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

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

CERTIFICATE OF ANALYSIS -
CEPTUOUAKAT AHAJIMA3A www.drraddyz.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp Aisl BHYTPUBEHHOI'O H BHYTPHMBIILIEUHOrO BBeJeHUs, 30 mr/ma
Batch No / : V230916 Batch Quantity / : 272727 ampules /
Cepust Ne Oo6bem cepuH 272727 amityn
Analytical Report No / : 040002296168 Date of Analysis / : 30.11.2023
AHaIMTHYeCKHIi oTueT Ne Jara anaausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA I"oxeH a0

Analysis performed according ND / Anasns nposeaen no HJI: JITT-001365-170222

Page 1 of 5/C1p. 1m35

[Mpo3paunslil 6ecLBETHEIH PacTBOP.

1;.? Test / IloxasaTenan Results / PesyibTaThl Specification / Hopma
1 Description / Onucanue Clear Colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payHblii OecCLUBETHBIH WK
CBETJIO-XKENThIH PacTBOP.

2 Identification /
IMoaauHHOCTL

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) / BpemeHna
yIEePXHUBAHUSI OCHOBHBIX IHKOB Ha
XpoMarorpamme HCIIHITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIEpXHBaHUS OCHOBHBIX NHKOB Ha
XpoMaTorpamme CTAHOAaPTHOT'O
pacTBOpa KeTopojaka TpoMeTaMHHa
" HanpoOKCeHa (paznen
«KOJIMYECTBEHHOE OTIPEASNEHHEN)

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) / BpemeHa
yIEPKMBaHU OCHOBHBIX IHKOB Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBAThb
BpEMEHAM YJEep)KHBaHUS OCHOBHBIX
[IMKOB Ha XpoMarorpamMme
CTaHJApTHOTO PacTBOpa KETOpoJaka
TpOMETaMHHA M HanpokceHa (pasaen
«KOoIM4ecTBEHHOE ONPEEICHUEY)

3 Clarity / Ilpo3paynocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnmanecueHIus1
npernapara He JOJDKHA NPEBBIIIATh
OINaJIECIEHIMIO 3TAI0OHA cpaBHEeHus L.

4 Color / llBeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1JIMHE BOJIHBL
430 uM.

5 pH 7.41 From 6.9 t0 7.9./ Ot 6,9 0o 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET Tpeboranusm HJL

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Jlara:30.11.2023

Hara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh [Ipoeepeno: Himesh Kumar | Onobpeno: Menemxep / PykoBonutens
Kumar Maurya ‘@/Q_r = ! ___ | Manoj Kumar r Q/J"
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.11.2023

Registered Office: 5-2-337, Road No. 2, Exnjara Hills, Hyderal=d - 300034, Telangana, Indin

Tel: +91 40 4800 2900, Fax: +91

1800 2899, &
CIN: L&5IS5AP1G8PLI0DAS
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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 el +91 98166 56001-02
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CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrt: Kertopon® (keToposiak) pacTBOp uisi BHYTPHBEHHOTO M BHYTPHMbIIIEYHOTO BBeACHHS, 30 mr/mn
Batch No / : V230916 Batch Quantity / : 272727 ampules /
Cepus Ne O0BemM cepun 272727 amnyn
Analytical Report No / : 040002296168 Date of Analysis / : 30.11.2023
AHanuTHuecknii oTuer Ne Hdara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BOJCTBA T'ogen no
Analysis performed according ND / Ananu3s nposegen nmo HJI: JIITI-001365-170222
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6 Particulate matter / MexaHn4ecKkne BKJIIOYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuauMble 4acTHULB] B cOOTBETCTBHH C TpeOOBAHUSIMH.
6B Invisible particles /
HeBuaumbie YacTUIIBI:
i. Particles> 10 pm/ 01 not more than 6000 per ampoule /
YacTui pa3Mepom > He 6onee 6000 Ha ammyIy;
10 MxMm
ii. particles > 25 pim / 00 not more than 600 per ampoule /
YacTHl[ pasMEpPOM > He 6onee 600 Ha amimyy.
25 MKM
7 Related substances / PoacTBeHHBIE NpUMeECH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6oinee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gomee
Hwxe npenena o6Hapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / I[Ipumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Oonee
Hwxe npeaena KOIMYECTBEHHOTO 0,50 %;
onpenenenus ([TKO = 0.033 %)
Impurity D / IIpuMecs D not more than 0.20 % / He Gonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe npenena o6Hapyxenus (I10
=0.014 %)

Remarks: The Product confirms to ND/
IMpumeuanwue: [TpoaykT cooTBeTcTBYeT Tpebosannam HI

Conclusion: APPROVED /
3axurouenue: OJJOBPEHO

Prepared by /
[Moarororneno: Santosh

Kumar Maurya &

Checked by /
ITporepeno: Himesh Kumar

Approved by:- Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurensb

C:J—/_Q Manoj Kumar Q;ﬁ
| S,

Reprint Date /
Jata:30.11.2023

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Mara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Bznjara Hills, Hyderat:»
Tel: -91 40 4200 2900, Fax: +91 0 4300 2999, Emaii: rii

4 - 500034, Telangana, lisia
ail »drreddys.com

CIN: L85155AP1984PLCO045D7
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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
www.drredays.com

Product : /

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

IIpoaykr: Keropon® (keToposiak) pacTBOp it BHYTPHBEHHOrO H BHYTPHMbILIEYHOrO BBeACHHUS, 30 Mr/mn
Batch No / : V230916 Batch Quantity / + 272727 ampules /
Cepus Ne Oo6Bem cepuu 272727 amityn
Analytical Report No / : 040002296168 Date of Analysis / : 30.11.2023
AnaJguTH4yeckuii oryer Ne JlaTa ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npon3BoACTBa I'ogen xo

Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-170222

Page3 of 5/Crp.3u35

Any unspecified impurity /
EnvnngHas HeueHTUULu-

Not more than 0.20 % / He 6Goiee
0,20 %.

0.05%
pOBaHHas IpUMeECh
Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

U3Bjexkaembiii 00beM

He menee HoMmunaasHOTO (1,0 MiT)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
SHIOTOKCHHBI KETOpOJIaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh

CTepMJILHOCTD (IJIS KAXKAO0M
15-0ii cepun)

CTCPHIIBHBIM.

11 Assay / KostnuecTBeHHOE 29.25mg/ 29.25 mr From 270mg to 33.0mg of
onpejejieHHe CsHi3NO3 CsH 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C|5H13NO3'C4H11N03
(xeroponaka TpoMeTaMHH) B 1 MiL.
12 Alcohol content / Itanon 11.91 % From 10.60 % to 12.60 %. /

Ot 10,60 % 10 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJT 3akiawuenne: OJOBPEHO
Prepured by / Checked by / Approved by: Manager/Exceutive /
IMoarorosneHo: Santosh ITposepeno: Himesh Kumar | OnobpeHo: Menemxkep / Pykosoaurens
Kumar Maurya } | Manoj Kumar @LL J

\ A "-’_‘___._—-
Reprint Date / Reprint Date / Reprint Date /
Jara:30.11.2023 Jara: 30.11.2023 Hara: 30.11.2023
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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®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp Ulsh BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHNS, 30 Mr/mu1
Batch No / : V230916 Batch Quantity / : 272727 ampules /
Cepus Ne O6bemM cepuH 272727 amnyn
Analytical Report No / : 040002296168 Date of Analysis / : 30.11.2023
AnaauTHyecKui oTuer Ne JlaTa ananusza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npon3BoacTBA TI'ogen no
Analysis performed according ND / Anaynns nposenen mo HJE: JII1-001365-170222
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13 Packaging / Ynakoska

1 mL in class I light-shielding 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. /

Ilo 1 wMn B aMmoylsl M3
CBETO3alUTHOTO cTeKa
xopuuneBoro kimacca I (USP). B
BEPXHEH YacTH aMIlyibl HAaHECEHBI
KOJBLIO M TOYKa Iy pazinoma. Ha
aMIIyJ Ty HaKJIEUBAIOT STHKETKY.

IMo 10 ammyn ¢ MHCTpYKUMEH IO
NPUMEHESHUIO MOMEIAIOT
B [IBX/anmoMuHuEBbI it O6NHCTED.

[To 1 6nucTepy B MayKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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. /

Ilo 1 ™Mn B amoynabl U3
CBETO3AIINUTHOTO CTEKIIa KOPHYHEBOTO
WIM  TEMHO-KODHYHEBOro  IBETa
kracca I (USP). B BepxHeli yactu
aMITyJIbl HAaHECEHBI KOJBLO H TOYKa
11 pasjioma. Ha ammyny HakJIeuBaroT

ITHKETKY.
Mo 10 ammyn ¢ HHCTpYKIIMEH IO
MPUMEHEHHIO TOMELIAIOT

B [IBX/anoMuHHEBBIH OMCTED.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
Ui CTaldoHapoB: Mo 2, 3, 5
ONMCTEPOB B NaYKy KApTOHHYIO.

[To 1 6ucTepy B ayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuieHHoM
OT CBETa MeCTe TpH TeMnepatype He Boiue 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanocTn

Remarks: The Product confirms to ND/

3 years. / 3 roaa.

Conclusion: APPROVED /

Kumar Maurya @Q
-

C>J/——2'

ITpumeuanue: IIpoaykr cooTBeTcTBYET TpeboraHusM HIT 3akmouenne: OJIOBPEHO
Prepated by / Checked by / Approved by: Manager/Exceutive /
IMoaroroenexo: Santosh | I[Tpoeepeno: Himesh Kumar | Onobpeno: Menemxep / PykoBoauTels

\

Manoj Kumar

torl.

Reprint Date / Reprint Date / Reprint Date /
JHata:30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023
fenistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderal:nd - 503034, Telangana, Incin

Tel: +91 40 4900 2900, Fax: +91 30 4900 2999, Em~ii: minii drreddys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS el +91 98166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposniak) pacTop juisi BHYTPMBEHHOTO M BHYTPMMBIIIEYHOTO BBEAEHU, 30 Mr/mi
Batch No / : V230916 Batch Quantity / 2 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002296168 Date of Analysis / : 30.11.2023
AHanuTHYecKHH oTYer Ne JaTa anann3za
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara nmponssoacTea I'open o
Analysis performed according ND / Anasau3s nposeaen mo HJI: JIT1-001365-170222

PageSof S/Crp.5u3 5

Homep cepum cy6eTanuuu npoussoautens IJID:

API name / Haumenosanue APC: Ketorolac tromethamine / Ketoposnaka TpoMeTaMuH
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npoussoautesia ADC: ABQHOOSOEZ

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
IIpousoanrens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penmu'c Jlabopartopuc JIta., UHnus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumedanue: IIpogykT cooTBeTcTBYET TpeboBanuam HJT 3akmoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Santgsh Iposepeno; Himesh Kumar | Onobpeno: Menemxkep / Pykosoaurens
Kumar Maurya (:g Q—A—/—Q Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

Jara:30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderakad - 506034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail(2orreddys.com
CIN: L85135AP1984PLC004507
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