Dr.Reddy’s “g'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +81 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular wjeedeonesid}.cogiml

IIpoaykr: Ketopon" (keToponak) pacTBop U1 BHYTPUBEHHOIO ¥ BHYTPUMbILIEYHOrO BBeACHHSs, 30 mr/mi
Batch No / 1 V220293 Batch Quantity / : 209090ampules /
Cepust Ne Oo6bem cepuu 209090 amnyn
Analytical Report No / : 890001589644 Date of Analysis / : 04.05.2022
Anaguruyeckuii otgyer Ne JlaTa ananuza

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

Jlata nponssoacTaa Tonen no

Analysis performed according ND / Anann3 nposeaen no HJI: JII1-001365-170222

Page1of4/Crp.1u34

1;00 Test / HokazaTeb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucaune Clear colorless  solution. / | Clear colorless to pale yellow solution.

[Tpo3pauHsIit 6ecUBETHLIN PacTBOP.

/ TlpospauHblii OeCUBETHBIA HIIK
CBETJIO-KENTbIH PacTBOP.

2 Identification /
IToaMHHOCTD

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
yIep)KUBaHUs OCHOBHBIX MHKOB Ha
XpoMmarorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHAM
yAepPXKHBaHUsI OCHOBHBIX IIMKOB Ha
XpoMaTorpamMmme CTaHAAPTHOTO
pacTBOpa KeTopoilaka TpOMeTaMUHa
1% HanpoKCceHa (pa3men
«KonuuecTBeHHOE, OTIpEeIEHUE))

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
YNEpPKUBAHM OCHOBHBIX IIHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa JODKHbI COOTBETCTBOBATH
BpEeMEHaM YACpPXKUBAHHS OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHJAPTHOrO pacTBOpa KETopoJaka
TPOMETaMKHa U HampokceHa (pasien
«KonuuecTBEHHOE OTIpeIeTICHUE)

3 Clarity / TIpospa4HocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnmanecueHuus
npernapara He J0JKHA NPEBBILIATh
ONaNIECIIEHIIUIO 3TaNoHa cpaBHeHuA 1.

4 Color / IlpeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ANMMHE BOJHEI
430 HMm.

5 pH 7.27 From6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
Ipumeuanue: [Mponykt cooreercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmiouenne: OJJIOGPEHO

Prepared by /
IMonrorosneno: Ankit

/A

Checked by /
[MposepeHo: Ramakant

@wi@yr

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaHTeNb

Pawan Kumar Xﬁ/

Reprint Date /
Jarta: 04.05.2022

Reprint Date /
Jara: 04.05.2022

Reprint Date /
Jarta :04.05.2022

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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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscularﬁi’&&éﬁ;ﬁg&%’giggﬁﬁiw

IIpoaykr: Keropon"“ (keToposiak) pacTBOp AJisi BHYTPUBEHHOIrO U BHYTPUMbILICHHOTO BBeAeHNA, 30 Mr/m
Batch No / : V220293 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepun 209090 amnyn
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Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JlaTta npou3BoacTBA I'oaen no

Analysis performed according ND / Ananus nposexen mo HJI: JII1-001365-170222

Page 2 of 4/ C1p. 2 u3 4

6 Particulate matter / MexaHuueckHe BKIIOYEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buanmble qacTuibl B cooTBeTcTBUHU € TpeOOBaHUIMM.
6B Invisible particles /
HeBuaumble YacTHilbI:
i. Particles> 10 pm/ 21 not more than 6000 per ampoule /
Yactuu pasMepom > He Gonee 6000 Ha ammyiy;
10 Mmxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YJacTHI pa3sMeEpoOM > He 6onee 600 Ha ammyIly.
25 MKkM
7 Related substances / PoacTBeHHbIe npumMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / IIpumecs B Hordesse ViR To e not more than 0.50% / He Gonee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / ITpumecs C T e R Sma G not more than 0.50% / He Gonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Ipumecs D Less than LOQ (LOQ = 0.047 %) / Husxe not more than 0.20 % / He 6onee
npezena KoJIMYECTBEHHOTO ONpeaec/icHUs 0,20 %.
(TTIKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
ENMHIYHAS HEUAECHTH(DHIN- 0.07 % 0,20 %.
pOBaHHAs NMPUMeECH
Total impurities / Cymma 0.22% Not more than 1.50 % / He 6oiee
npuMeceii 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3paexaemblii 06bem He menee HomunansHoro (1,0 M)

Remarks : The Product confirms to ND/
ITpumeuanue: IpoaykT cootBeTcTBYET Tpebopanusm HJ{

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
Ilonrorosneno: Ankit

Checked by /

Ilposepeno: makal}f
et
¢ QLL CV

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykorogurens

Pawan Kumar
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Reprint Date /
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Reprint Date /
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Reprint Date / '
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Analysis performed according ND / Anann3s nposenen no HJI: JII1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTrepuanbHblie <=0.725 ED3/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBDI KETOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Ctepunex Must be sterile. / Jlomken ObITb
CTepuabHOCTD (A KaKI0M CTEPUIILHBIM.
15-oii cepun)

11 Assay / KosinyecTBeHHOE 29.61mg /29.61mr From 270mg to 33.0mg of

onpeneeHue CisH13NO;j C4H | I1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 MT C15H13NO3'C4H11NO3
(xeTopoxaka TpoMeTaMHH) B 1 MiL.
12 Alcohol content / ITanon 11.83 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykr coorBercTByet TpeboBanusm HJJ

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by /
IMToxgrorosieHo: Ankit

A

Checked by /
[MpoeepeHo: Ramakant

oot

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

Pawan Kumar Jﬁ/

Reprint Date /
Hara: 04.05.2022

Reprint Date /
Jara: 04.05.2022

Reprint Date /
Jara :04.05.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular fﬁjé&ﬁ?&l%ﬁlﬁg éﬂﬂﬂ%ﬂr

IIpoaykr: Keropon® (keToposiak) pactBop A5l BHYTPUBEHHOIO U BHyTpHAW;\HWC’q{I—rl%'%%YgT Eluna, 30 mr/mn
Batch No / 1 V220293 Batch Quantity / : 209090ampules /
Cepus Ne Obnem cepnn 209090 amnyn
Analytical Report No / : 890001589644 Date of Analysis / : 04.05.2022

AHaJIUTHYECKHH oTdeT Ne

JlaTa anaau3a

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

I[aTa Opou3BoACTBA

T'ogen no

Analysis performed according ND / Anaau3s nposeges no HJI: JITT-001365-170222
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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
Ilo 1 wMn B amoyisl w©3 | ina carton pack. /

CBETO3alLUTHOr0 crekna | Mo 1 Ma B aMOoyas M3

kopuuHeroro kinacca I (USP). B | cBeTO3alMTHOrO CTEK/IA KOPHYHEBOIO
BEpXHEN 4acTH aMmynibl HAaHECEHbl | WIM  TEMHO-KOPHYHEBOTO  LBETa
KONBUO M Touka Jys pasmoMa. Ha | wknacca I (USP). B Bepxueit uyactm

amIyJly HaKJIeUBalOT 3THKETKY. amIyJibl HaHECEHb! KONbLO M TOYKa
Mo 10 ammyn c¢ wHCTpykuued no | mnd pasnoma. Ha ammyny HakjieuBarOT
NPUMEHEHHUIO TIOMEIAIOT | 3THUKETKY.

B [IBX/antoMmunueBsiit 6ucrep. I[To 10 ammyn c MHCTpYKLHEH IIO
[To 1 6nucTepy B MauKy KapTOHHYIO. | INIPUMEHEHUIO MOMeLLAloT

B [IBX/anmoMuHueBkbIit GnucTep.

[To 1 6nucTepy B mauKy KapTOHHYIO;
Uil cralloHapo: mo 2, 3, 5
6.1HCTEpOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorBetcTBUuM ¢ HJT.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimenHOM
OT CBETa MeCTe MpHU TeMiepaType He Beiuie 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpok roanoctTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IponykT coorBeTcTBYET Tpebopanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneno: Ankit ITpoBepeno: Ramakan Onobpeno: Menezkep / Pykosoaurens

ﬁ Y AL Pawan Kumar

WUl -

Reprint Date / Reprint Date / Reprint Date /
Jara: 04.05.2022 Jara: 04.05.2022 Jata :04.05.2022
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