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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTUPUKAT AHAJIA3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposak) pacTBOp Juisi BHyTPHBEHHOTO U BHYTPUMBILIEYHOrO BBeIeHUs, 30 Mr/mit
Batch No / 1 V220256 Batch Quantity / : 209090ampules /
Cepusa Ne O06BeM cepHn 209090 amnyn
Analytical Report No / : 890001587674 Date of Analysis / : 22.04.2022
AHaJHTHYeCKHI oTyeT No JlaTa ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTta npon3BoacTBa T'ogen go
Analysis performed according ND / Ananuz nposeaen mo HJ: JIT1-001365-170222
Page1of4/Crp.1u34
ioo Test / IlokasaTens Results / PesyabTaThl Specification / Hopma

1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

IIpo3pauHslii 6ecLBeTHBIN pacTBOP. / Tlpo3zpaunelii OeCHBETHBIA WU
CBETJIO-KEJTHI pacTBOpP.

2 Identification / The retention times of the main | The retention times of the main peaks
TMomuHHOCTL peaks in the chromatogram of test | 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 | Kketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIEp)KUBAHUS OCHOBHBIX MHKOB HAa | YAEpXHBaHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCIIBITYEMOrO | XpOoMaTorpaMmme UCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa NOMKHBI COOTBETCTBOBATDH
YIOEPKHMBAHMA OCHOBHBIX IIHKOB HAa | BpeMEHaM YIEPXUBaHHA OCHOBHBIX
XpoMaTorpamme CTaHOAPTHOrO | IHKOB Ha XpoMaTorpamme
pacTBOpa KETOpOJaKka TPOMETAaMUHA | CTAHZAapTHOTO DPAacTBOpa KETOpoJaKa
%4 HalnpoKceHa (pasnmen | TpoMmeTaMHHa M HalpokceHa (paszen

«KoIM4ecTBEHHOE OTIPENENECHHE) «KonuyecTBeHHOE ONPEAETICHHEN)

3 Clarity / IIpo3pauHocTb Complies / COOTBETCTByeT The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / UnajiecHenus
npenapara He JOJDKHA NPEBbILIATh
OTATECLEHIINIO ITAJIOHA CpaBHEHYA L.

4 Color / IlBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu OJHHE BOJIHEI
430 HMm.

5 pH 7.34 From 6.91t07.9./0T16,9 o 7.9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanie: Ipoaykr coornerernyet Tpeboparmsim HJT 3armoucnnc: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana ITpoeepeno: Ramakant Onobpeno: Menemiep / Pykosoavrens

//L L% Ulw Pawan Kumar J%v__
Reprint Date / Reprint Date / Reprint Date /
JHata: 22.04.2022 Jara: 22.04.2022 Jlara: 22.04.2022

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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CEPTHUOUKAT AHAJIM3A
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpoaykr: Keropon® (keToponak) pacTBOp /Uisl BHyTPUBEHHOTO M BHYTPUMBIIIEUHOTO BBeeHUs, 30 Mr/mi
Batch No / : V220256 Batch Quantity / : 209090ampules /
Cepus Ne O06nbem cepun 209090 ammyn
Analytical Report No / : 890001587674 Date of Analysis / : 22.04.2022
AHnanuTHYeCKHIT oT9eT No JlaTa ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jata npon3BoaACTBa T'ogen g0
Analysis performed according ND / Anayn3 nposeaes no HJI: JIIT-001365-170222
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6 Particulate matter / Mexanudeckue BKIIOUYEHUS

6A Visible particles /
BinuMele 4acTHIIBI

Complies / CooTBeTcTByET

Should correspond to requirements. /
B cooTseTcTBHH C TpeOOBAHUAMH.

6B Invisible particles /
HeBuauMeie 4aCTUIIBI:

H3BaekaeMblii 00beM

i. Particles> 10 pym/ 15 not more than 6000 per ampoule /
YacTuu pazMepoM > He 6onee 6000 Ha amnyny;
10 MmxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTul pa3sMepoM > He 6osee 600 Ha ammyIy.
25 MKM
7 Related substances / PoncTBeHHbIe NpUMeECH
Impurity A / I[Tpumecs A 0.14 % not more than 0.20 % / He OGoiee
0,20 %;
Impurity B / ITpumecs B Not detected / He 06napyxena not more than 0.50 % / He 6onee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / IIpumecs C HpENEa KOMHMCCTRCHHOIO OTpeASTIEHHA not more than 0.50 % / He Oonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %)/ Hinxe not more than 0.20% / ne OGonee
npenena o6uapyxerna (110 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.10 % Not more than 0.20 % / He Gonee
EauHmdyHas HeuIeHTUPHLIU- 0,20 %.
pOBaHHas IPUMECh
Total impurities / Cymma 0.31% Not more than 1.50 % / He Oonee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He Menee HomuuansHoro (1,0 min)

Remarks : The Product confirms to ND/
IMpumeuanue: [lponykr cooTBeTcTByeT TpeOopanuam HJI

Conclusion : APPROVED /
Bakmwuenne: OJIOBPEHO

Hara: 22.04.2022

Jara: 22.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Pravesﬁtna IIpoepeHo: R{i{\ma cant ;.]q OpnobpeHno: MEHeﬂ,}I{Sp / PykoBoauTenb
[l AT Pawan Kumar :
~ A0~ e .
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.04.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHATU3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp A1 BHYTPUBEHHOTO H BHYTPHMBILIEYHOTO BBeACHMS, 30 MI/Mn
Batch No / : V220256 Batch Quantity / : 209090ampules /
Cepust Ne O6beM cepuu 209090 amnyn
Analytical Report No / : 890001587674 Date of Analysis / : 22.04.2022
AHasuTHYIEeCKHI oTUeT Ne JlaTa anaausza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npon3BogcTrsa Togen g0

Analysis performed according ND / Anann3 nposegen no HJI: JIT1-001365-170222
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15-0ii cepuu)

CTepuibHOCTb (115 KaXKA0H

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbIie <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 ED/Mr
9HAOTOKCHHBI KETOpOJIaka TPOMETaMUHA.

10 Sterility (every 15th batch) / Complies / CrepuneH Must be sterile. / JlomxeH ObITb

CTEPUJILHBIM.

11 Assay / KosinuecTBeHHO€ 29.42 mg /29.42 mr From 270mg to 33.0mg of
onpenenaeHue Ci5Hi3NO3 C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pa(s} 33,0 MU C15H13N03'C4H11NO3
(xeTopoJsiaka TPOMETaMHH) B 1 MIL
12 Alcohol content / ITanon 11.60 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumedanue: [TpoykTt contreTeTryeT Tpehoranusm HJT

Conclusion : APPROVED /
3akmouenne: QIOBPEHO

Prepared by /
IToarotoBneHo: Pravesh_l Rana

Checked by /
IIporepeno: Ramakant

(AC

Approved by: Manager/Executive /
OnoGpero: Meneukep { PykoBogHTens
Pawan Kumar 4’

Reprint Date /
Jara: 22.04.2022

Reprint Date /
Jara: 22.04.2022

Reprint Date /
Hara: 22.04.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1. "191 08166 56001-02

CEPTH®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon” (keToponak) pacTeop /Uis BHYTPHBEHHOIO M BHYTPHMBIIIEYHOIO BBEICHHA, 30 Mr/ma
Batch No / : V220256 Batch Quantity / : 209090ampules /
Cepusa Ne O0Bem cepn 209090 amnyn
Analytical Report No / : 890001587674 Date of Analysis / 1 22.04.2022
AHAJIATHYECKHI oTueT No JaTta anamza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTta npoH3BoIcTBA T'onen mo

Analysis performed according ND / Anasus nposeaen no HJI: JITI-001365-170222
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13 Packaging / Ynakoska

ampoule. A label is
ampoule.
10 ampoules and

CBCTO3aIIUTHOI'O
KOpHYHEBOI'O KIJacca

KOJBLIO M TOYKa I

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

attached to | of ampoule. A label is attached to
ampoule.
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. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMn B amoyrsl W3 | ina carton pack./

1 blisters in a carton pack;

crewia | [To 1 M1 B aMOydel  u3
I (USP). B | cBeTO3alIUTHOTO CTEKJIAa KOPUIHEBOTO

BerHei;I YaCcTH aMIIyJIbl HaHECCHBI WIIH TEMHO-KOPHYHEBOI'O HBETaA

pasnoma. Ha | wracca I (USP). B Bepxsedt 4acTu

aMITyJly HaKJIEUBAIOT STHKETKY. aMITyJibl HAaHECEHBl KOJNBLUO M TOYKa
[To 10 ammyn ¢ uHCTpyKUHMed no | Aas pasnoma. Ha ammyiy HakneuBaioT

HNPHMEHEHUIO NOMEILAOT | ITHKETKY.
B [IBX/amomunueBslif G1nCcTED. [To 10 ammyn ¢ WHCTpYKUMEHR IO
ITo 1 6aKcTepy B MaYKy KApTOHHYIO. | MPHMEHEHHIO NOMEIAalT

B IIBX/amoMHHUEBBIH 6IHCTED.

Tlo 1 6nucTepy B Na4Ky KAPTOHHYIO;
sl crampoHapoB: mno 2, 3, 5
GIUCTEPOB B MayKy KapTOHHYIO.

14 Labelling / MapxkupoBka

According to ND / B coorserctuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B saiuiiessoM
OT cBeTa MecTe IpU Temrepatype He Bhille 25 °C. He 3amopaxHBaTh.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
TTpumoriane: Ipoaykr cooTeercTeyeT Tpebopanusm H/

Conclusion : APPROVED /
Raxmmuenne: OTORPEHQO

Prepared by /
Moarorosneno: Pravesh Rgna

=

Checked by /
ITposepeno: Rz_i}nalcajlt¥

it

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

Pawan Kumar )
=
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Reprint Date /
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