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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND(A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (keToposiak) pacTBop Ajisi BHYTPMBEHHOrO ¥ BHYTPHMBILIEYHOTO BBEACHUS, 30 MI/MI
Batch No / : V221077 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001636586 Date of Analysis / : 27.12.2022
AHaJMTHYeCKHIi oTyeT Ne JMaTa ananusa
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Jdara npou3BoacTea T'omen no
Analysis performed according ND / Anann3s nposegen mo HJI: JITT-001365-170222

Page 1 of4/Crp. 1 u3 4

1}? Test / IlokasaTenb Results / PesynbTaThl Specification / Hopma

1 Description / Onucanue Clear light yellow solution, / | Clear colorless to pale yellow solution.
[Ipo3paunslid ceetno-xkentelii | / Ilpospaunbiii OecUBETHBIH MK
pacTBop. CBETJIO-XKENTHIH pacTBOp.

2 Identification /
IMoanuHHOCTL

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
YIOECPXXKUBAaHHA OCHOBHBIX NUKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEeMEHaM
YIOEPKUBAHHA OCHOBHBIX NMUKOB Ha
XpOMAaTorpaMme CTaHIapTHOTO
pacTBopa KeTopoyiaka TpOMETaMHHa
u HanpOKCeHa (paznen
«KonugecTBEeHHOE ONpeLeNeHUE)

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
yIOepXUBaHUs OCHOBHBIX ITHKOB Ha
XpoMmartorpaMme HCOBITYEMOTO
pacTBopa [OJDKHBl COOTBETCTBOBATh
BpEMEHaM YICPKUBaHUAI OCHOBHBIX
MIHKOB Ha XpomaTorpamme
CTaHJapTHOTO PAacTBOpa KeTopoJsiaka
TpOMeTaMHMHa ¥ HalpoKCeHa (paszen
«KomiecTBeHHOE ONpeleIeHHE)

3 Clarity / IlpospauynocTs

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenaparta He JOJDKHA [PEBbIIIATh
OMAJIECLIEHIHIO 3TAI0HA CpaBHEHHUA I

4 Color / IIBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu [uiMHe BOJIHBI
430 uM.

5 pH 7.44 From 6.91t07.9./016,9 no 7.9,

Remarks: The Product confirms to ND/
[MTpumeuanue: [Tpogykt cooTBeTcTBYET TpeboBanusam HJY

Conclusion: APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
[MoarorosseHo: Pravesh Rana

Checked by /
TTpoeepeHo: Ramakant

ol

Approved by: Manager/Executive /
Opo6petno: Menemkep / PykoBoaurens

Amit Kumar CN—
- -V"'/_.-'—"

Reprint Date /
Jarta:27.12.2022

Reprint Date /
Hara: 27.12.2022

Reprint Date /-
Jara :27.12.2022
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Ketopon" (KeToponak) pacTsop ans BHYTPHBCHHOI'O U BHYTPHMBILLIEYHOTO BBEACHM S, 30 Mr/mi
Batch No / 1 V221077 Batch Quantity / : 272727ampules /
Cepus Ne ObBem cepun 272727 amnyn
Analytical Report No / : 890001636586 Date of Analysis / 2 27.12.2022
AHaJHTHYecKHH oTyer No JaTta ananuza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

Jata npoussojcrea I'osmen no

Analysis performed according ND / Ananus nposeaen no HJ: JII1-001365-170222
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[ 6 Particulate matter / Mexauuueckue BKJIKOYEHHS
6A Visible particles / Complies / CooreeTcTBYeT Should correspond to requirements. /
Buaumsle yactHupi B cooTerctBIM ¢ TpeGoBannMUy.
6B Invisible particles /
Herunumere yactuupr:
1. Particles> 10 um/ 05 not more than 6000 per ampoule /
YacTtur pasmepom > He 6osiee 6000 Ha amMmyny;
10 MkM
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHI pa3MepoM > He donee 600 Ha amyty.
25 MKM
7 Related substances / Pogcrsennbie npumMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / e Gojee |
0,20 %;
Impurity B / [Tpumecs B Not detected / He o6Hapyxetia not more than 0.50 % / ue Gonee
0,50 %,;
Impurity C/ Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Hixe not more than 0.50 % / He 6onee
Npeaena KOJIUYECTBEHHOIO ONpeaencHus 0 50 0/ .
(TTIKO =0.033 %) il
Impurity D / Tlpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20% / He 6onee
Hivke npencna oduapynenus (10 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
Ennuuynas Heunentudumy- 0,20 %.
pOBaHHasA NPUMECH 0.06%
L
Remarls: The Produot onnfirma te ND/ Conclusion: APPROVED /
lpumeuanne: IMponykr COOTBETCTBYET TpeboBaHusam HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana IIpoBepeno: Ramakant Onobpeno: Menemxep / Pykosoaurens
An Amit Kumar - !
4 J} 5 S N V_ =3
%M =
Reprint Date / Reprint Date / Reprint Date /
Hara:27.12.2022 Mara: 27.12.2022 Hara :27.12.2022

Registered Office: 5-2-327, 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
www.drreddys.com




@
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

CEPTHDPHKAT AHAJIM3A  www.d rreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml T
Mpogyxr: Keropoa" (keroposnak) PAacTBOp 1115 BHYTPUBEHHOIO M BHYTPHMBILICHHOTO BBeNlEHH 51, 30 mr/miut
Batch No / 1 V221077 Batch Quantity / : 272727ampules /
Cepun No O6bem cepun 272727 amniyn
Analytical Report No / : 890001636586 Date of Analysis / : 27.12.2022
AHAJIHTHYECKHIT oT4yeT No Jarta anannza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Hata npoussojgcrea I'omen o

Analysis performed according ND / Ananus nposeaen no HJ: JITT-001365-170222
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F Total impurities / Cymma 0.26% Not more than 1.50% / He 6onee
npUMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL)/
H3Baexaemlit 06bem He meHee Homunanbuoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbsnbie <=0.725 ED/mr tromethamine. / He 6Gonee 5,8 E9/mr
SHIOTOKCHHBI KeTopoJsiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / Jomken 6bi1o
Crepunbaocts (nns Kaxnoii COMPLIES CTEPHIbHBIM.
15-0ii cepun)

11 Assay / Koindecreennoe 29.55 mg/29.55 mr From 270mg to 33.0 mg of
onpeaenenne C15H13NO5s- C4H,1NO; (ketorolac
tromethamine) per 1 mL. / Or 27,0 mr
o 33,0 MIr C15H13NO3'C4H11N03
(xeToposaka TpomeTaMuH) B 1 M.
12 Alcohol content / dtanon From 10.60 % to 12.60 %. /
11.45 % Ot 10,60 % 1o 12,60 %.
L _

Remarks: The Product confirms to ND/
[Mpumeuanme: IMpoaykr cooreeTcTByeT Tpebopanusm HJJ

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

CIN: LS5185AP1984PLCO04507
wwnv drreddys.com
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Product : /
Hponykr:

Ketopon™ (ketoponax DACTBOP I8t
P

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
BHYTPHBEHHOIO M BHYTPHMbBILIEYHOrO BBCCH M, 30 mr/mn

Batch No / : V221077

O6bem cepun

Batch Quantity /

2 272727ampules /
272727 amnyn

Analytical Report No / : 890001636586

AHaanTHYeCKHIT oTyeT No Hdata anannza

Date of Analysis /

1 27.12.2022

Date of Manufacture / : Dec.2022

Hara nponssoncrsa Tlonen no

Date of Expiry /

: Nov.2025

bnalysis performed according ND / Ananns nposegen no HJ: JINI-001365-170222
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1 mL in class I light-shieldj ng amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

13 Packaging / Ynakorka

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister,

1 blisters in a carton pack. /

Mo 1 wmn s amoynsl w3
CBETO3aINTHOIO CTeksa
KoOpiriHesoro knacca I (USP). B
BEPXHEH 4acTH aMmmynsl HaHecemmI
KONMbLO ¥ TOYKa ans pasnoma. Ha
amIy1ly HaKIIeHBaIOT STHKETKY.

Mo 10 ammyn ¢ UHCTPYKLHEH mno
MPHMEHEHITIO HOMELaoT
B [IBX/anioMunnessiii Grincrep.

ITo 1 Gmicrepy B Ma4Ky KapToHHyI0,

I 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. /

Mo 1 wMn 8 amrynsl  u3
CBETO3AIIMTHOTO CTEK/IA KOPUYHEBOrO
WM TEMHO-KODHYHEBOrO  ppeTa
knacca I (USP). B Bepxmeit yactu
AMIIyJTbl HaHECEHBI KONbLIO W TOYKa
A7 pasnoma. Ha amnyny HakieHparoT

ITHUKETKY.
ITo 10 ammyn ¢ HHCTpYyKUMeil no
NIPUMEHEHHIO TTIOMEINaroT

B [IBX/amomuuuesslit Gnucrep.

Io 1 6aucrepy B Na4Ky KapTOHHYIO;
AI1  CTAUMOHApOB: Mo 2, Sim 5
Onucrepos B NaYKy KapTOHHYIO.

' Labelling / Mapxkupogka According to ND /B COOTBETCTBHH ¢ H

I

Storage conditions /
Xpanenue

In a place protected from light below 25

OT CBETa MecTe NPH TeMmepaType He Bhime 25 °C. He 3a8MOpPaXXHBaTh.

°C. Do not freeze. / B 3alIHIIEHHOM

Shelf-life / Cpok rogaoctu 3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumenanue: I1 POIYKT COOTBETCTRYET TpeGOBaHHIM HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
Hoaroroeneno: Pravesh Rana [Iposepernio: Ramakant

i LES

Approved by: Mana ger/Executive /
Onobpeno: Meneskep / Pykosoanrens
Amit Kumar I-'&“":Z-\-l:""
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