBaHus
ITMKOB Ha

HCIIBITYEMOTrO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIAEPKMBAaHUA OCHOBHBIX NMHMKOB Ha
pacTBopa
CTaHJApTHBIX 06pa3LOB KeToposaka
TPOMETaMMHa U HallpokceHa (pasnen

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 ynepXHBaHHS OCHOBHBIX
NKKOB Ha XpoMarorpamme
HCTIBITYEMOTO ~ pacTBopa  AOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIepXXUBAHKSA OCHOBHBIX IHKOB HA
XpoMaTorpamme pacrsopa
CTaHIAapPTHBIX 00pa3sLOB KeTopojaka
TpoMeTaMHHa U HalpoKceHa (pasmesn
«KoJMuecTBeHHOE OTpenesIeHHEY)

3 Clarity / Ilpo3pauHocTth

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecreHnus
fpenapara He JO/DKHA MPEeBBIIIaTh
OTIAJIECUEHIIUIO 3TAJIOHA CpaBHEHu 1.

4 Color / LlgeTHOCTD 0.041 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu ATHHE BOJHE
430 M

5 pH 7.32 Between 6.9 and 7.9/6,9 - 79

Remarks © The Pradnet canfirms to NIV
ITpumeuanue: Ipoaykr cootBeTcTBYET TpeGoBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

foudd

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoroautens
Manoj Kumar

w

Reprint Date /
Jata: 25.09.2021

Print Date /
Jara: 25.09.2021

Print Date /
Jara: 25.09.2021

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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 intramuscular ${J&:A8H8 30 58T/ ml

Ipoaykr: Keropon™ (keroponak) pacTBOp AJis BHYTPHBEHHOIO M BHYTPHMbILLEYHOro BBEAEHHS, 30 MI/mu
Batch No / : V211022 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O6bem cepun 2,09,090 amityn
Analytical Report No / : 890001547889 Date of Analysis / : 25.09.2021
AHaguTHYecKHH oTyeT No JlaTa anaau3za

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

HaTta npou3soacTBa Tonen no

Analysis performed according ND / Anann3s nposegen mo HJL: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6

Particulate matter / Mexanuyeckue BKNIOYEHHS

6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
BunyuMsle YacTHIIbI B cooTBeTCTBHH ¢ TpeGOBaHUAMU
6B Invisible particles /
HeBupuMele 4acTHLBL:
i. Particles > 10 pm/ 52 Not more than 6000 per ampoule /
YacTuipl pazmMepom > He 6onee 6000 Ha ammyny;
10 Mxm
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
YacTulp! pasmepoM > He 6onee 600 Ha amimymy.
25 MKM
7 Related substances / PoncTBeHHbIE NpuMecH
Impurity A / Hpumecs A 0.15% Not more than 0.20 % / He 6onee

0,20 %

Impurity B / IIpumecs B

BDL (Disregard Area 1844)

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

Impurity C / ITpumecs C

Less than LOQ (0.033%)

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

Impurity D / [Ipumecs D

BDL (Disregard area 1844)

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

Any unspecified impurity /

Not more than 0.20 % / He 6onee

EnuunynHas nenpeHTHGULIHN- 0.08% 0,20 %

pOBaHHAs NIPUMECH

Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %

Remarks : The Product confirms to NTV/
IIpumeuanue: IlponykT cooTBercTBYeT TpeGoanusam HJI

Conclusion : APPROVED /
Jakawuenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

Checked by / Approved by: Manager/Executive /
ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PyxosoauTens

Manoj Kumar
Reprint Date / Print Date / Print Date /
Jara: 25.09.2021 Jara: 25.09.2021 Jara: 25.09.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTUDUKAT AHAJIM3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular f&ctSa0¥0501P/ml
Ipoaykr: Keropoa™ (keToponiak) pactBop /uisi BHYTPMBEHHOTO W BHYTPUMBILIEYHOIO BBEAEHHS, 30 Mr/ma
Batch No / : V211022 Batch Quantity / : 2,09,090 ampules /
Cepna Ne O6beM cepun 2,09,090 ammyn
Analytical Report No / : 890001547889 Date of Analysis / 1 25.09.2021
AHaTuTHYECKHH oTueT Ne HaTta aHanu3a
Date of Manufacture / : Sep-2021 Date of Expiry/ : Aug-2024
JaTta npon3BoacTBa I'open no
Analysis performed according ND / Ananuz npoBenen mo HJI: JI[1-001365-231118 (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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8 Extractable volume / 1.1ml/ 1.1 Mn
H3Baekaemblii 06LeM

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

Kertopomaka TpoMeTamuH

XJI0pUI

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepna/jbHble <=0.725E3/mr tromethamine / He Gonee 5,8 ED/Mr
JHAOTOKCHHBI KeTOpoJiaKka TPOMETaMHHA

10 Sterility / CrepunbHocTs Complies / CrepuneH Should be sterile / Ctepunen
11 Assay / KoninyecTBeHHOe onpeaenenue
a) Ketorolac tromethamine / 30.35 mg/30.35 Mmr From 270mg to 330mg of

C15sH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0 MT C15H13NO3'C4H11NO3
(xeroponaka TpoMeTamMHH) B 1 M1

b) Sodium chloride / Hatpus 4.28 mg/ml. / 4.28 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /

Ot 4,2 mr/mn 10 4,5 Mr/mi

12 Alcohol content / OTanon 11.78 %

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

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponykr cootBercTByeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axkmouenne: OJIOGPEHO

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

IloarorosneHo: Ramakant ITpoepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoaurens
w f Manoj Kumar M

Reprint Date / Print Date / Print Date /

Hara: 25.09.2021 Jara: 25.09.2021 Hara: 25.09.2021

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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS gyt solan, H.p, 173 205, INDIA
CEPTHOHKAT AHATA3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular#{j¥¢BERS %9 SF/ml
HpoaykT: Keropon" (keToponak) pacTBop [ BHYTPMBEHHOIO ¥ BHYTPHMBILIEHHOTO BBEAEHHS, 30 MI/MIT
Batch No / : V211022 Batch Quantity / : 2,09,090 ampules /
Cepnsa Ne O6nbem cepun 2,09.090 amryn
Analytical Report No / : 890001547889 Date of Analysis / : 25.09.2021
AHaIUTHYECKHH oTUeT No JlaTa anajn3a
Date of Manufacture / : Sep-2021 Date of Expiry / T Aug-2024
Jata npon3BoacTBa I'onen g0
Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-001365-231118 (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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13 Packaging / Ynakoeka

1 mL in class I 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.

m

IIo 1 M B amMnynsl M3 TEMHOTO
crexna knacca I (USP). B Bepxneit
YacTH aMIyJbl HAHECEHBI KOJIBIIO U
TOYKa U1 pasnoma. Ha ammyny
HaKJICHBAIOT 3THKETKY.

Mo 10 amnyn c¢ mHCTpyKLMe# mo
NPHUMEHEHHUIO MOMEIAoT
B [IBX/amomunHeBbli 61HcTep.

ITo 1 6aucTepy B MaYKy KapTOHHYIO.

1 mL in class I 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.

[To 1 M1 B aMITyJIBI U3 TEMHOIO CTEKIA
Kracca I (USP). B Bepxuelf wactu
aMITyfIbl HaHeCeHbl KOMbLO W TOYKa
QUi pasnoma. Ha amnyny HaKieuBaioT

THKETKY.
Ilo 10 ammyn c HHCTPYKIMEH [10
NPUMEHEHHUIO MIOMEILAT

B [IBX/anmoMuHHeBBIH OncTep.

o 1 bnucTepy B NauKy KapTOHHYIO;
Ul cTauuMoHapoB: mo 2, 3, 5
61MCTEPOB B NTa4yKy KapTOHHYIO.

14 Labelling / Mapxkupoeka

According to ND / B cootBetcTauu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumeHHOM
OT CBETa MeCTe IIpH TeMIeparype He Bbile 25 °C. He 3aMopakuBaTh.

16 Shelf-life / Cpok roanoctu

3 years / 3 roga.

Remarks : The Product confirms to ND/

[Iprmeuanne: IIpoaykr cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED/
3axmouenue: OJJOBPEHO

Prepared by /
TMonrorosneHo: Ramakant

fudd

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date / Print

Hara: 25.09.2021

Hara: 25.09.2021

Date /

Print Date /
Jara: 25.09.2021

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: L85195AP1984P1L.C004507
www.drreddys.com




