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
www.drreddys.com

CEPTUO®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Mpoaykr: Ketopoa" (keTopomak) pactsop s BHYTPUBEHHOTO U BHYTPUMbILICYHOTO BBEACHUA, 30 mr/mn
Batch No / : V230138 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001648001 Date of Analysis / 1 27.02.2023
Apanuruyeckuii oruer Ne JlaTta ananau3za
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JMara npou3BOACTBA Topen 1o

Analysis performed according ND / Anauus nposenen no HJI: JI1-001365-170222

Page 1 0of4/Crp. 134

NN? Test / I[loxa3zaTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

[Tpo3pauHbIi CBETJIO-KENThIH

pacTBop.

/ Tlpospaunblil OECLBETHBLIN WU
CBETJO-)KENTbIH PacTBOp.

2 Identification /
Mo iMHHOCTDH

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
yaep>KUBaHHsA OCHOBHBIX IHKOB Ha
XpoMaTorpamme HCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIep)KNUBaHUS OCHOBHBIX IIHMKOB Ha
XpOMATOTpaMMe CTaHIapTHOTO
pacTBOpa KETOpoJiaka TPOMETaMHHA
)il HanpokceHa (pa3pmen
«KonuuecTBEHHOE OMpeieNeHUEN)

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
yIOEPKUBaHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpamme UCIBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBAThH
BpEMEHaM YOEPXKHUBAaHUA OCHOBHBIX
MUKOB Ha XpoMaTorpamMmMe
CTaHJapTHOTO PacTBOpa KETOPOJaKa
TpoMeTaMHHa U HalpokceHa (pasnen
«KonnuecTBeHHoe onpeacicHue»)

3 Clarity / IIpospauHocTsb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuys
npernapaTa He JOJDKHA NPeBbIIaTh
ONAIECUEHIUIO TATIOHa CpaBHEHNA [.

4 Color / IlBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ANHMHE BOJHBI
430 um.

5 pH 7.50 From 6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
Ipumcuanuc: ponykT coornerernyet Tpedopaiiam HJI

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh Kumar Iposepeno: Himesh Kumar | Ono6peno: Menemwxep// Pykosgaurens
] Abhishek Chauhan /
e *
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.02.2023

Hara: 27.02.2023

Hara : 27.02.2023

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. Ui reddys.conin
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CEPTUO®UKAT AHAJIM3A

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

IMpoaykr: Keropon”' (keToponak) pactTBop Jias BHYTPHBEHHOIO ¥ BHYTPUMBILIEHHOrO BRCACHIA, 30 mr/mn
Batch No / : V230138 Batch Quantity / 2 272727ampules /
Cepusn Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001648001 Date of Analysis / : 27.02.2023
AHaJIHUTHYECKHI oT4eT Ne JlaTa anaanza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jlara mpou3BOICTBA Togen 1o

Analysis performed according ND / Anasns nposenen no HJL: JIT1-001365-170222

Page 2 of 4/ Crp. 2 n3 4

6 Particulate matter / MexaHn4eckue BKJIKYEHUSA

6A Visible particles /
BuayMble 4acTULbI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B c00TBETCTBHH ¢ TpeOOBAHUAMI.

6B Invisible particles /

HeBnaumblie YaCTHIbI:

1. Particles> 10 pm/
YacTun pazMepoMm >

06

not more than 6000 per ampoule /
»e 6onee 6000 Ha ammyy;

Impurity B / [Ipumecs B

Impurity C / Ilpumecs C

Impurity D / I[Tpumecs D

Any unspecified impurity /
EnvHUYHAS HEMACHTUPULH-
poBaHHas IPUMECh

10 mxm
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
YacTUL| pa3MeEpOM > He 6onee 600 Ha amimyny.
25 MKM
7 Related substances / PoncTBeHHbIe IpUMeECH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He OGonee

0,20 %;

Not detected / He o6HapyxeHa

not more than 0.50 % / He Gonec

0,50 %,;

Less than LOQ (LOQ = 0.033 %) /
Hke npenena KOJMYECTBEHHOTO
onpenesenus (IIKO = 0.033 %)

not more than 0.50% / He Oonee

0,50 %;

Below Limit of Detection (LOD =
0.014 %) / Hwxe npeaeina
obunapyxenus (ITO = 0.014 %)

not more than 0.20 % / He Oonee

0,20 %.

0.05%

Not more than 0.20 % / He Goinee
0,20 %.

Remarks: The Product confirms to ND/
[Ipumeyanve: TTpoykT cooTReTcTRYET Tpebosanuam HIT

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Hara: 27.02.2023

JHara: 27.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Naresh Kumar Tposepepo: Himesh Kumar | Ono6peno: Menemrepy Pykopoanrent
v ~ Abhishek Chauhan /
=
Reprint Date / Reprint Date / Reprint Date /

Hara : 27.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Ketopon” (KETOposaK) pacTBOp s BHYTPUBEHHOrO U BHYTPHMLILICHHOTO peeaenus, 30 mr/ma
Batch No / : V230138 Batch Quantity / + 272727ampules /
Cepns Ne O61em cepuu 272727 amnyi
Analytical Report No / : 890001648001 Date of Analysis / : 27.02.2023
AHanuTndeckuii oTuer Ne Jara agaamusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npon3BOACTBA Toaen 10
| Analysis performed according ND / Ananus HpoBeien no HJI: JI[1-001365-170222

Page3 of 4/ Crp.3 m3 4

Total impurities / CyMmma 0.25% Not more than 1.50 % / He Gonee
npumMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
N3Baexkaemblii 06beM He menee HomuHansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuanbHble <=(0.725 EQ/Mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBI KEeTOpoJIaka TPOMETaMUHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomxkeH ObITh
CTepWILHOCTD (A1 KaxA0H NA CTEPWIbHBIM.
15-0ii cepun)

11 Assay / KonuuecTrBeHHOE 29.23 mg/29.23 mMr From 27.0mg to 33.0mg of
onpejenenne C15H13NO3- CsH11NO;3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 mr C15H13NO3'C4H11NO3
(keTOpoJIaKa TpOMETaMMH) B 1 M.

12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.40 % Or 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cootsercTyeT Tpedosanusam HJL 3akaouenne: QJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Naresh Kumar IMposepeno: Himesh Kumar Onobpeno: Menemiep / Pykosognrenb
(. e e e AbBishek Chauhan /‘
- -
Reprint Date / Reprint Date / Reprint Date /
Iara: 27.02.2023 Hara: 27.02.2023 Hara : 27.02.2023
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad i,
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoayKT: Ketopon™ (keToponak) pacTBOp 1S BHYTPHBEHHOTO ¥ BHYTPUMbILIEUHOLO BBEICHNA, 30 Mr/mn
Batch No / : V230138 Batch Quantity / : 272727ampules /
Cepus Ne O6Bem cepin 272727 amnyn
Analytical Report No / : 890001648001 Date of Analysis / : 27.02.2023
AnangTuyeckuil oTdeT Ne Jara anannza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JaTa npou3Boacrsa Topen no

Analysis performed according ND / Anaius nposenen no HJI: JII1-001365-170222

Page 4 of 4/ Crp. 413 4

13 Packaging / YnaxkoBka

1 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. /

[lo 1 ™Ma B ammnyns W3
CBETO3aLIUTHOIO cTeKsa
kopruHeBoro knacca I (USP). B
BEpXHEH 4acTH aMITyJIbl HaHECEHbI
KONBIO W TOouka Jnsi pasioma. Ha
aMnyny HaKJIeUBatOT 3TUKETKY.

Ilo 10 amMmyn ¢ HHCTpYKUMEHR IO
NPHMEHEHHIO NOMELAI0T
B [IBX/anfoMuHUEBBIH GIHCTED.

ITo 1 6nucTepy B NaYKy KapTOHHYIO.

1 mL in class 1 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. /

I[lo 1 wMn B aMnoyns w3
CBETO3ALUTHOTO CTEKIIa KOPUYHEBOTO
WIX  TEMHO-KOPMYHEBOrO  LBETa
xnacca I (USP). B BepxHel wvacTu
aMITyJbl HAHECEHbl KONBLUO M TOYKa
Ans pasnoma. Ha aMImyny HaKnenBarT

3TUKETKY.
Mo 10 ammyn c¢ MHCTPYKLHEH Mo
DPHUMEHEHHIO MOMELIaoT

B [IBX/amomMunmeBbli 6aucTep.

ITo 1 6nucTepy B naYKy KapTOHHYIO;
oA cTauuodapoB: mno 2, 3, 5
OGIHCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B cootrsetctuu ¢ HI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
OT CBeTa MeCTe Ipu TeMIepaType He Beile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roanocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: [Ipoxykr cooTBeTcTBYET Tpebosanuam H

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by /
TloaroroByieHo: Naresgumar

-

Checked by /
[Tposepeno: Himesh Kumar

\

Approved by: Manager/Executive /
Ono6peno: Menenxep / Pykosoautesib
- Abhishek Chauhan /?’l

Reprint Date /
Jara: 27.02.2023

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara : 27.02.2023
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