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CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJITIZA

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular ff'lﬁigffgr‘f;,yg'ﬁ&ﬁ{é/ml

Tlpoaykr: KeTopon™ (keToponak) pacTBOp JUlsl BHYTPMBEHHOIO W BHYTPHUMBILIEUHOrO BBeCHH S, 30 mr/mn
Batch No / : V211109 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo0beMm cepun 2,09,090 amnyn
Analytical Report No / : 890001552471 Date of Analysis / : 23.10.2021
AHaIUTHYECKNIf oTueT No JlaTa anagusza

Date of Manufacture / : Sep-2021 Date of Expiry / 1 Aug-2024

JlaTa npoH3BOACTBA I"onen 10

Analysis performed according ND / Anasus npoenen mo 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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[Tpo3pauHblii, 6eCBETHEIH paCTBOP.

1;:) Test / ITokasaTennb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless solution. / | Clear, colorless to pale yellow

solution. / Tlpo3pauHbiil, GecrBeTHbIH
WK CBETJIO-XKENTBIA PacTBOP.

2 Identification /
TIlopnuuuoCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ymepxuBaHus
OCHOBHBIX TIHKOB Ha
XpoMaTorpamme HCIILITYEMOrO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIepKMBaHHA OCHOBHBIX IHKOB Ha
XpOMAaTOrpamMmMe pacTBopa
CTaHOapTHBIX 00pa3LoB KETOpOIaKa
TpOMeTaMKHa ¥ HallpoKceHa (pa3aen
«Konu4yecTBEHHOE OTIpesielIcHHE))

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMena yaep:KUBaHUS OCHOBHBIX
TIMKOB Ha XpoMaTorpaMmme
HCOEITYEMOTO  PAcTBOpa  JOJDKHEI
COOTBETCTBOBATh BpeMeHaM
YIEPKUBAHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpamMme pacTBOpa
CTaHOapTHBIX 00pa3loB KETOpOMaKa
TpoMeTaMUHa W HampokceHa (pasgein
«KOJIMUECTBEHHOE ONPEAEICHUE)

3 Clarity / IlpospaynocTtsb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapara He J10JDKHa TPEBBIIIAT
OMaJecIeHIINI0 3TAIOHA CpaBHeHus L.

4 Color / IIBeTHOCTH 0.040 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npy AIMHE BOJHEI
430 um

5 pH 7.34 Between 6.9and 7.9/69-79

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT coorBercTByeT Tpebosanuam HJT

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

Checked by /
IMporepeHo: Anil Kumar

—

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauTens

Amit Kumar N
P«— \/

Reprint Date /
Jara: 23.10.2021

Print Date /
Jara: 23.10.2021

Print Date /
Hara: 23.10.2021

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

Ilpoaykr: Ketopon®™ (keToposiak) pacTBOp /Ui BHYTPHBEHHOTO H BHYTPHMBILIEYHOTO BBEAEHHUS, 30 MIr/mJi
Batch No / : V211109 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bvem cepuu 2,09,090 amnyn
Analytical Report No / : 890001552471 Date of Analysis / : 23.10.2021
AHannTHYECKHIA oTueT No JlaTa anannza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

JlaTta npou3BOACTBA TI'ogen oo

Analysis performed according ND / Anann3 nposenen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanuueckue BKJIKUYEHHS

6A Visible particles /
BuaymMbie yacTHLIBI

Complies / CooTBETCTBYET

Should correspond to requirements /
B cooTBeTCTBUH ¢ TpeOOBaHUAMHU

6B Invisible particles /
HeBunumbie YaCTHLBI:

BDL (Disregard area 1763)

Any unspecified impurity /

i. Particles> 10 pm/ 89 Not more than 6000 per ampoule /
YacTulipl pa3MepoM > He 6onee 6000 Ha ammyiy;
10 Mxm
ii. Particles > 25 pm/ 4 Not more than 600 per ampoule /
YacTuipl pamepom > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbI€ IPUMECH
Impurity A / I[Ipumecs A 0.14% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / IIpumecs B Not Detected Not more than 0.50 % / He 6oiee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He Gosnee
ess than LOQ (0.033%) 0.50 %
Impurity D / I[lpumecs D Not more than 0.20 % / He 6osee

0,20 %

Not more than 0.20 % / He 6onee
0,20 %

Enuunynas HeHIeHTHDULHU- 0.07%

pOBaHHas NPHUMEChH

Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
npumeceit 1,50 %

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt coorBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
IlToaroroeneno: Pardeep Kumar

=

Checked by /
ITpoeepeno: Anil Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoaureb

Amit Kumar /&_ ::./(w/

Reprint Date /
Hara: 23.10.2021

Print Date /
Jara: 23.10.2021

Print Date /
Hara: 23.10.2021
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IMpoaykr: Ketopon

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
(keToposiak) pacTBOpP AJIsi BHYTPMBEHHOIO M BHYTPHMbILIEYHOTO BBEAEHHUSA, 30 Mr/mA

AHaauTH4ecKui oTyer Ne

Batch No / : V211109 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne Oo6Bem cepun 2,09,090 ammyn
Analytical Report No / : 890001552471 Date of Analysis / : 23.10.2021

Jlara aHaau3a

JaTta npou3BoacTBA

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

Tomen mo

Analysis performed according ND / Ananu3s nposeaes no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.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 /
HU3ssiexaeMblii 00LeM

1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
He menee HomunanbsHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnajbHble <=0.725E3/Mr tromethamine / He Gonee 5,8 EQ/mr
SHAOTOKCHHBI KETOpOJiaka TPOMeTaMUHa

10 Sterility / CTepunbHoCTD Complies / Crepuiex Should be sterile / Crepunen
11 Assay / KosinuecTBeHHOe onpeeieHHe
a) Ketorolac tromethamine / 30.24 mg / 30.24 mr From 270mg to 33.0mg of

KeToponaKa TPOMETAMHUH

CisHi3NO5 C4H 1 1NO;3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pace) 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpomMeTaMKH) B 1 M

b) Sodium chloride / Hatpus 4.30 mg/mL / 4.30 mMr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHJT Ot 4,2 mr/mn go 4,5 Mr/mn
12 Alcohol content / ITaHon 11.63 % Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpogykT coorBeTcTBYET Tpeboanusam HJ| 3axiauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Pardeep Kumar | INposepeno: Anil Kumar Onob6peno: Menemiep / PykoBoaurens
( \. X Amit Kumar A
Qf——: SV T
Reprint Date / Print Date / Print Date /
Jara: 23.10.2021 Jlara: 23.10.2021 Jara: 23.10.2021
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Product : /

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

IlpoaykT: Ketopon® (keToponak) pacTeop [Js BHYTPMBEHHOTO W BHYTPMMBILIEYHOTO BBeeHHs, 30 mr/mi
Batch No / : V211109 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06Bem cepun 2,09,090 ammyn
Analytical Report No / : 890001552471 Date of Analysis / : 23.10.2021
AHaJUTHYeCKH# oTueT Ne Jlara ananusza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

JlaTa mpou3BoOACTBA TI'ogen no

Analysis performed according ND / Ananus nposexen 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 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoska

1 mL in class T 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.

m

IIo 1 Mn B aMmynsl M3 TEMHOTO
crexia knacca I (USP). B BepxHei
YacTH aMIlyJibl HAHECEHBI KONBLO H
To4yka 1A pasnoma. Ha ammyny
HaKJIENBAIOT dTUKETKY.

ITo 10 ammyn ¢ HMHCTpyKuuei no
MPUMEHEHHIO MOMELIAI0T
B [IBX/amoMuHneBbIi GnHCTED.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO.

1 mL in class I 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.

ITo 1 Mn B aMIyJibl U3 TEMHOT'O CTEKIIA
knacca I (USP). B BepxHe#l 4acTu
amryJbl HAHECEHBl KOJNBLUO M TOYKa
[uisi paznoma. Ha ammmynny HakjienBaroT
STHKETKY.

I[Io 10 amnyn ¢ WHCTPYKLHMEH IO
MIPUMEHEHHIO TIOMEIAI0T
B [IBX/antoMuHmeBbI GiHCTED.

ITo 1 6ucTepy B NauKy KapTOHHYIO;
Ui cTanMoHapos: mo 2, 3, 5
6JaMCTEpPOB B MAUYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctauu ¢ HJI.

15 Storage conditions /
XpaHeHnune

In a place protected from light below 25 °C. Do not freeze. / B 3allMIIEHHOM
OT CBETA MECTe IIPH TeMIepaType He Bbile 25 °C. He 3aMOpaXHBaTh.

16 Shelf-life / Cpok roanocTu

3 years / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: IpoaykT cooTeTcTBYeT TpeboBaHusamM HJT

Conclusion : APPROVED /
Zaxknwyenne: OJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

o

Checked by /
IIpoBepeno: Anil Kumar

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

AH Amit Kumar AR v

Reprint Date /
Hara: 23.10.2021

Print Date /
Hara: 23.10.2021

Print Date /
Jara: 23.10.2021
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