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

CEPTHOUKAT AHAJIM3A www.drreddys.com
Product : / Ketoro] (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTsop [Uisl BHYTPHBEHHOTO M BHYTPUMbILIEYHOTO BBEACHHUS, 30 MI/mi
Batch No / : V230057 Batch Quantity / : 272727ampules /
Cepus Ne O6BemM cepun 272727 amnyn
Analytical Report No / : 890001643966 Date of Analysis / : 04.02.2023
AnanuruyecKuii oruer Ne JMara apanausza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTa npou3BoJCTBA T'onen no
Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222

Page 1 of4/Crp. 1u3 4

i.g Test / [TokazaTenb Results / PesyabTaTsl Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
ITpo3pauHblii cBeTo-kenTelit | / TlpospauHblii OeCUBETHBIH WM
pacTtBop. CBETJIO-XKENThIH pacTBOP.

2 Identification /
MoaNHHHOCTD

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
YIEp)XUBaHMs OCHOBHBIX ITMKOB Ha
XpoMarorpaMme HCHBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YIEPKNBAHMSA OCHOBHBIX IHKOB Ha
Xpomartorpamme CTaH/IapTHOTO
pacTBopa KeTopojaka TpOMeTaMUHa
" HanpoKCeHa (pazmen
«KonnyecTeeHHOE onpelieNeHne»)

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
yOEP)KUBAHUA OCHOBHBIX THKOB Ha
XpoMaTorpamMmme HCIIBITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBATH
BpeMeHaM YIEPKHBAHIA OCHOBHBIX
TIMKOB Ha Xpomarorpamme
CTaHIAPTHOrO PacTBOpa KeToponaxa
TpOMETaM¥Ha W HalpoKceHa (paszen
«KonugecTReHHOE OTIPEAETEHHEN)

3 Clarity / ITpospauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHLus
npemnapaTa He HOJDKHA NPEBBIIAT
oraJiecleHLMIO 9TaloHa CpaBHEHuU 1.

4 Color / I|BeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH JUIHHE BOJHbI
430 aMm.

5 pH 7.37 From 6.9t07.9./0t16,9 no 7,9,

Remarks: The Product confirms to ND/
[Mpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusM HJT

Conclusion: APPROVED /
3arkmouenue: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana Ipoeepeno: Ramakant Onobpeno: Menemxkep / PykopoauTens
// ; Pavan Kumar Sharma (_#;;_,_ >
)//’
Reprint Date / Reprint Date /- Reprint Date /
JHata:04.02.2023 Jara: 04.02.2023 Hata : 04.02.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon® (keToposiak) pacTBOp A1 BHYTPUBEHHOTO M BHYTPHMbILIEYHOrO BBeAeH s, 30 MI/mi
Batch No / : V230057 Batch Quantity / : 272727ampules /
Cepns Ne OoBem cepuu 272727 amnyn
Analytical Report No / : 890001643966 Date of Analysis / : 04.02.2023
AnajnTnyeckuii oruer Ne JlaTa anaausa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JaTta npou3BoacTBa T'ogeH no

Analysis performed according ND / Ananuz nposeaen mo HJI: JITI-001365-170222
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6 Particulate matter / MexaHuueckne BKJAIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumbie yacTULIBI B cooTBeTcTBHM € TpeOOBAaHUAMM.

6B Invisible particles /
HeBuaumMble yacTHIIBI:

1. Particles> 10 um / 05 not more than 6000 per ampoule /
YacTtui pasmepoM > He 6onee 6000 Ha ammyJy;
10 mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PogcTBeHHbIe npuMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He 6onee
Huxe npenena o6napyxenus (ITO = 0.014 %) 0.50 %:
Impurity C / Ipumeces C Less than LOQ (LOQ = 0.033 %) / Hixe not morc than 0.50 % / Hc Gonee
npenena KOJMYCCTBCHHOTO ONpeaeNeHnsa 0 50 0/ .
(TIKO = 0.033 %) R
Impurity D / [Tpumecs D not more than 0.20 % / He Gonee

Below Limit of Detection (LOD = 0.014 %) / 0
Huxe npenena obuapyxwenus (ITO =0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He 6omee
Enunninas nenneHTHOHLIU- 0,20 %.
pOBaHHas NMPUMECh 0.06%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumevanue: IlpogykT cooTBeTcTBYeT TpeboBaHusam HJJ 3akmiouenne: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Pravesh Rana [Tposepeno: Ramakant Onobpeno: Menemkep / P_XKOBO,E[}-ITem:
?Q Pavan Kumar Sharma e
\ o
Reprint Date / Reprint Date / Reprint Date /
Harta:04.02.2023 Jara: 04.02.2023 JlaTa : 04.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ilpoaykr: Keropon™ (keToponak) pacteop /uis BHYTPHBEHHOTO 1 BHYTPHMBILIEYHOIO BBEAEHHS, 30 Mr/mn
Batch No / : V230057 Batch Quantity / 2 272727ampules /
Cepusi No O0Bem cepnu 272727 amnyn
Analytical Report No / : 890001643966 Date of Analysis / : 04.02.2023
ABajuTHYeCcKH# oTueT No Jdata ananuza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JdaTa npousBojacTBa TI'ogen xo

Analysis performed according ND / Ananus nposegen o HJT: JIT1-001365-170222
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Total impurities / Cymma 0.20% Not more than 1.50 % / He 6Gomee
npuMeceif 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pnexaemslii 06Lem He mMenee HomuHansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakTepnanbubie <=0.725 E3/mMr tromethamine. / He Gonee 5,8 EQ/Mr
3HAOTOKCHHBI KETOpOJlaKa TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH 6bITb
CrepuibHOCTE (1191 KaXKAOi NA CTEPWILHBIM.
15-ofi cepun)
11 Assay / KonuuectBeHHoe 30.08 mg / 30.08 mr From 270mg to 330mg of
onpeaeieHue CisH13NO3-C4H 1NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
pils] 33,0 Mmr C15H13NO3'C4H11NO3
(xeToposaka TpOMeTaMKH) B 1 ML
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.77 % OT 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanne: IMponyxr cootBercTByet Tpeboranusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Iloarorosieno: Pravesh Rana

g "

Checked by /
ITposepeno;, Ramakant

ottt

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / PykosoguTens
Pavan Kumar Sharma ch——

Reprint Date /
[Hara:04.02.2023

Reprint Date /
Hara: 04.02.2023

Reprint Date /
Hara : 04.02.2023
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[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (keToposiak) pacTBop uisi BHYTPUBEHHOTO ¥ BHYTPUMBILIIEIHOr0 BBEIEHHS, 30 Mr/M1
Batch No / : V230057 Batch Quantity / : 272727ampules /
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001643966 Date of Analysis / : 04.02.2023
AHanuTHYeCKHH oTueT No Jlara anaausa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JlaTa nponzBoacTBA T'ogen no

Analysis performed according ND / Ananns nposenen no HJI: JITT-001365-170222
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13 Packaging / Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leafletin a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
ITo 1 wMn B ammynsl w3 | ina carton pack./
CBETO3AILUTHOrO creknma | ITo 1 wMn B avmnoynel  u3
kopuuHeporo knacca I (USP). B | cBeTo3allMTHOrO CTEKIAa KOPUYHEBOTO
BEpXHEH YacTH aMIlyJlbl HAaHECEHbl | WIM  TEeMHO-KODHUYHEBOIG  UBeTa
KOJBLIO W Touka M pasmoMa. Ha | knacca I (USP). B Bepxueii uyactu
aMIlyJly HaKJICUBAIOT 3THKETKY. aMIyJbl HaHECEHBl KONBLO W TOYKa
Ilo 10 amMnyn c wmHcTpykumeil mo | ans pasioma. Ha ammyny HaKITEHBAalOT
NPHMEHEHHUIO MOMEIAIOT | 3THKETKY.
B [IBX/amomunBueBslii GucTep. Ilo 10 amnyn ¢ HHCTpYKUMEH [0
ITo 1 6nucTepy B NauKy KapTOHHYIO. | MPUMEHEHUIO OMELLAI0T
B [IBX/amoMuHueBslii 6nucrep.
[To 1 6nucTepy B MauKy KapTOHHYIO;
s cTaldoHapos: mo 2, 3, 5
OIHMCTEPOB B MAYKy KaPTOHHYIO.
14 Labelling / Mapxkupoeka According to ND / B cootsetctuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiesHOM
XpaHeHue OT CBETa MECTE NpU TeMIIEpPATYpe He Bhile 25 °C. He 3aMopaxuBaTts.
16 Shelf-life / Cpok rognocrn 3 years. / 3 roga.

Remarks: The Product confirms to ND/
llpumenanue: |lponykT cooTBeTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

g3

Checked by /
ITposepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosomnrens

—

gmﬂ'@ﬂ') Pavan Kumar Sharma :}‘Z"’/

Reprint Date /
Hata:04.02.2023

Reprint Date /
Hara: 04.02.2023

Reprint Date /
Jara : 04.02.2023
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