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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
CEPTUO®UKAT AHAJIM3A www.drreddys.com
| Prgduct : /  Ketorol (Ketorolac) solution for intravenous aitd intramuscular injections, 30 mg/ml

HpoAykT: Keropon" (keToposak) pacTeop it BHYTPHBEHHOTO W BHYTPHMbIIEUHOTO BBe/CHHS, 30 mr/mn
BatchNo / : V230716 Batch Quantity / + 272727 ampules /
Cepsa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001691881 Date of Analysis / : 30.09.2023
Anajuruyeckuii oryer Ne Jara anannsza .
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTa IpOH3BOACTBA I'ogen go
Analysis performed according ND / Auanus nposeaen no HJI: JITI-001365-170222

Pagelof S/Crp.1u35

1;.:) Test / Iloxka3zarenn Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHsblii cpeTo-xenTeit | / IIpo3pauHplii OecUBETHBIN WK
pacTBop. CBETJIO-XXENTHIH pacTBoOP.

2 Identification /
ITopMHHOCTD

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) / BpemeHa
yIEp)KUBAHUA OCHOBHBIX IMKOB Ha
XpoMaTrorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIaepKUBaHUs OCHOBHBIX ITHKOB Ha
XpOMaTorpamme CTaHJapTHOTO
pacTBopa KeTopoJiaka TpOMETaMHUHA
" HalpOKCeHa (paznmen
«KoMuecTBEHHOE OMpeNe/IeHHE)

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
yJaepXHUBaHus OCHOBHBIX IHMKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa [JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM YIAEPXKHBaHHA OCHOBHBIX
NMKOB Ha XpoMaTorpamme
CTaHJIapTHOTO PacTBOpa KeTOoponaka
TPOMETaMMHA W HalpOKCeHa (paszel
«KonuyecTBEHHOE ONpeneIeHHe))

3 Clarity / Ilpo3pauyHocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He I0JDKHA MPEBBIIATh
OMNaJiECLEHIMIO 3TallOHa CpaBHEHHUA I.

4 Color / IlBeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1JTHHE BOJIHBI
430 uM.

5 pH 7.42 From 6.9 t0 7.9./0t1 6,9 no 7.9.

Remarks: The Product confirms to ND/.
Ipumeuanue: [Ipoaykr coorseTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3axarouenne: OJIOBPEHO

Prepared by /
IoarorosneHo: Pardeep
Kumar

Checked by /
[Tposepenq: Himesh Kumar

Menemxep / PykoBognTens
&,_“-4——’—‘—‘4 Manuj Kuiudl %@"ﬁt—{:ﬁ

OpobpeHo:

Approved by: Manager/Executive /

Reprint Date /
Hata:30.09.2023

Reprint Date /
Jara: 30.09.2023

Reprint Date /
Hara: 30.09.2023

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

CIN: L85195AP1984PLC004507
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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
CEPTH®UKAT AHAJM3A www.drreddys.com

Product :/  Ketorah{Reétoralac) solution for intravenous and intramuscular injection$;30. mg/ml
IIpoAyKT: Kertopon® (keToposiak) pacTBOP A/ BHYTPHBEHHOIO ¥ BHYTPHMBILIEUHOTOBBEACHHA, 30 mr/mn
BatchNo / : V230716 Batch Quantity / ¢ 272727 ampules /
Cepma Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001691881 Date of Analysis / : 30.09.2023
Axasirnyecknii oTdeT Ne Jarta ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
Jara NpoH3BOACTRA Topen go
Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-170222

Page2 of 5/Crp.2 w35

6 Particulate matter / Mexanu4eckne BKJIIOYEHMS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
Bupnumble 4acTHLbI B coOTBETCTBUH ¢ TPeOOBAHUAMMU.
6B Invisible particles /
HeBuauMble dacTuupl:
i. Particles > 10 pm / 10 not more than 6000 per ampoule /
YacTuly pasMepoM > He Gonee 6000 Ha ammyJy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUl pa3MepoMm > He 6osiee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBenHbie npumecn
Impurity A / Ifpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He 6oiee
Hwmxe npenena o6Hapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / Ilpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He OGonee
Hinke npejena KOIMYECTBEHHOTO 0,50 %;
onpenenenus ([TKO = 0.033 %)
Impurity D / Ilpumecs D not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Hmxe nipenena obHapyxenus (ITO ’
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gonee
EnunudHas HenIeHTHULH- Hubke TpeieNa KOJM4eCTBEHHOTO 0,20 %.
poBaHHas NpUMEChH onpenenenus (ITKO = 0.050 %)

Remarks: The Product confirms to ND/
IMpumeyanue: [IpoaykT cooreeTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep Iposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosogurens
Kumar ﬁ _ — | Manoj Kumar h\iﬁ‘ﬁ
Reprint Date / Reprint Date / Reprint Date /

Jata:30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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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
CEPTUD®UKAT AHAJIM3A www.drreddys.com

.Product : / Ketorol (Ketorolac) solution for intréivenoas and intramuscular injections, 30 mg/ml e sy
| OpolyrT: Keropon™ (keToposiak) pacTBOp AUl BHYTPHBEHHOTO M BHYTPHMBILIEUHOTO BBe/eHH s, 30 Mr/m '

BatchNo / : V230716 Batch Quantity / : 272727 ampules /

Cepmn No O6bemM cepHit 272727 ammyi

Analytical Report No / : 890001691881 Date of Analysis / : 30.09.2023

AHaJIMTHYECKHiT oTYeT Ne Jlara anHanuza

Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026

Jara npoHzBOACTBA Topen ao

Analysis performed according ND / Ananus npogeaen no HJI: JIT1-001365-170222

Page3 of 5/Crp.3 u3 5

Total impurities / Cymma 0.15% Not more than 1.50 % / He 6onee
pUMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /

U3siaexaemblii 00beM

He menee HomuuansHOro (1,0 M)

9 Bactcerial endotoxins /
bakrepuanbHble
IHAOTOKCUHBI

<=0.725 EU/mg /
<=0.725 EO/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTOpOJjaka TPOMETaMHUHa.

10 Sterility (every 15th batch) /
CrepHIbHOCTD (AJ18 Kaxaoii
15-oii cepun)

NA

Must be sterile. / JlomkeH OBITb
CTEPUNIBHBIM.

11 Assay / KoinyecTBeHHOE 29.74 mg/ 29.74 mr From 270mg to 33.0mg of
onpeaesieHHe CsHi3NO3  CsH 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13NO3'C4H11NO3
(xeToposnaka TpOMETaMuH) B 1 M.
12 Alcohol content / dTaHoa 11.65 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms ta ND/
[Tpumeuanue: IIpoayxr coorBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /.
3akmouenne: OJIOGPEHO

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

[ToaroTosneHo: Pardeep ITposepenp: Himesh Kumar | Onobpeno: Menemkep / Pykosoaureib
; 3 |

Kumar ( _ - Manoj Kumar l-j! w

Reprint Date / Reprint Date / Reprint Date /

JHarta:30.09.2023 JlaTa: 30.09.2023 Hara: 30.09.2023

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
CIN: L85195AP1984PLC004507

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Proditet : / Ketorol*{Ketorolac) solution for intravenous and intramuscular-injections;-30 mg/ml
MpoAjKT: Keropou! (keToposak) pacTBOp A1 BHYTPHBEHHOIO W BHYTPHMbILIEHHOTO BBeAeH A, 30 Mr/mn
BatchNo / : V230716 Batch Quantity / : 272727 ampules /
Cepr 2 Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001691881 Date of Analysis / : 30.09.2023
Anajtirayeckuii oTyeT Ne Jarta anajusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
Jdara IpoH3BOACTEA Iogen no
Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

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

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. 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
[lo 1 wmn B aMmoyisl ©3 | ina carton pack./

CBETO3ALINTHOTO crexna [ ITo 1 wmin B aMmyasl  u3

xopuunesoro Kimacca I (USP). B
BEpXHEX 4acTH aMITyJlbl HAHECEHBI
KONBLO M TOouka Juii pasioma. Ha
aMIyny HaKJIEHBAIOT 3TUKETKY.

ITo 10 ammya ¢ MHCTpYKLMEH IO
NPUMEHEHHUIO
B [IBX/amoMuHueBbiil GiMcTep.

o 1 GnucTepy B MayKy KapTOHHYIO.

CBETO3ALMTHOTO CTEKIIa KOPMUHEBOTO
WIA  TEMHO-KOPUYHEBOTO  LBETa
xnacca I (USP). B BepxHel 4vacTH
aMITy/ibl HAHECEHbI KONBbUO M TOUYKa
Jus paznoMa. Ha aMIynly HakJIeMBarOT

MOMELIAIOT | 3TUKETKY.
[To 10 aMmyn ¢ MHCTPYKLIUMEH I10
MPUMEHEHHIO NOMELIA0T

B [IBX/antoMuHueBbIi OGnuctep.

ITo 1 6kcTepy B MaYKy KapTOHHYIO;
Ui cTanuoHapoB: mo 2, 3, 5
GJIMCTEPOB B MauKy KapTOHHYIO.

[To 1 6nuctepy B NayKy KapTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B cootserctauu ¢ HJI.

15 Storage conditions / -
XpaneHnune

In a place protected from light below 25 °C. Do not freeze. / B 3aumeHHOM
OT CBeTa MeCTe IpH Temrepatype He Bbiie 25 °C. He 3aMopakuBath.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

[pumeyanue: [TpoaykT cooTeTcTBYET TpeboBanusm H/T

3akmouyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep Iposepeno; Himesh Kumar | Ono6peno: Menemxep / Py;\oao,upm.ﬂb
Kumar qt’; Q_ll_—/”"—’ Mauuj Kuiar i]"*’ v
Reprint Date / Reprint Date / Reprint Date /

Hara:30.09.2023 Jara: 30.09.2023 Jara: 30.09.2023

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
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘,‘:‘.

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

CEPTUDPUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution: for intravenous and intramuscular injections, 30 mg/ml [t
IpoAyKT: Keropon™ (ketoponak) pacTsop Wisk BHYTPHBEHHOTO U BHYTPHMBILIEYHOTO BBeieHus, 30 mr/vi- |-
BatchNo / : V230716 Batch Quantity / : 272727 ampules /

Cepurst Ne O61bem cepuu 272727 amnyn
Analytical Report No / : 890001691881 Date of Analysis / : 30.09.2023
AHasInTuyeckui oruer Ne JlaTa aHaam3a

Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTa NpousBoacTBa TI'ogen 10

Analysis performed according ND / Anasn3 nposeger no HJI: JIT1-001365-170222

Page Sof 5/Crp.5u3 S

API name / Haumenosaune ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Homep cepun npoussoautensa ADC:

ABPH010196

FP Manufacturer API Batch number /
Homcep cepuu cy6eranuuu nponspoaurens [JIP:

FEQA00134

API Manufactured by & country /
I poussoanteas A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc Jita., Manus

Remarks: The Product confirms to ND/
INpumeyanne: [Iponykt cooTBeTcTBYeT Tpebopanusm HJI

Conclusion: APPROVED /
Zakmwuenune: OJJOBPEHO

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

[MoarorosneHo: Pardeep IIposepeno: Himesh Kumar | Onobpeno: MeHemxep / PykoBoauTesb

Kumar ) = "s | Manaj Kumar A r—T
Qﬁ:} CLA*‘ . L“_ Lt

Reprint Date / Reprint Date / Reprint Date /

Hata:30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

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
CIN: L85195AP1984PLC004507
www.drreddys.com




