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CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHATH3A

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

Ipoaykr: Ketopon” (keToponak) pacTBop Uil BHYTPHMBEHHOTO M BHYTPUMbBILIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V211279 Batch Quantity / : 2,09,090 ampules /
Cepusi Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001558033 Date of Analysis / : 24.11.2021
AHaJuTHYEeCKHU i oT4yeT Ne JlaTra ananusa

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JaTa npouM3BoJACTEA T'onen no

Analysis performed according ND / Anann3s nposenen no HJI: JIT1-001365-231118 (amend Ne 1 from
MO] 2020 /uam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[pospauublil, 6ecLBETHBIN pacTBOP.

1;,:) Test / ITokazaTesib Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanme Clear colorless solution. / | Clear, colorless to pale yellow

solution. / [Ipo3pauHslii, 6ecLIBETHBIH
WU CBETJIO-KENTBIH pacTBOp.

2 Identification /
HopanuHocTh

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 yHepXKHBaHUA
OCHOBHBIX MUKOB Ha
XpoMaTorpaMmme UCTIBITYEMOrO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIepXUBaHUS OCHOBHBIX IIHKOB Ha
XpoMaTtorpaMmme pacTBopa
CTaHAApTHEIX 00pa3LIOB KeTOpOJaKa
TpOMeTaMuHa M HanpoKceHa (pasaen
«KOoNM4eCcTBEHHOE ONpEieNIEHUE»)

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) /
BpeMeHa yOepKHBAaHHA OCHOBHBIX
MHKOB Ha XpomartorpaMmMe
UCTBITYEMOTO  PAacTBOpPa  JOJDKHBI
COOTBETCTBOBATb BpeMeHaM
VOEPXXKMBAHUA OCHOBHEIX THKOB Ha
XpoMaTorpamMme pactBOpa
CTaHIApTHEIX 00pasLoB KeTopoJiaka
TpoMeTaMKHa W HalpoKceHa (paszen
«Konu4ecTBeHHOE OTPEACICHUEN)

3 Clarity / Ilpo3spa4yHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnwms
npemnapara He A0JKHA NPEBLILIATE
ONAECLEHLIHIO 3TANTOHa cpaBHeHys 1.

4 Color / liBeTHOCTH 0.044Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu 1JIMHE BOJIBEL
430 uM

5 pH 7.26 Between 6.9 and 7.9 /6,9 —7.9

Remarks : The Product confirms to ND/
[Tpumeyanne: IIpooyKT COOTBETCTBYET TpeDOBaHHAM HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara: 24.11.2021

Jlara: 24.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit IMpoeepeno: Anil Kumar Ono6peno: Menempkep / Pykosoautens
Pavan Kumar Sharma 4 . —
Cf:h" {}i CA¢ =
Reprint Date / Print Date / Print Date /

Tlata: 24.11.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykT: Keropon" (KeToponak) pacTBOp Ut BHYTPUBEHHOIO U BHYTPHMBILIEYHOrO BBEACHHA, 30 mr/ma
Batch No / 1 V211279 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo0bem cepun 2,09.090 amnyn
Analytical Report No / : 890001558033 Date of Analysis / : 24.11.2021
AHanuTH4ecKuit oTueT Ne JlaTa apannza

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

Jara npoH3BOJACTBA T'open 10

Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-001365-231118 (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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6 Particulate matter / MexaHu4ecKue BKIYEHUSI
6A Visible particles / Complies / CooTBEeTCTBYET Should correspond to requirements /
Buaumeie 4acTulpl B cOOTBETCTBUH ¢ TpeOOBaAHUSIMH
6B Invisible particles /
HesuauMble 4acTULIBL:
i. Particles > 10 pm / 33 Not more than 6000 per ampoule /
YacTuiel pasMepoM = He 6onee 6000 Ha amItyTy;
10 MM
ii. Particles> 25 pm/ 2 Not more than 600 per ampoule /
YacTHlpl pa3sMepoM > He 6onee 600 Ha amnyy.
25 MKM
7 Related substances / PoncTeBeHHble MPpUMeECH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / IIpumece B Not Detected Not more than 0.50 % / He 6oinee
0,50 %
Impurity C / I[Tpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6oinee
| 0,50 %
Impurity D / ITpumece D Not more than 0.20 % / He 6onee
BDL (Disregard area 1750) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enuuu4Has HeuneHTUuGULI- 0.05% 0,20 %
poBaHHas MPUMECh
Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npuMecei 1,50 %

Remarks : The Product confirms to ND/

ITpumeuanue: [IpomyKT cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
TMoarorosieno: Ankit

Q-

Checked by /
[Tposepeno: Anil Kumar

o

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoautens
Pavan Kumar Sharma
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Reprint Date /
Hara: 24.11.2021

Print Date /
Jara: 24.11.2021

Print Date /
Iara: 24.11.2021
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

[Ipoxykr: Keropon" (ketoposak) pacTBop JUlsl BHYTPHEEHHOTO K BHYTPHMBILIEUHOTO BBEACHUA, 30 mr/ma
Batch No / : V211279 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09.090 amnysn
Analytical Report No / : 890001558033 Date of Analysis / 1 24.11.2021
AHanuTuuyecKkuii oruer Ne Jlata ananuza
Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JlaTa npou3BOACTBA Tlonen oo
Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-231118 (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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8 Extractable volume /
H3zBinexaemblii 00beM

1.1mi/ 1.1 mn

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

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725ED/mr tromethamine / He Gonee 5,8 ED/mr
IHJOTOKCHHBI KeTopoJiaka TpoMeTaMUHa

10 Sterility / CrepuibHOCTB Complies / CrepuneH Should be sterile / Ctepunen
11 Assay / KonuuecTBeHHoOe onpeaeneHue

a) Ketorolac tromethamine /
Keroponaka TpoMeTaMiH

XJIOpHI

b) Sodium chloride / Hatpus

29.29 mg/29.29 mMr

4.33mg/mL / 4.33 mr/mn

From 270mg to 33.0mg of
CisH13NO3- C4H [ 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 MI C15H13N03‘C4H11N03
(keTopoJaka TPOMETaMKH) B 1 Ml

Between 4.2 mg/ml and 4.5 mg/mL /
Ot 4,2 Mr/™mi 1o 4,5 Mr/mMn

12 Alcohol content / DTanon

11.87%

Between 10.60 % and 12.60 % /
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/

INpumeyanue: ITpoayxT cootBeTcTByeT TpedoBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneHo: Ankit
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Approved by: Manager/Executive /
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopon® (keToponak) pacTeop J1s BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBEACHH, 30 mr/mn
Batch No / : V211279 Batch Quantity / + 2,09,090 ampules /
Cepus No O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001558033 Date of Analysis / : 24.11.2021
AnpanuTuyecknii oTuer Ne Jara ananusa

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

Hdata npou3BOACTBA I'ogen no

Analysis performed according ND / Anaaus nposesen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.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 / YnakoBka

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.

m

Ilo 1 Mo B aMmynbl K3 TEMHOIO
crexia knacca I (USP). B Bepxneit
YaCTH aMIlyJibl HAHECEHB! KONBLO U
TOYKa [is pasnoMa. Ha ammyny
HAKIJIEUBAIOT ITUKETKY.

Ilo 10 ammyn ¢ HMHCTpyKUuME#R IO
MPUMEHEHUIO MOMEILAI0T
B [IBX/anomMuHueBbIH 6IHCTED.

[lo 1 6aucTepy B MauKy 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.

o 1 M1 B aMITyJIBI U3 TEMHOI'O CTEKNIA
knacca I (USP). B BepxHell yacTu
aMITyJTbl HaHEeCeHbl KOJIBLO W TOYKa
ni1s paznoMa. Ha ammyy HakJIeMBaioT

3THKETKY.
Ilo 10 aMIyn ¢ MHCTPYKUMEH IO
MIPUMEHEHHIO MOMEILA0T

B IIBX/amoMuHueBbIi OHCTED.

Io 1 6nucTepy B Ma4Ky KapTOHHYIO,
U1 cTauuoHapoB: mo 2, 3, 5
GJMCTEPOB B MAUKY KaPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJI.

15 Storage conditions /
XpaneHnne

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MECTE IIpU TeMneparype He Bhiule 25 °C. He 3amopaxuBats.

16 Shelf-life / Cpok roanoctu

3 years / 3 rona.

Remarks :

The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTeetcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Hara: 24.11.2021

Hara: 24.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ankit [MpoeepeHo: Anil Kumar Onobpeno: Menemkep / Pymso,mrrenb

Z ;d// A L\—b Pavan Kumar Sharma - ,! S
Reprint Date / Print Date / Print Date /
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