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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : /

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

Ipoayxr: Keropon” (ketoponak) pacTBop AUl BHYTPUBEHHOTO ¥ BHYTPHMBILUCHHOIO BECACHHA, 30 Mr/mn
Batch No / : V230207 Batch Quantity / : 272727ampules /
Cepua Ne O0BeM ceprn 2727277 amnyn
Analytical Report No / : 890001650528 Date of Analysis / : 13.03.2023
AHaauTHYecKHil oTyeT No JlaTa aHajau3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara mpon3BoACTBA I'open 1o

Analysis performed according ND / Ananns nposesen no HJL: JIT1-001365-170222

Page 1 of 4/ Crp. 113 4

‘I;I“()) Test / IloxasaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHbiii ceeTno-xentoiit | / Ilpospadsbiii  GeCUBETHBIN WM
pacTBop. CBETJIO-KENTHIf pacTBOp.

2 Identification /
IoaMHHOCTL

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 ITMKOB Ha
XpoMarorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEP>KUBAHUS OCHOBHBIX NHKOB Ha
XpoMaTorpaMmme CTaHJaPTHOrO
pacTBOpa KeTopoJiaka TPOMETaMUHa
" HarnpoKceHa (pa3zmen
«KonuuecTBeHHOE OTIPENENEHUE)

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
yIepKMBaHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamMmme UCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIep)KMBaHMA OCHOBHbIX
NIHKOB Ha Xpomarorpamme
CTAHJApTHOTO PacTBOPa KETOpOJaKa
TPOMETaMHHA M HampoKceHa (pasjesn
«KonuuecTBeHHOE ONpPEAeIeHNEN)

3 Clarity / Ilpo3pa4HocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHmus
npenapara He J0JDKHA NPeBbIATh
OITaTIeCLEHIMIO 3TaJloHa cpaBHeHu L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npyn [UIMHE BOJTHBI
430 HM.

5 pH 7.35 From 6.9 t0 7.9./ Ot 6,9 no 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: IIpoaykr cootsercTyer Tpebosanuam HJI

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[ToaroTtosieHo: Shivani Devi

AT

Checked by /
ITpoeepeHo: Ramakant

2

Approved by: Manager/Executive /
Onobpeno: Menejgkep / Pykosoaurens
Ajay Sharma &

Reprint Date /
Harta: 13.03.2023

Reprint Date /
Hara; 13.03.2023

Reprint Date /
Jara : 13.03.2023

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A ) '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop Juisi BHYTPHBEHHOIO M BHYTPHMBILIEYHOrO BBeNIEHU, 30 mr/mi
Batch No / : V230207 Batch Quantity / : 272727ampules /
Cepnsa Ne O6beM cepun 272727 amrya
Analytical Report No / : 890001650528 Date of Analysis / : 13.03.2023
Anagurndeckuii oTyeT Ne JaTta ananu3a

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npon3BoOACTBA T'ogen no

Analysis performed according ND / Ananus nposeaen o H/L: JIT1-001365-170222

Page2 of4/Crp. 2 u3 4

6 Particulate matter / MexaHn4eckue BKJIKOYEHUS

6A Visible particles /
BuauMble yacTHIbI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBETCTBHH C TPEOOBAaHUSIMMU.

6B Invisible particles /
HepuanMple 4acTHIBL:

Impurity B / IIpumecs B

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
obnapyxenns (I[10 = 0.014 %)

Impurity C / [Tpumecs C

Less than LOQ (LOQ =0.033 %) /
Huwxke npenena KOJIHYECTBEHHOIO
onpenenenus (ITKO = 0.033 %)

Impurity D / ITpumecs D

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
o6napyxenus (I10 = 0.014 %)

Any unspecified impurity /
EnuHuYHAsT HEMIEHTU(DULK-
poBaHHas NIPUMECD

0.05%

i. Particles > 10 pm/ 09 not more than 6000 per ampoule /
YacTull pazMepom > He 6osee 6000 Ha amyIy;
10 MxM

ii. particies> 25 pm/ 01 ot more than 600 per ampoulc /
YacTHUI pa3sMEpOM > He 6osee 600 Ha aMITyJ1y.
25 MKM

7 Related substances / PoacTBeHHbIE IPUMECH
Impurity A / TTpumecs A 0.15% not more than 0.20 % / He Oonee

0,20 %,

not more than 0.50 % / He Oonee
0,50 %,;

not more than 0.50 % / He 6onee
0,50 %,

not more than 0.20 % / Hc Oonee
0,20 %.

Not more than 0.20 % / He Gonee
0,20 %.

Remarks: The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpebosanmsimM H/L

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IMoarororneno: Shivani Devi

A

Checked by /
[Tposepeno: Ramakant

gt

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTtens
Ajay Sharma

Reprint Date /
Hara: 13.03.2023

Reprint Date/
Jara: 13.03.2023

Reprint Date /
Jata : 13.03.2023
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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

CERTIFICATE OF ANALYSIS
CEPTH DUKAT AHAJIIBA www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon” (ketopoak) pacTsop And BHYTPUBEHHOTO ¥ BHYTPHMBIICTHOTO geeaeHus, 30 mr/mn
Batch No/ : V230207 Batch Quantity / . 272727ampules /
Cepusa Ne O06BeM cepHH 272727 amnyn
Analytical Report No / : 890001650528 Date of Analysis / : 13.03.2023
ApanuTHaecknii oruer Ne Jlara apajusa
Date of Manufacture/ : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npoH3BOACTBA Iogen a0 N

Analysis performed according ND / Auajun3 npoBeje

w mo HJI: JII1-001365-170222

Page 3 of4/Crp.3 u3 4

HsBJiekaeMblii 00beM

r Total impurities / Cymma 0.20% Not more than 1.50 % / He 60nee—‘
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 Ma Not less than label claim (1.0 mL)/

He menee HOMMHAJIBHOTO (1,0 mn)

9 Bacterial endotoxins /
BaxTtepuaibHblIe
IHA0TOKCHHBI

<=0.725 EU/mg {
<=0.725 ED/™Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/Mr
KeTopoJiaka TpOMETaMKHa.

10 Sterility (every 15th batch) /
CrepnibHOCTE (WIS KaXKA0H
15-0ii cepunu)

NA

Must be sterile. / JlomkeH ObITb
CTEpIILHBIM.

11 Assay / KonnvecTBeHHOE 29.92 mg/29.92 Mr From 27.0mg to 33.0mg of
onpeaeneHune C5sH13NO3- C4H1NOs3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mmr C15H13N03'C4H11NO3
(xeToponaka TpoMeTaMKH) B 1 MJIL.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /

11.75%

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: [TpOAYKT COOTBETCTRYET tpedosatmnsm HJL

Conclusion: APPROVED /
3axmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/ Executive /

Tlonrorosieno: Shivani Devi IMposepeno: Ramakant Onobpeno: Menegzep / PykopoanTtenb
B M& Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

Jlara: 13.03.2023

Jara: 13.03.2023

Jara : 13.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS ww.drredd
CEPTH®HKAT AHAJIM3A www-drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections; 30 mg/ml
IIpogyKT: Ketopon™ (ketoponak) pactsop /1A BHYTPHBEHHOIO 1 BHYTPHMBILIEYHOTO BBEeHNs, 30 MI/MIT
Batch No / : V230207 Batch Quantity / : 272727ampules /
Cepnst Ne O0bem cepuu 272727 amnyn
Analytical Report No/ : 890001650528 Date of Analysis / : 13.03.2023
AnanuTnyeckuii oTyer Ne JlaTa ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / :Jan.2026
JlaTa NpoU3BOJCTBA T'ogen a0
Analysis performed according ND / Auanius nposeiet no HJI: JIT1-001365-170222
Page4of4/Crp.4u3 4
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 cut ring 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
llo 1 wMn B awmmynsl u3 | inacartonpack./
CBETO3AILUTHOTO crekna | [To 1 Mm B aMnyls U3
xopruneporo kiacca I (USP). B | CBETO3aMUTHOTO CTEKJ1a KOpUYHEBOTO
BepXHell YacTH amIIyibl HAHECEHbl | WM TEMHO-KOPUMHEBOTO usera
KOJbLO ¥ Touka s pasnoma. Ha | knacca I (USP). B BepxHeil 4actH
aMITyJly HaKJIeHBarOT STHKETKY. aMITy/isl HAHECEHBI KOJIBLO U TOUKA
ITo 10 ammyn ¢ MHCTpYKLMEH IO | U pasnoma. Ha amnyny HakJieMBalOT
NpUMEHEHHUIO [IOMELIAKOT | 3THUKETKY.
B [IBX/antoM{HHEBBIH OIHMCTED. IMo 10 ammyn ¢ UHCTpyKiued 10
ITo 1 GiwcTepy B a4Ky KAPTOHHYIO. | MPUMEHCHHIO NOMeLIatoT
B [IBX/amOMUHUERbIH OAMCTED.
ITo 1 6nucTepy B NaYKy KapTOHHYIO;
ans  craguomapos: mo 2, 3, 5
GHCTEpOB B MAYKY KAPTOHHYIO.
14 Labelling / MapkupoBKa According to ND / B cootserctsuu ¢ HI.
15 Sturage conditions / Tu u place protected from light below 25 °C. Do not freeze. / B 3allHLIEHHOM
Xpanenue OT CBETa MecTe NPH TeMreparype He Bbilue 25 °C. He 3aMopaxiBaTh.
16 Shelf-life / Cpok roaHocTH 3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: [IponyKT COOTBETCTBYCT Tpedosanuam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[MoaroroeneHo: Shivani Devi

»T

Checked by /
[Iposepeno: Ramakant

R

Approved by: Manager/Executive /

OpobpeHo: Menex / PykoBopuTenb
Ajay Sharna @

Reprint Date /
Jara: 13.03.2023

Reprint Date /
Jlara: 13.03.2023

Reprint Date /
Jlara : 13.03.2023
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