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Dr. Reddy’s Laboratories Ltd,

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

CERTIFICATE OF ANALYSIS

Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIMU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusecular fﬁ]%éﬁl{';ffi{:'\ﬁi me/ml
Mpoaykr: Keropon™ (keToposiak) pacTBop Anst BHYTPHBEHHOTO M BHYTPHMbILLIEYHOrO BECACHUS, 30 MI/M
Batch No / : V220506 Batch Quantity / : 272727ampules /
Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001604455 Date of Analysis / 1 22.07.2022
AHnanuTHyecknii oruer Ne Hara anannza
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
Jata npouszsojicrea lopen 1o ]

Analysis performed according ND / Anannz nposenen no H/: JITI-001365-170222

|

Pagel of4/Crp.1u3z 4

IIpo3paunslii GecuBeTHbIN pacTrop.

i? Test / [lokazatens Results / PesynabraTel Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunblii  GecuBeTHBII
CBETJIO-XKENTHIH pacTBOP.

HJIH

2 Identification /
IoanuHHOCTH

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) / Bpemena
YIEPXKUBAHUS OCHOBHBIX NHKOB Ha
XpoMarorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
YAEPXKHUBAaHHA OCHOBHBIX MHKOB Ha
XpoMarorpamme CTaHAApTHOTO
pacTBopa KeToposaka TpOMeTaMHHa
U HanpokceHa (pa3nen
«KonuyecTBeHHOE ONpeaeneHue)

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
YOEPKMUBAHUS OCHOBHBIX INUKOB Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBopa JOMKHbI COOTBETCTBOBATh
BPEMEHAM YIEP)KUBAHHWA OCHOBHBIX
MMKOB Ha XpoMaTorpamme
CTaHIapTHOTO pacTBOpa KeToponaka
TPOMETaMMHa M HallpoKceHa (pasnen
«KoJIM4ecTBEHHOE OTIPEENEHUEY)

3 Clarity / Ilpo3paunocTs

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
Ipenapara He JO/DKHA NpeBbIaTh
OMaNeCUeHUHIO STATOHA CpaBHeHHs .

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu aiHe BOIHLI
430 auM.

5 pH 7.32 From 6.9t07.9./0716,9 00 7,9,

Remarks : The Product confirms to ND/
[pumeuanue: [ponykr coorsercTByeT TpeGoraHusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IloarorosneHo: Naresh \}Gumar
M}J
=~

Checked by /
[posepeno: Pardeep Kumar

T

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautens
Manoj Kumar *

Reprint Date /
Hata: 22.07.2022

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara : 22.07.2022

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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CERTIFICATE OF ANALYSIS

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

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

AHAanUTHYECKHIT oTyeT Ne

CEPTHO®HKAT AHAJIM3A Tel : +51 98166 56001-02
waanar Aleend e e mom
| Product:/  Kctorol (Ketorolac) solution for intravenous and intramuscu iy 'i;ij\é&fonss,' 30 mg/ml
 Hpoayxr: Keropos” (keToponak) pacteop 415 BHYTPHBEHHOTO H BHYTPHMBILICHHOIO BBEACHHS, 30 Mr/ma
Batch No / : V220506 Batch Quantity / : 272727ampules/
Cepusn No O0bem cepun 272727 amnyn
Analytical Report No / : 890001604455 Date of Analysis / 1 22.07.2022

Hara ananuza

Date of Manufacture /
Jdarta npou3Bojacrsa

: JUL.2022

Tonen 1o

Date of Expiry /

: JUN.2025

LAnalysis performed according ND / Ananus nposegen mo HJI: JI[1-001365-170222

Page 2 of 4/ Crp.2u3 4

6 Particulate matter / Mexanuueckue BKIIOYCHUS

6A Visible particles /
Bunumble 4acTHitbl

Complies / CooTseTcTByET

Should correspond to requirements. /
B cooTBeTcTBHI € TPeOOBAHHAMH.

6B Invisible particles /
HeBnaumbie 4acTuipl:

UsBnexaemnolii 00bem

1. Particles > 10 pm / 28 not more than 6000 per ampoule /
YacTtuu pazMepom > ne 6onee 6000 Ha amnyiy;
10 Mxm
1i. particles > 25 pm / 01 not more than 600 per ampoule /
4acTHl pasmMepom > He Oostee 600 Ha ammyy.
25 MKM
7 Related substances / Poncreennbie npumecn
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / nHe Gonee
0,20 %;
Impurity B / [Tpumecs B Not detected / He oSnapyxkena not more than 0.50% / He Gonee
0,50 %;
s Less than LOQ (LOQ = 0.033 %) / Huie
Impurity C / Ilpumecs C MPEENa KOAMYECTBCHHORO ONpCACACHIA not more than 0.50% / He Gosnee
(TIKO = 0.033 %) 0,50 %;
Impurity D / lIpumecs D not more than 0.20% / He Oonee
Below Limit of Dctection (LOD = 0.014 %)/ 0,20 %.
Hisxe npeaena oSHapyxenus ([10O =
— _ 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6Gosee
Ennanynas HeugeHTHOHLU- 0.20 %.
pOBaHHast IPUMeCh Q0775
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HoMunansHoro (1,0 mn)

Remarks : The Product confirms to ND/
[Ipumeuanne: ITpoaykr coorsetcTByer TpeGosanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
Iloarorosneno: Naresh ‘Eumar

=

Checked by /
Ipoepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoautens
' Manoj Kumar

Reprint Date /
Hata: 22.07.2022

Reprint Date /

Jlara: 22.07.2022

Reprint Date /
Hara : 22.07.2022

Registered Office: 8-2-237, Road Ngo. 3, Banjara Hills, Hyderalhad

- 500034, Telangana, india
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Dr. Reddy’s Laboratories }td.

Qe
Dr. Reddy,s ‘.... Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOHKAT AHAJIN3A Tel : +91 98166 56001-02

= : —— - wasweliraddys com _
Product : / Ketorol (Ketorolac) solution for mtravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon" (ketoponak) PACTEOP AJ1A BHYTPHEEHHOTO M BHY TPUMBILLEYHOTO BBEAEHHSA, 30 mr/mi

Batch No / : V220506 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001604455 Date of Analysis / 1 22.07.2022
ABanuTinyeckuii otyer No Harta anannza

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

Hara nponssogcrea I'ogen go

Analysis performed according ND / Ananns nposeaen mo HJI: JIIT-001365-170222

e
Page3 of4/Crp.3u3 4
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac

bakTepuanbHble <=0.725 EDQ/mr tromethamine. / He Gonee 5,8 ED/mr
SHAOTOKCHHbI KETOposIaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / Jonxen 6bire |
CTepuiabHOCTD (nn1a kaxnoii CTEPUIIbHBIM.
15-oii cepum)

11 Assay / Kosinuecreenuoe 29.57mg / 29.57mr From 27.0mg to 33.0 mg of
onpeaesieHue CisHi3NO;3: C4H;NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 Mr C|5H|3NO3'C4H11NO3
(keToponaxa TPOMETaMUH) B 1 mul.

12 Alcohol content / dtanon 11.65 % From 10.60 % to 12.60 %. /

L Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [poxykr COOTBETCTBYET Tpeboranuam HJI 3akmouenne: OIOBPEHO

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

Ioarorosneno: Nares/hﬂ\Kumar IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosomutens
Q’j/ = Manoj Kumar M\:‘l@g‘

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.07.2022 Hara: 22.07.2022 Hara : 22.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT 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

—Tﬂ%d#eﬂdys.cnm
wscular ijections, 30 mg/ml

Product : / Ketorol (Ketorolac) solution for intravenous and intran

poaykr: KeToposi (keTopoiak) pacTsop s BHYTPHEEHHOTO M BHYTPUMBILIEYHOrO BBEACHHA, 30 Mr/mn
Batch No / : V220506 Batch Quantity / : 272727ampules/ |
Cepus Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001604455 Date of Analysis / : 22.07.2022
AHAJHTHYECKHH oTyeT No Hara ananusza
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
Mara nponssoacrna Tonen no

Analysis performed according ND / Anannz nposeaen no HJI: JITI-001365-170222

Page4 of 4/ Crp.4 u3 4

[ 13 TPackaging / ¥Ynakoeka

I 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. /

Ilo 1 wMn B amnyasl u3
CBETO3ALIUTHOTO CTeKsa
kopuuHesoro knacca I (USP). B
BEPXHEH 4acTH aMITy/ibl HAHECEHBI
KOJIbIIO W TOuYKa 1uis paszioma. Ha
aMIyJly HaKNeHBalOT STHKETKY.

[To 10 amnyn ¢ wuHcTpykuueit nmo
NPUMEHEHUIO MOMEUIAIOT
B [IBX/amomunnesslii 6ructep.

[To 1 6nucTepy B navyky 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, 5 blisters
in a carton pack. /

Ilo 1 wMn B ammynsl w3
CBETO3alIMTHOFO CTEKJIa KOPHUYHEBOrO
HIM  TEMHO-KODWUYHEBOIO  L(BETA
xnacca I (USP). B Bepxueil wacrtu
aMIlyNbl HaHeCceHbl KOMbLO M TOYKa
Ui pa3jioMa. Ha amMmmyny HaknenBaoT

ITUKETKY.
[To 10 ammyn c¢ wuHCTpyknMed mo
NPUMEHEHHUIO NOMEILAT

g [IBX/anomMuHReBblil GaucTep.
ITo 1 6aucTepy B MauKy KapTOHHYIO;
I CTauMoHapoB: 1o 2, 3, 5

GHI-IC?‘CPOB B NaYKy KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootetctuu ¢ HJI.

15 Storage conditions /
Xpauenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MECTE NpY Temmepatype He Belme 25 °C. He 3aMopakusats.

16 Shelf-life / Cpox rognoctun

3 years. / 3 roaa.

Remarks : The Product confirms to ND/
ITpumeuanue: Ipopykr coorsercrayer TpeGosannam HJT

Conclusion : APPROVED /
3akmogenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Naresh \Eumar

e

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykorogurens
Manoj Kumar N

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara: 22.07.2022

Reprint Date /
Hara : 22.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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