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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (kxeToponak) pacTBOp /Uisl BHYTPUBEHHOTO M BHYTPHMbILIEYHOrO BBeAeHHUs, 30 Mr/mn
Batch No / : V210773 Batch Quantity / : 2,09,090 ampules /
Cepnsa Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001541980 Date of Analysis / 1 24.08.2021
AHAJIUTHYECKHH oTYeT No Jlara ananunsa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JaTa npouseoacrsa T'onen ao

Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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No

No Test / [loxasaTenanb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[Tpo3pauHsiii, 6eclBETHBIN PacTBOP. solution. / [Ipo3payHslii, OeCLBETHBIH

WIIH CBETJIO-)KENTHIN pacTBop.

2 Identification /
IMopnauHHOCTDL

chromatogram
tromethamine

XpoMaTrorpamme

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the

ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena ynepkupaHus | BpemeHa ymepKUBaHUs OCHOBHBIX

OCHOBHBIX TIUKOB Ha IMHUKOB Ha XpoMarorpamMme
XpomMaTtorpaMme HCIIBITYEMOTI'O HCTIBITYEMOI'O pacTBOpa JOMXKHEL
pacTBOpa COOTBETCTBYIOT BpEMEHAM COOTBCTCTBOBATH BpEMEHaM

YACPXKHUBAHWsI OCHOBHBIX ITHUKOB Ha YIACPKUBAHUA OCHOBHBIX IIMKOB H4

pacTeopa | Xpomarorpamme pacTBOpa

CTaHJAPTHBIX 06pa3lloB KETOpodaka | CTaHAAPTHRIX 0OpasloB KeTopojaka
TPOMETAMHUHA U HalpOKceHa (pasfea | TPOMETaMHHA M HampokceHa (pasmesn
«KoJHYecTBEHHOE OTPENeNeHUE») «KonuiecTBEHHOE ONPEAETIEHUEN)

3 Clarity / IIpozpauHocTb

Complies / CooTBETCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He J0JDKHA NPEBbIINATh
OTIANIECIIEHIIHIO ITATIOHA cpaBHEeHuA 1.

4 Color / LIBeTHOCTD 0.034 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu [U1MHE BOJIHEI
430 uMm

5 pH 7.29 Between 6.9 and 7.9/6,9 - 7,9

Remarks ;: The Product confirms to ND/
[Tpumeuanue: ITpoaykr cooTBeTcTBYET Tpebosanuam HIT

Conclusion : APPROVED /
Zaxarwyenne: OJOBPEHO

Prepared by /
[MoarorosneHo: Pardeep Kumar

.,

Checked by /

Approved by: Manager/Executive /

[Tposepenq: Himesh Kumar | Ozo6peno: Menemxkep / P)(KOBomiTenh
— l _ — | Amit Kumar {v/

Reprint Date /
Jara: 24.08.2021

Print Date /
ITara: 24.08.2021

Print Date /
Jata: 24.08.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon® (keToposak) pacTBOp JUls BHYTPUBEHHOIO M BHYTPHUMBIUIEYHOrO BBEACHHUS, 30 MI/mn
Batch No / : V210773 Batch Quantity / : 2,09,090 ampules /
Cepns Ne Oo6nem cepiu 2,09,090 amnyn
Analytical Report No / : 890001541980 Date of Analysis / : 24.08.2021
Ananurudeckuii oruer Ne JlaTa ananu3za
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
JlaTa Npon3BOACTBA T'onen no
Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4YecKHe BKJIHYEHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BunyMbie 4acTHIbI B COOTBETCTBUH C TpeOOBAaHUAMH
6B Invisible particles /
HeBuaumble YaCTHIIGL:
i. Particles> 10 pm/ 16 Not more than 6000 per ampoule /
YacTULEl pa3MepoM > He 6onee 6000 Ha ammyiy;
10 MEM
ii. Particles>25 pm/ 1 Not more than 600 per ampoule /
YacTUuUbl pa3MepoM > He 6osnee 600 Ha ammyy.
25 MKM
7 Related substances / PogcTBeHnbIe IpUMecH
Impurity A / [Tpumecs A 0.15% Not more than 0.20 % / He Oosnee
0,20 %
Impurity B / I[Tpumecs B Not Detected Not more than 0.50 % / He 6omnee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. o) 0.50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 6onee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuunyHas HeuoeHTUULM- 0.06% 0,20 %
poBaHHas IPUMECh
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cooTBeTcTBYeT TpedoBanuam HJI 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Mogrorosiexo: Pardeep Kumar | IMposepeno: Himesh Kumar | Ono6peno: Menemxep / nyosonmenb

f —J) ——— | Amit Kumar /\/ D

Reprint Date / Print Date / Print Date /
Hara: 24.08.2021 Hara: 24.08.2021 Hara: 24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



. Dr. Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Ipoaykr: Ketopon® (keToponak) pacTBOp /it BHYTPUBEHHOTO W BHYTPHMBILIEYHOrO BBeIeHHs, 30 Mr/mMn
Batch No / : V210773 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 ammyn
Analytical Report No / : 890001541980 Date of Analysis / : 24.08.2021
AnaguTHueckuii oryer No JlaTa anaauza '

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024
Jlara npousBojcTBa I'ogen no

Analysis performed according ND / Ananns nposenen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3BJiekaeMblii 00beM

1.0ml/ 1.0 Mn

Not less than label claim (1.0 mL) /
He menee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajibHble <=0.725E3/Mr tromethamine / He 6onee 5,8 E3/mMr
3HJOTOKCUHBI KeTopoJiaka TpOMeTaMUHa

10 Sterility / CrepuibHOCTB Complies / CtepuneH Should be sterile / Ctepunen

11 Assay / KonnyecTBeHHoe onpeneieHne
a) Ketorolac tromethamine / 29.20 mg / 29.20 mMr From 270mg to 33.0mg of
Keroponaka TpoMeTaMHH C15H13NO3 C4H(1NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
oo 33,0 Mr C15H13NO3'C4H11NO3
(keTopoinaka TpOMeTaMHH) B 1 MI
b) Sodium chloride / Hatpus 4.37 mg/mL / 4.37 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJOpUL Ot 4,2 mr/ma 1o 4,5 Mr/mn
12 Alcohol content / ITanoua 11.78 % Between 10.60 % and 12.60 %/

Or 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
I[Npumeuanue: IIponykt cootseTcTByeT Tpebosatusm HJ

Conclusion : APPROVED /
Zakarwuenne: OJJOBPEHO

Prepared by /
[Toarorosneno:; Pardeep Kumar

Checked by /
ITporepeno: Himesh Kumar

=

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PKKOBOHHTBJ‘IB

Amit Kumar {W’

Reprint Date /
Jarta: 24.08.2021

Print Date /
Hara: 24.08.2021

Print Date /
Jlarta: 24.08.2021
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIHN3A

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

Hponykr: Ketopon® (keToponak) pacTBOp [/ BHYTPUBEHHOIO 11 BHYTPHMbILLEYHOTO BBeAeHNs, 30 Mr/mi
Batch No / : V210773 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne Oo0bem cepn 2.09,090 ammyn
Analytical Report No / : 890001541980 Date of Analysis / 1 24.08.2021
AnanurHyecKHii oTuer Ne JlaTa ananusa

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2024

JaTa npou3BoacTBA T'ogeH 10

Analysis performed according ND / Ananns nposexe mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to 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
m in a carton pack.

Ilo 1 Mn B aMIyJdel U3 TEMHOTO
crexna xmacca I (USP). B Bepxueil | Ilo 1 Mi B aMIyJibl U3 TEMHOTO CTEKJIA
4yacTH aMITyNbl HaHeceHsl konbuo ¥ | kimacca I (USP). B Bepxuel wactn
Touka mis pasnoMa. Ha ammymy | aMmynel HaHeCeHbI KOJBLO M TOYKa

HaKJIEUBAIOT STUKETKY. 1i1st pasnoMa. Ha amITyny HakinenBaroT
ITo 10 ammyn ¢ UHCTPYKLUEH N0 | 3THKETKY.

NPUMEHEHHIO noMewaor | Ilo 10 amMmyn ¢ HHCTpYKUUEH [i0
B [IBX/anroMHHUEBBIH OIIHCTED. NPUMEHEHHIO MOMELIAOT

ITo 1 6nucTepy B nauky kapToHHy. | B I[IBX/amoMuHHeBbIH GIUCTED.

ITo 1 6nucTepy B AYKY KapTOHHYIO;
UL cTauWoHapoB: mo 2, 3, 5
GIMCTEPOB B NAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBerctuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aluiieHHOM
XpaHenue OT CBeTa MeCTe IIpH TeMIeparype He Beile 25 °C. He 3aMmopaxuBaTh.
16 Shelf-life / Cpox rogHocTH 3 years / 3 roja.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IpoaykT coorBeTcTBYeT TpeboBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Toaroroenero: Pardeep Kumar | [Tposepeno: Himesh Kumar | Onobpeno: Menemxep / PyxosoauTes

r):L_ c}é’_; Amit Kumar /%/

~

Reprint Date / Print Date / Print Date /
Jlata: 24.08.2021 Hara: 24.08.2021 Jara: 24.08.2021
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