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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Hdara nponseoacrea

Toxen no

CEPTUDPHUKAT AHAJIM3A
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ilpoaykr: KeTopon™ (keroponak) pacTBOp julsl BHYTPUBEHHOTO W BHYTPHUMBILLIEYHOTO BBEACHHS, 30 Mr/mu
Batch No / : V220810 Batch Quantity / : 272727ampules / ]
Cepus Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001626189 Date of Analysis / : 03.11.2022
Anagurnyecknii oryer Ne JlaTa anaimsa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

Analysis performed according ND / Anasn3z nposegen no HJI: JIN1-001365-170222

Pagel of4/Crp.1u3 4

I[Tpo3pauHblit OecLBETHbII pacTBOp.

I;;) Test / [Toka3zarennb Results / PesyabTarel Specification / Hopma
1 Description / Onucanue Clear  colorless solution. /| Clear colorless to pale yellow solution.

/ Tlpo3payHsblit OecLBETHBIH MK
CBETJIO-KENITBIH pacTBOp.

2 Identification /
IMopnuuHOCTEL

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
YIAEPXKUBAHHS OCHOBHBIX NHUKOB Ha
XpOMaTorpaMme HCTIBITYEMOro
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YICP)KUBaHUSA OCHOBHBIX NMWKOB Ha
XpoMaTorpaMme CTaHOAPTHOro
pacTBOpa KeTopoJjiaka TpoMeTaMHHA
U HarnpoKceHa (pasmen
«KonuuecTBeHHOE OMpeeneHre»)

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
YAepXKUBaHHA OCHOBHBIX ITUKOB Ha
XpOMaTorpaMmme HCIIBITYEMOTO
pactBopa IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIEPXHBAHHS OCHOBHBIX
ITHKOB Ha XpoMaTorpamme
CTaHIAapTHOrO pAacTBOpa KeTOpoJiaka
TpOMETaMMHa M HampokceHa (pazmen
«KonnuecTBeHHOE onpeaeseHue)

3 Clarity / Ilpo3paynocTn

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / Onanecuesuus
npenapara He [JOMKHa MpPeBbIIATh
omnajecUeHLHI0 3TalIoHa CpaBHEHUS 1.

4 Color / LIgeTHOCTHL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOJIHEBI
430 um.

5 pH 7.35 From 6.91t07.9./0T16,9 no 7,9.

Remarks: The Product confirms to ND/
IIpumeuanue: IpoaykT cooTBeTcTBYET TpeboBaHusAM HJT

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IToaroroeneno: Ramakant

Checked by /
IIposepeno: Himesh Kumar

<_1L/A
\

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoanrens
Manoj Kumar d

It

e
Reprint Date /

Jata:03.11.2022

Reprint Date /
Hara: 03.11.2022

Reprint Date /
Hara : 03.11.2022
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CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Hpoaywr: Ketopoa" (ketoponak) pacTBop /uis BHYTPHBEHHOIO 1 BHYTPUMBILUCYHOro BBeAeHHUs, 30 mMr/mn
Batch No / : V220810 Batch Quantity / : 272727ampules /
Cepus Ne O06nem cepun 272727 amnyn
Analytical Report No / : 890001626189 Date of Analysis / : 03.11.2022
AHasmaTHYeCKHH oT4eT No HMata ananusa
Date of Manufacture / 2 Sep.2022 Date of Expiry / : Aug.2025
JaTta nponssoncrea T'ogen 10
Analysis performed according ND / Ananns nposenen mo HJI: JITI-001365-170222 <‘
Page 2 of 4/ C1p. 2 u3 4
6 Particulate matter / Mexann4eckue BKII04YEHHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buaumble yacTHIIb! B cooTBETCTBUM € TpeOOBAHUAMH.
6B Invisible particles /
HeBuanmble YacTHIIB:
i. Particles > 10 pm / 60 not more than 6000 per ampoule /
Yactuu pazmepom > He 6osee 6000 Ha amnyay;
10 Mmxm
. particles > 25 um/ 02 not more than 600 per ampoule /
YacTuLl pasMepoM > He Oosee 600 Ha amnyy.
25 MKM
|
7 Related substances / Pogcreennnie npumecn
Impurity A / ITpumecs A 0.15% not more than 0.20% / He 6Gomee
0,20 %;
Impurity B / Ilpumecs B Not Detected not more than 0.50% / He 6onee
0,50 %;
Impurity C / Ilpumecs C 0.03% not more than 0.50 % / "e 6onee
0,50 %;
Impurity D / [Ipumecs D Below Limit of Detcction (LOD = 0.014 %) / not more than 0.20% / He 6onee
Huce npenena o6napyxenns (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.07% Not more than 0.20 % / He 6onee
Enunundnas HeugeHTUUIH- 0,20 %.
pOBaHHas MPUMECH
Total impurities / Cymma 0.31% Not more than 1.50 % / He 6ojee
npumMeceit 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IpoaykT cooreTcTBYET TpeboBaHusaM HJ| 3axmwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ramakant IlposepeHo: Himesh Kumar | Ono6peHo: Menemxkep / Pykosoaures
W —_— — Manoj Kumar L -
Reprint Date / Reprint Date / Reprint Date /
Hata:03.11.2022 Hata: 03.11.2022 Hata : 03.11.2022
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CEPTH®HKAT AHAJI3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AnanuTH4eckuii oryer Ne

| ITpoayxT: Keroposn” (ketoponak) pacrsop as BHVTPHBEHHOTO W BHYTPHMBILICYHOTO BBEAEHH. 30 Mr/mM
Batch No / : V220810 Batch Quantity / : 272727ampules /
Cepust Ne Oob6bem cepuu 272727 amnyn
Analytical Report No / : 890001626189 Date of Analysis / : 03.11.2022

Jara ananuza

Jlara npoussoacTea

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

Topen o

Analysis performed according ND / Ananuz nposened mo HI: JIT1-001365-170222

Page 3 of 4/ Crp. 3 u3 4

8 Extractable volume /
UsBnexkaemMplii 00bem

1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
He metee HomunanbHoro (1,0 mn)

9 Bacterial endotoxins /
Bakrepuanbubie
3HAOTOKCHHBI

<=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
<=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
KeTopofaKa TpOMeTaMMHa.,

10 Sterility (every 15th batch) /

Must be sterile. / JlomkeH 6biTh

CrepunbHocTs (a1s Kaxa0ii COMPLIES CTEPUIILHBIM,
15-0ii cepun)
11 Assay / KoanuecrBennoe 29.92 mg/29.92 mr From 27.0mg to 33.0mg of

Ci1sH13NO;- C4H; 1NOs (ketorolac

onpeaeseHme
tromethamine) per 1 mL. / Ot 27.0 mr
pite} 33,0 Mr C15H|3NO3'C4H11NO3
(keToponaka TpomeTamuH) B 1 M.
12 Alcohol content / dranon 11.75 % From 10.60 % to 12.60 %. /
‘ Ot 10,60 % no 12,60 %. J

Remarks: The Product confirms to ND/
[Tpumeuanue: [poaykr cootseTcTBYET TpeGOBAHIIM HJT 3akmouenne: OJIOBPEHO

Conclusion: APPROVED /

Prepared by /
IToarorosneno: Ramakant

ok

Checked by / Approved by: Manager/Executive /
I1posepeno: Himesh Kumar Onobpeno: Menemxkep / Pykooautens

(,__‘l’_,_g Manoj Kumar

Reprint Date /
Hata:03.11.2022

Reprint Date / Reprint Date /
Jara: 03.11.2022 Hata : 03.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 289Y, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




®e
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inje—ctions, 30 mg/ml___
Mpoaykr: Keropon™ (keroponak) PACTEOP A1 BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEACHHS, 30 MI/Mn
Batch No / : V220810 Batch Quantity / 1 272727ampules /
| Cepus Ne O6mbem cepiin 272727 amnyn
Analytical Report No / : 890001626189 Date of Analysis / : 03.11.2022

AHanauTHYecKH# oTyeT No

Jdata ananusa

Date of Manufacture /
HMara nponzsogcrea

: Sep.2022

Togen no

Date of Expiry /

: Aug.2025

Analysis performed according ND / Ananus uporenen no H: JIT1-001365-170222

Page 4 of 4/ Crp. 4 uz 4

13 Packaging / 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. /

o 1 wmn 8 amnynn w3
CBETO3ALIUTHOrO cTekna
KopuyHeBoro knmacca I (USP). B
BEPXHEH YacTH aMMmysibl HaHECeHbl
KONBLO 1 TO4YKa [Uin pasznoma. Ha
amIyny HaKkJeHBalOT STHKETKY.

ITo 10 amnyn ¢ uHcTpykumed o
NPHMEHEHHIO NOMELIAIOT
B [IBX/amomunueBbiii 6micrep.

Ilo 1 6nucrepy B mauky KapTOHHY1O.

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. /

o 1 wMn B amnyms m
CBETO3aILUTHOI'O CTEKIIA KOPUYHEBOTO
HWIA  TEMHO-KOPHUYHEBOIO  I[BETa
knacca I (USP). B Bepxmeil uactu
aMMynbl HAaHECEHBI KOJBLO W TOYKa
M1 paznoma. Ha ammysy HakJieHBaroT

ITHKETKY.
Io 10 amnyn ¢ wuHcTpykumeii mo
NPHUMEHEHUIO MIOMEMIAT

B [IBX/amomuunessiii 6nuctep.

Io 1 Gnucrepy B mauky KapTOHHYIO;
Ui cTauuoHapos: no 2, 3, 5
OJIHCTEPOB B MA4KY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooTBeTcTBUH ¢ HA.

15 Storage conditions /

In a place protected from light below 25 °C. Do not freeze. / B 3amuiuennom
OT CBETa MECTe NpH TeMNepaType He Bbiue 25 °C. He 3aMOpaX<UBaTh.

XpaHeHue
L 16 Shelf-life / Cpox rognocru

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[lpumeuatine: Mpoaykr coorsercrayer Tpebosanmam HJT

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
Ioaroroeneno: Ramak

Checked by /
[Iposepeno: Himesh Kumar

Clj——<~\

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

e

ant
o
Reprint Date /

Hara:03.11.2022

Reprint Date /

Hara: 03.11.2022

Reprint Date /
Hara : 03.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangans, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: LBE195AP1984PLC004507
www. drreddys.com




