Dr.Reddy’s ":‘

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

CEPTHUOHUKAT AHAJIN3A
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml—h
| IHpopyxr: Keropon” (keToponak) pacTeop s BHYTPUBEHHOTO W BHYTPHMBILIEYHOTO BBEACHIS, 30 MI/Mn
Batch No / : V220923 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepiin 272727 amnyn
Analytical Report No / : 890001628181 Date of Analysis / : 14.11.2022
AHanuTH4eckuii otyer No Jara ananausa
Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
Jdara npousBoacrea Iogen oo
Analysis performed according ND / Ananns nposenen mo HJL: JIT1-001365-170222
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-

i‘? Test / IlokazaTens Results / PesyabTaTnl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Ipo3paunbiii 6ecLBeTHbI pacTBOp.

/' Tlpospaunblii OecLUBETHBIT M
CBETIIO-KEJITbIH pacTBOp.

2 Identification /
NMoaaunHoCTL

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
YIAEP)KUBAHUS OCHOBHBLIX THKOB Ha
XpoMaTorpamme HCTIBITYEMOI0o
pacTBoOpa COOTBETCTBYIOT BpEMEHAM
YIACPXKHUBAHHST OCHOBHBIX MHMKOB Ha
XpOMaTorpamMmme CTaHOAPTHOIO
pacTBopa KETOpOoJlaka TPOMETaAMHHA
u HarpokceHa (pasmen
«KonuyecTBeHHOE ONpeselieHue))

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) / Bpemeuna
YIAEPKHBAHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBopa [IODKHbI COOTBETCTBOBATEH
BPEMEHAM YIEPXKHUBAHUSA OCHOBHBIX
MHKOB Ha XpoMaTorpamMme
CTaQHJApTHOTO PAaCTBOPa KETOPOJAKA
TpOMETaMUHa U HanpokceHa (pazden
«KomiyecTBeHHOE OnpeeNeHHE»)

3 Clarity / IIpo3pauHocTs

Complies / CooTseTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenums
npenapara He JOJDKHA NPEBbIILATE
ONANECLEHIHIO 3TATIOHa CPABHEHUs 1.

4 Color / llgeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu mirHe BOJHEI
430 umM.

5 pH 7.30 From 6.9t07.9./0t1 6,9 10 7,9.

Remarks: The Product confirms to ND/
[Tpumeuanne: Tponykr cootBercTayeT TpeboBanuam HJI

Conclusion: APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
IToarotosneno: Ramakant r

B>~

Checked by /
ITposepeHo: Pardeep Kumar

=l

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

Amit Kumar ‘
(l*“ e —

Reprint Date /
Jara:14.11.2022

Reprint Date /
Hara: 14.11.2022

Reprint Date /
Jara:14.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTHO®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HpoaykT: Keropon” (keToponak) pacTsop 15 BHYTPHBEHHOIO W BHYTPUMbILIEYHOTO BBEACHHS, 30 MI/MJ1
Batch No / 1 V220923 Batch Quantity / 2 272727ampules /
Cepusi Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001628181 Date of Analysis / : 14.11.2022
AnanuTnyeckuit oTyet No JlaTra ananunsa

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

Hara npousBoacTsa I'ogen no

Analysis performed according ND / Anasus nposexen no HJL: JIT1-001365-170222

Page 2 of 4/ Crp. 2 3 4

6 Particulate matter / MexaHnueckHe BKJIIOYEHUS

6A Visible particles /
Bunumele yacTHLb

Complies / CooTBeTcTBYeET

Should correspond to requirements. /
B cooTBeTcTBUM € TpeOOBAaHUAMU.

6B Invisible particles /
Hesunumele yacTULLI:

Impurity B / Ilpumecs B

Impurity C / [Ipumecs C

Impurity D / Ilpamecs D

Any unspecified impurity /

i. Particles> 10 um/ 35 not more than 6000 per ampoule /
Yactuu pazmepom > He bonee 6000 Ha ammyny;
10 MkM

it. particles > 25 um/ 13 not more than 600 per ampoule /
4yacTul, pa3mMepoMm > He 6onee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTeeHHble npumecu )
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He Gonee

0,20 %;

Below Limit of Detection (LOD = 0.014 %) /
Huxe npenena obnapysxenns (IT0O = 0.014 %)

not more than 0.50 % / He OGonee
0,50 %;

Less than LOQ (LOQ = 0.033 %) / Huxe
ApEAENa KONHYECTBEHHOrO ONpele/eHus

not more than 0.50% / He 6onee
0,50 %,

(ITKO =0.033 %)

Below Limit of Detection (LOD = 0.014 %)/
Hwxe npenena o6Hapyxenus (IT0 = 0.014 %)

not more than 0.20 % / He 6osee
0,20 %.

Not more than 0.20 % / He Oonee

npumMeceit

Enunu4Has HenneHTUULIH- 0.07% 0,20 %.
pOBaHHasi MPUMECH
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee

1,50 %.

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoayxT cooTBeTcTBYET Tpebosanuam HJT

Conclusion: APPROVED /
3axmouenne: OJIOGPEHO

Prepared by /
IMoarorosneHo: Ramakant r

4

Checked by /
IIpoBepeno: Pardeep Kumar

=t

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / Pykoroaurens

Amit Kumar (X(_;y

Reprint Date /
Hara:14.11.2022

Reprint Date /
Jara: 14.11.2022

Reprint Date /
Jarta : 14.11.2022
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CEPTHOHKAT AHAJIM3A

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

| Ipoaywr: . Keropon" (keTopoaak) pacTeop [is BHYTPUBEHHOTO W BHYTPHMBILICHHOTO BBEAEHNS, 30 Mr/MJ1
Batch No / 1 V220923 Batch Quantity / 1 272727ampules /
Cepusi Ne Oobnem cepun 272727 amnyn
Analytical Report No / : 890001628181 Date of Analysis / : 14.11.2022 N
AnanuTHyeckuit oTuer Ne Jara anaausa

Date of Manufacture / : Oct.2022 Date of Expiry / 1 Sep.2025

data mponsBoacTsa I"ogen o

Analysis performed according ND / Ananaus nposenen no HJL; JIT1-001365-170222
Page3 of 4/ Crp.3 u3 4

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
N3Biexaemblii 00Lem He menee Homunansuoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHable <=0.725 ED/mMr tromethamine. / He 6onee 5.8 ED/mr
3HAOTOKCHHBI KETOpoJNaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / Jlomxen ObITb
CrepuibHOCTb (AN KAXKAOi COMPLIES CTEPUILHBIM.
15-0ii cepun)

11 Assay / KoninuecTeenHoe 29.46 mg /29.46 mr From 270mg to 33.0mg of
onpeneneHue CisHi3sNO3 - C4H; NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MT C15H13NO3'C4H11NO3
(xeTopoiaka TpoMeTaMMH) B 1 M.

12 Alcohol content / dtanosu From 10.60 % to 12.60 %. /
11.86 % Ot 10,60 % n0 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Hpumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanusm HJT 3akaruenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroenexo: Rzmlakantbt Ilposepeno: Pardeep Kumar | OnoGpeno: Menemxep / Pykooputens
' Amit Kumar .
Reprint Date / ‘ Reprint Date / Reprint Date /
Hara:14.11.2022 Hara: 14.11.2022 Jara : 14.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ITpoaykr: Keropon" (keToponak) pacTBOp s BHYTPHBEHHOTO M BHYTPUMbILIEYHOTO BBEAEHUS, 30 Mr/m
Batch No / 1 V220923 ‘Batch Quantity / : 272727ampules /

Cepna Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001628181 Date of Analysis / : 14.11.2022
AHanuTH4yecKHii oTuer Ne HJarta ananunza

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

Jdara npoussoacrea T'open mo |

Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-170222

Page 4 of 4/ Crp. 4 uz 4

13 Packaging / Ynakorka

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. /

ITo 1 wMn B amnoynsl  u3
CBETO3ALIUTHOTO cTeka
xopryHeBoro knacca I (USP). B
BEPXHEH YacTH aMmmyJjibl HaHECEHbl
KOJBLIO M TOYKA JAis pasfioma. Ha
aMITyJly HaKIIEMBAIOT ITUKETKY.

ITo 10 ammyn ¢ MHCTpyKUHel Mo
NPUMEHEHUIO MOMeLalT
B [IBX/anoMHuHueBbIi 6aucTep.

ITo 1 6aucrepy B nauky 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. /

[lo 1 wMm B aMnoydsl M3
CBETO3ALIMTHOTO CTEKIIa KOPHYHEBOTO
WIH  TEMHO-KODUYHEBOI'O  IIBETa
knacca I (USP). B BepxHeii uactu
aMIlyJibl HaHeCeHbl KOJbLO W TOYKa
IUia paznoma. Ha aMmmyny HakiieusatoT
ITHKETKY.

Ilo 10 amnyn ¢ HHCTpyKUHMeH 1o
MpUMEHEHHIO MOMEIIA0T
B [IBX/amoMuunenLiii 6mictep.

ITo 1 6nucTepy B MavKy KapTOHHYIO;
Uil cTauuMoHapoB: no 2, 3, 5
6JUCTEpOB B TAYKY KAPTOHHYIO.

14 Labelling / Mapxuposka

According to ND / B cootsercteuu ¢ HJI.

15 Storage conditions /
XpaHneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiuenHoM
OT CBETa MECTE NpH Temneparype He Bellle 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok roasocrn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
IIpimenanne: [ponykr coorBeTcTByeT TpeGosanuam HJI

Conclusion: APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant . IIpoBepeno: Pardeep Kumar | Opgobpeno: Menemxkep / PykoBogurens

i\}]‘t\)‘d/ : Amit Kumar W
Reprint Date / B Reprint Date / Reprint Date / -

Jarta:14.11.2022

Hara: 14.11.2022

Jara: 14.11.2022

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