Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp AUisl BHYTPMBEHHOTO M BHYTPUMBILIEUHOrO BBeAeHHUS, 30 MI/Ma
Batch No / : V231001 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023
AHaJHTHYECKHIT oTueT Ne Jlara anaansa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA T'open no
Analysis performed according ND / Anamm3s nposeaen mo HJI: JI[1-001365-170222

Pagel of 5/ Crp.1u35

1;.? Test / ITokaszaTesn Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3pauHbIi ceeTno-xenteiii | / Ilpo3payHslii OecLiBeTHBIH MK
pacTBop. CBETJIO-XKENTHIH PacTBOP.

2 Identification /
IMopIMHHOCTHL

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
YIEpKUBaHHS OCHOBHBIX NTMKOB Ha
Xpomarorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIep)KUBaHU OCHOBHBIX IMKOB Ha
XpoMaTtorpamme CTaHAAPTHOTO
pacTBopa KeTopojiaka TpOMeTaMHHa
%) HanpoKCeHa (paznen
«KONM4IeCTBEHHOE ONPENEIEHNE)

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
yAEPXKUBAHUA OCHOBHBIX THKOB Ha
XpOMaTorpamme HCIILITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMEHAM YIEPXKHBAaHHS OCHOBHBIX
NHMKOB Ha XpoMaTorpaMmme
CTaHJApPTHOTO pPacTBopa KeTopoJjaka
TpOMETaMMHa U HampoKceHa (paszen
«KONM4eCcTBEHHOE ONpeeICHUE))

3 Clarity / Ilpo3pa4yHoCcTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapara He HOMKHA [PEeBbIILATh
ONaJIeCLICHIINIO 3TAJIOHA CpaBHEHHMA 1.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6omnee 0,20 npy JMHHE BOJIHbI
430 um.

5 pH 7.39 From 6.9 to 7.9./ Ot 6,9 5o 7,9.

Remarks: The Product confirms to ND/
Tpumeyanwe: [Tpoaykt cooTseTcTBYeT TpeGoBanuam H/T

Conclusion: APPROVED /
3akawyenune: OJJOBPEHO

Prepared by /
[Moarorosneno: Ankit

[}g/

Checked by /

Maurya

| [TpoeepeHo: Santosh-Kumar

—

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / PykoBoaHTEIb [v
Manoj Kumar \ N/

Reprint Date /

Reprint Date /

Hara: 28.12.2023

Jlata: 28.12.2023

Reprint Date /
Hara: 28.12.2023

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: L85195AP1984PLC0O04507

www.drreddys.com
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Formulation Unit-6
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Product : /

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

Ilpoaykr: Ketopon™ (ketoponax) pacTsop uis BHyTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEAEHHS, 30 MI/MI
Batch No / : V231001 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepun 272727 ammyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023
ABanuTHIecKHii oTyeT No JlaTa anajusza
Date of Manufacture / : 11/2023 Date of Expiry / ¢ 10/2026
JaTa mpon3BojacTBa I'open g0
Analysis performed according ND / Auanns nposenen mo HJI: JII1-001365-170222
Page 2 of 5/ Crp.2 3 5
6 Particulate matter / Mexanuueckue BKJIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuauMble YacTULBI B cooTBeTCTBUM € TpeOOBAHUAMH.
6B Invisible particles /
HepuauMmele 9acTUUbL:
i. Particles> 10 pm/ 40 not more than 6000 per ampoule /
Yactun pasMepoM > He 6onee 6000 Ha ammyy;
10 MxMm
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHUL{ pa3MepPoOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoncTBenHnbie npumecu
Impurity A / llpumecs A 0.16% not more than 0.20% / ue 6Gonee
0,20 %;
Impurity B / Tlpumecs B Not detected / He o6Hapyxena not more than 0.50 % / He 6onee
0,50 %;
Below LOQ (LOQ = 0.033%) /
Impurity C / [Ipumecs C Hipke npenena KOJMIECTBEHHOTO not more than 0.50 % / He 6Gonee
onpenenenus (IKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena o6Hapyxenus (10 | 0,20 %.
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
Enunnynas HeuneHTUGULIK- 0,20 %.
pOBaHHas MPUMECH 0.05 %

Remarks: The Product confirms to ND/
IIpumeyanue: ITpoaykT cooTBETCTBYET TpeGoBaHusaM HJ[

Conclusion: APPROVED /
3akaouenne: OJIOGPEHO

Hara: 28.12.2023

Jlata: 28.12.2023

Prepared by / ' Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit / ﬂ _~| IlpoBepeHo: Santos%l'(umar Onobpeno: Menemxep / Pykosoaurens ¢

V Maurya L ol Manoj Kumar _Mm t,/
Reprint Date / Reprint Date / Reprint Date /

Hata: 28.12.2023

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: L85195AP1984PL.C004507
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

AnpaguTuyeckuil oryer Ne

CEPTUOPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponyxkr: Ketopon® (keroponak) pacTBop JUIsi BHyTPUBEHHOTO H BHYTPHMBIIIEYHOTO BBeeHHs, 30 Mr/mi
Batch No / 1 V231001 Batch Quantity / : 272727 ampules /
Cepust No O6beM cepun 272727 amnyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023

Jara aHaau3a

JlaTa npou3BOACTBA

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

T'onen no

Analysis performed according ND / Anasna mponeaen o HJTy JIIT 001365 170222

Page3 of 5/Crp.3m35

15-0ii cepun)

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) /
N3Bnexkaemblii 00bem He menee HomuHanbHOrO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrtepuajbHble <=0.725 ED/Mr tromethamine. / He 6onee 5,8 ED/Mr
IHNOTOKCHHBDI KeTOpoJiaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH O6bITb
CTepnibHOCTL (ANl KajKIOH CTEPUIIBHBIM.

11 Assay / KosnuecTBeHHOE

29.49 mg/ 29.49 mr From 270mg to 33.0mg of
CisHi3NOs3-C4H | 1NO, (ketorolac

ornpeaesJIeHue
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 Mmr C15H13N03'C4H11NO3
(xeroponaka TpoMeTaMHH) B 1 ML
12 Alcohol content / ItaHon 11.92 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

ITpumeuanue: [IpoayKT COOTBETCTBYET TpeboBanusm HJT 3axnrwuenue: OJOBPEHO

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

IMoaroroeneno: Ankit /R / I[Iposepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBoaHTElb

ol Maurya tg:_\- Manoj Kumar Yiy :Z{_wﬂ
Reprint Date / Reprint Date / Reprint Date / T
Hara: 28.12.2023 Jlara: 28.12.2023 Jara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon® (keToposak) pacTBOp AJsi BHYTPUBEHHOIO M BHYTPUMBIIEUHOrO BBeAeHHs, 30 Mr/mi
Batch No / : V231001 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 ammyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023
AHaguTnyeckuii oTyet Ne JlaTa aHaiu3a

Date of Manufacture / : 11/2023 Date of Expiry/ : 1072026
JlaTa npon3BOACTBA Topen oo

Analysis performed according ND / Ananns nposcacn no HJI: JII1-001365-170222

Page4 of 5/Crp. 4135

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. /

I[To 1 wMn B ammyisl U3
CBETO3ALIUTHOIO CTeKIa
kopuuHeBoro knacca I (USP). B
BCPXHCH YacTH aMmyJbl HAHCCCHBI
KOJIBIIO M TOYKa Juisi pasnoMa. Ha
aMITyJly HaKJICUBAIOT 3TUKETKY.

[To 10 ammyn ¢ HMHCTpYKUMEH IO
MPUMEHEHHUIO MIOMEILAI0T
B IIBX/amoMuHUEBbI# OHCTED.

Mo 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 w™Mn B amnyinsl U3
CBETO3AILUTHOIO CTEKIa KOPHYHEBOTO
VI  TCMHO-KOPWYHCBOTO  LBCTA
kinacca I (USP). B BepxHed uacTu
aMITyJIbl HaHECEHBI KOJIbLIO K TOYKa
Juist pasnoMa. Ha ammysty HakJIeHBaroT
3THKETKY.

[lo 10 amnyn ¢ MHCTpykUMeH IO
NPUMEHEHHIO [TOMEIIAKT
B [IBX/amomunueBslii 6xuctep.

ITo 1 6nucTepy B mayky KapTOHHYIO;
U1 cTauMoHapoB: mo 2, 3, 5
GJIHCTEPOB B MauKy KapTOHHYIO.

[To 1 6nuctepy B NauKky KapTOHHYIO.

14 Labelling / MapkupoBKka

According to ND / B cootBetcTBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
OT CBETa MecTe Npu TemnepaType He Bhiie 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpox roanocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanue: ITponykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankit ﬂ’HPOBCpeHOI Santgsh Kumar | Omo6peHo: Menemxkep / PykoBoaurens

Maurya Manoj Kumar Ynatil Lj_f
Reprint Date / Reprint Date / Reprint Date / S
Hara: 28.12.2023 JlaTa: 28.12.2023 Jlata: 28.12.2023

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

CEPTUHO®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Jijisi BHYTPUBEHHOTO ¥ BHYTPHUMBILIEYHOTO BBEACHHs, 30 Mr/mu
Batch No / : V231001 Batch Quantity / : 272727 ampules /
Cepus Neo Oo0wem cepun 272727 ammyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023
Aunanurndyeckuii oruer Ne JaTa anaausa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npou3BoacTea TI'ogen 1o
Analysis performed according ND / Ananns nposenen no HJI: JII1-001365-170222

Page 5 of 5/ CTtp.5mu35

Homep cepum cy6cTtanuuu npoussoautens LJI@P:

API name / Haumenosanue APC: Ketorolac tromethamine / KeToposaka TpoMeTaMUH
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npousoautenss AQC: ABQH005022

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
IIpouspoaurens A®C, ctpana:

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

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam H/I 3akarwuenune: OJJOBPEHO
Prepared by / ; Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit ﬁ\ _{ IIpoBepeno: Santpsh Kumar | Ono6peno: Menemxkep / PyxoBoanTe:

,- Maurya g~ Manoj Kumar QESZ[L(L :
Reprint Date / Reprint Date / Reprint Date /
Mara: 28.12.2023 Jara: 28.12.2023 Jara: 28.12.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




