Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 S6001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injectierasd39 asg/ml

Iipoayxr: Keropon™ (ketoponak) pacTeop st BHyTPMBEHHOTO H BHYTPUMBIIIEYHOrO BBeIeH S, 30 Mr/mit
Batch No / : V220316 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001590468 Date of Analysis / : 10.05.2022
ABanutHyecKuii oTyeT No JlaTta anaamsza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JaTa npousBoacTBa T'ogen oo

Analysis performed according ND / Ananns nposenen no HJI;: JI[1-001365-170222

Page10f4/Crp.1nu34

i‘? Test / [Ioka3aTesb Results / PesyabTaTsl Specification / Hopma
1 Description / Onnucauue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
ITpo3pauHelii GecLBETHLII pacTBOP. /  Tlpo3payHblii OecLBETHEI uny
CBETIIO-XKEINTHIt pacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
HoanunuHOCTL peaks in the chromatogram of teést | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay  section) / Bpemena
YAEPKUBAHUA OCHOBHBIX IIHKOB Ha | YHOCP)KHBAHMS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCOBITYEMOr0 | XpoMmaTorpaMmme HCIIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa HAOJDKHBI COOTBETCTBOBATD
YIOEPXHMBAaHKUA OCHOBHBIX IMKOB Ha | BpeMeHaM YIEpKUBAHUS OCHOBHEBIX
XpoMarorpamme CTAHZAPTHOIO | MHKOB Ha XpoMarorpaMmme
pacTBOpa KeTopoaka TpOMETaMHHa | CTAaHHAPTHOTO pacTBOpa KeTopoJaka
%} HanpoKceHa (pazzmen | TpoOMETaMHHA M HamlpokceHa (pasmen

«KoymuecTBeHHOE ONpeAeIeHIe») «KonmuecTBeHHOE OnpenesieHHe»)

3 Clarity / TIpo3pauHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JOJDKHA NPeBbIIaTh
ONAIECIEHIHIO 3TaIOHA cpaBHeHus .

4 Color / IIseTHOCTD 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 mpu nyivHe BONHBI
430 HM.
5 pH 7.32 From 6.9t07.9./0t16,9 no 7,9.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpogykT cooTBetcTBYeT TpeGoBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMToaroroeneno: Naresh Kumar

s

Checked by /
[IpoBepeno: Pardeep kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar j

"JJ'} wf

Reprint Date /
Hara: 10.05.2022

Reprint Date /
Jara: 10.05.2022

Reprint Date /
[Hara :10.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular ijecidemnsd36.cogiml
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Analysis performed according ND / Ananu3 nposenen no HJ/I: JIT1-001365-170222
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6 Particulate matter / MexaHu4ecKkHe BKJIIOYEHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buaumblie yacTuiisi B cooTBeTcTBUH C TpeOOBAHUAMHY.
6B Invisible particles /
HeBnmyMble YacTHIIbL:
1. Particles > 10 pm / 39 not more than 6000 per ampoule /
YacTtui pasmepom > He 6onee 6000 na amnyiny;
10 MxM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHUL pa3MepoM > He 6onee 600 Ha amITyny.
25 MKM
7 Related substances / PopcreBeHHble npuMecu
Impurity A / Ilpumecs A 0.14 % not more than 0.20 % / He 6ojee
0,20 %;
Impurity B / IIpumecs B INodetectedifhicIo0HARypIEHa not more than 0.50 % / He Gonee
0,50 %,;
Impurity C / ITpumecs C ﬁ;i;ﬁi":;gﬁég;g{:&g ?rl;/:zlé;ﬂﬁs not more than 0.50 % / He 6Gonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / TTpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20 % / ne 6onee
Huxke npeaena KoMMHECTBEHHOTO 0,20 %.
onpeaenenus (IIKO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvHu4Has HEMEHTH(HIIU- 0.10 % 0,20 %.
pOBaHHasl IPUMeECH
Total impurities / CymMmma 0.31% Not more than 1.50 % / He 6onee
npumMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
HsBaekaemblit 06bem He menee HomunansHoro (1,0 mi)

Remarks : The Product confirms to ND/
IIpumeudanue: [Ipogykr cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmawuenune: OJOGPEHO

Prepared by /
[Moarorosneno: Naresh Kumar

b

Checked by /
[Iposepeno: Pardeep kumar

]

Approved by: Manager/Executive /

Onobpeno: Menemiep / Pykosoaurens

i /
Manoj Kumar . Lb‘ 'Lllt( ;

Reprint Date /
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Reprint Date /
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Reprint Date /
Jlata :10.05.2022
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepHanbHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 E3/Mr
9HIOTOKCHHBI KeTOpoJiaka TPOMETaMHHA.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JlomxeH ObITh
CTepUJIbHOCTD (151 KaxXI0i CTEPUIbHBIM.
15-o0ii cepun)
11 Assay / KosnuecTBeHHO® 29.56mg / 29.56mr From 27.0mg to 33.0mg of
onpegeneHue Ci5H13NO;- C4H NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H13NO3'C4H11NO3
(xeTopoJaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / Itanon 11.67 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoayKr coorBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITonrorosneHo: Naresh Kumar

&

Checked by /
IIporepeno: Pardeep kumar
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Approved by; Manager/Executive /
Onobpeno: Menemiep / PykoBoaurens
Manoj Kumar i )
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Reprint Date /
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Reprint Date /
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13 Packaging / YnakoBka 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 | leaflet in 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
[lo 1 wMn B amoynsl 43 | inacarton pack. /
CBETO3alUTHOTO crexna | I[To 1 wMn B aMoynsl M3
xopuyHeBoro kyacca I (USP). B | cBeTo3aliMTHOrO CTEK/1a KOPUYHEBOIO
BEpPXHEH YacTH ammyibl HaHeCeHbl | WIM  TEMHO-KOPUYHEBOTO  LBETa
KONBLO M Touka mjis pasnoma. Ha | iwacca I (USP). B BepxHeit wactu
aMITyJly HaKIIeUBatOT ITUKETKY. aMmysbl HaHeceHb! KONbLUO U TOYKa
[To 10 ammyn ¢ WHCTpyKUMeid mo | s pasznoma. Ha aMmIlyay HakjeuBaroT
NPUMEHEHHUIO MOMELIAKT | 3THKETKY.
B [IBX/anoMuHHeBE1i GIHCTED. ITo 10 ammyn ¢ UWHCTPYKUMEH [0
[To 1 6nicTepy B MayKy KApTOHHYIO. | NPHMEHEHHIO MOMELAIT
g [IBX/antomunuesbiit 61ucTep.
[To 1 6aucTepy B NaUKy KapTOHHYIO;
U1 cTauuoHapoB: mo 2, 3, 5
61HMCTEPOB B MAYKy KapTOHHYIO.

14 Labelling / Mapxuposka According to ND / B cootsetctauu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHoM

XpaHeHnue OT CBETa MECTe NpH Temmepatype He Boliie 25 °C. He 3amopaXxuBars.

16 Shelf-life / Cpok roasocTu 3 years. / 3 ropa.

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipogykt cooTBeTcTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJIOBPEHO

Prepared by /
[Toarorosneno: Naresh Kumar
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IIporepeno: Pardeep kumar

Approved by: Manager/Executive /
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Manoj Kumar i
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