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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDI|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: KeTopon® (keToponak) pacTBOp A7l BHYTPMBEHHOTO H BHYTPHMBILIEYHOTO BBEACHHUS, 30 Mr/mn
Batch No / : V240164 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepun 272727 amiyn
Analytical Report No / : 040002461876 Date of Analysis / : 27.03.2024
AHaJUTHYeCKHI oTaeT Ne Jlara anann3za
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jlata npou3BoJcTBa T'open 10
Analysis performed according ND / Anaaus nposenen mo HJI: JII1-001365-170222

Pagel of S/Crp.1u35

[Tpo3paunslit GecLBeTHBIN pacTBOP

I}? Test / ITokasaTenb Results / PesyabTaTe! Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpozpauHelil OeCHBETHBIII WM
CBETJIO-JKEJNThIi pacTBoP.

2 Identification /
MNoanuHHOCTL

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>KUBaHHs OCHOBHBIX IHKOB Ha
XpomaTorpamme HCIBITYEeMOro
pacTBopa COOTBETCTBYIOT BpeMeHaM
yIOEP)KUBaHHA OCHOBHBIX MHUKOB Ha
Xpomarorpamme CTaHIapTHOTO
pacTBopa KeTopojiaka TpPOMeTaMHHa
U HanpoKceHa (paznen
«KonuuecTBeHHOE ONpeIeTIeHHE)

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
yaepKUBaHMS OCHOBHBIX IHKOB Ha
XpoMaTorpaMme UCHBITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBATH
BpeMEHaM YAEpXKHBaHUS OCHOBHBIX
MUKOB Ha XpomaTorpamme
CTaHIAPTHOTO PacTBOpPa KETOpoJaKa
TpOMeTaMHHa ¥ HalpoKceHa (pa3zen
«KonuecTBEHHOE OTIpeeTICHUEN)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuednus
npenapara He JOKHA NIPEeBbILIATH
OTIAIECIIEHIMIO TANOHA CpaBHEHHUS 1.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 rpu AHHE BOJIHBI
430 uM.

5 pH 7.36 From 6.91t07.9./0T16,9 no 7.9.

Remarks: The Product confirms to ND/
IIpumeuanue: ITpomykT cooTBeTcTBYET TpeboranusM HJJ

Conclusion: APPROVED /
3axkmouenne: OJIOGPEHO

Prepared by /
IMoxrorosneno: Santosh Kumar

Maurya Q;_

Checked by /
[Iporepeno: Pardeep Kumar

_

Approved by: Manager/Executive /
Onobpeno: Menemkep / BykoBoauTE b
Pavan Kumar Sharma _- ,a,:,-j_:____._

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jlarta: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToponak) pacTBop /1t BHYTPUBEHHOTO ¥ BHYTPUMBIILIEUHOro BBeACHHUS, 30 Mr/mn
Batch No / : V240164 Batch Quantity / : 272727 ampules /
Cepusn Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 040002461876 Date of Analysis / : 27.03.2024
AnajJuTHYeCKHIi oTyeT Ne JlaTa ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npon3BoacTBA T'ogen no
Analysis performed according ND / Anaiu3 nposegen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHuyeckne BKJAKYCHUS

6A Visible particles / Complies / CooTBETCTBYET
Buarmbie 4acTULbl

Should correspond to requirements. /
B cooTtBercTBr# ¢ TpeGOBAaHHSIMH.

6B Invisible particles /
HeBupuMbie 4acTULBL:

Below LOD (LOD = 0.014 %) /

=0.014 %)

Any unspecified impurity /
EnuHinyHas HeuaeHTuGuy- 0.05%
pOBaHHas IPUMeECh

Hwxe npenena obnapyxenns (110

i. Particles> 10 pm/ 29 not more than 6000 per ampoule /
YacTul pasMepom > He 6onee 6000 Ha amITyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI] pa3MepoM > He 6osiee 600 Ha ammyiy.
25 MKM
7 Related substances / PoncTeeHHbIe npuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / nHe 6onee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hwxe npenena obnapyxenns (I1O 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C not more than 0.50% / nHe Gonee
Below LOQ (LOQ = 0.033%) / 0,50 %;
Huke npeznena KONUYECTBEHHOTO
Impurity D / TTpumecs D onpeaenenus (ITKO = 0.033 %) not more than 0.20 % / He Gonee

0,20 %.

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

Remarks: The Product confirms to ND/
ITpumeyanue: [IponyxT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoaroTorneHo: Santoshlfﬁar IMporepeno: Pardeep Kumar

Maurya CI B

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Pavan Kumar Sharma «{ ——

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.03.2024 Jlata: 27.03.2024 Jlata: 27.03.2024
Rogisternd QOffice: 8-2-337, Road Ne, 3, Banjara Hills, Hyderabad - 560

Tol #0140 4600 3500, Fax: =81 40 43500
CIN: L85 1G5 AP12E L
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

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

IIpoaykr: Ketopon® (keToponiak) pacTeop Al BHYTPHBEHHOTO U BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V240164 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepuH 272727 amnyn
Analytical Report No / : 040002461876 Date of Analysis / : 27.03.2024
AHanuTHYecKHii oTuer Ne Jara anauu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

Jara mpousBoacTBa TI'open a0

Analysis performed according ND / Ananu3s nposegen mo HJI: JI1-001365-170222

Page3 of 5/Crp.3u35

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mMn Not less than label claim (1.0 mL) /
H3BjekaeMblii 06bem He menee nomunansHoro (1,0 mm)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BbaktepuajbHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 E3/mr
H/OTOKCHHBI KETOpOJaka TpoMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / domkeH ObITh
CTepHALHOCTL (A8 KaXA0M CTEPHJILHBIM.
15-0ii cepun)

11 Assay / KonuuecTBeHHOE 30.21 mg/ 30.21 mr From 27.0mg to 33.0mg of
onpeaesieHUue CisH13NO3 C4H11NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H13N03‘C4H11NO3
(keTopoyiaka TPOMETaMHH) B 1 MIL

12 Alcohol content / OTanon 11.95 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeyanue: [Ipoaykr cootBeTcTBYET Tpebosanuam HJI 3axmrouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Santosh Kumar ITporepeno: Pardeep Kumar OnobpeHo: Menemxkep / Pykosoaurensb
Maurya S é t Pavan Kumar Sharma L a~—
Reprint Date / Reprint Date / Reprint Date /
JMara: 27.03.2024 Jlarta: 27.03.2024 Jara: 27.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keToposiak) pacTBop /s BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBEACHUS, 30 Mr/m
Batch No / : V240164 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002461876 Date of Analysis / + 27.03.2024
AHanuTHYecKHi oTuer Ne JlaTa ananusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTta npon3BoaCTBa I'onen xo
Analysis performed according ND / Ananu3 nposegen no HJI: JI1-001365-170222
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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

ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

[lo 1 w™Mn B aMmnyisl U3
CBETO3alIUTHOTO CTeKJa
kopuunesoro knacca I (USP). B
BEpXHel 4acTW aMIlyjibl HaHECEHLI
KOJIBLO M TOYyKa s pazioma. Ha
aMITyJly HaKJIE€UBAIOT 3TUKETKY.

IMlo 10 amMnyn ¢ HHCTpYKUMEH II0
MPUMEHEHHIO MOMEILAI0T
B [IBX/amoMHUHHEBBIH OIUCTED.

o 1 GnucTepy B MauKy 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 Ma B aMmmyinsl U3
CBETO3aIMTHOTO CTeKJIa KOPHYHEBOT'O
WIM  TEMHO-KOPMYHEBOIO  IBETa
knacca I (USP). B BepxHel dactu
aMmIyjbl HaHeceHbl KOJBLO M TOYKa
niis pasnoMa. Ha amIyly HakjieuBaroT
ITHKETKY.

I[lo 10 amMnymn ¢ HWHCTPYKUUEH 110
MPUMEHEHHIO MOMEUIaloT
B [IBX/antoMuHUeBbIH GaKCTED.

ITo 1 6nucTepy B Ma4Ky KAPTOHHYIO,
JUIi  cTauuoHapoB: mo 2, 3, 5
OJHCTEPOB B MayKy KapTOHHYIO.

[To 1 6nucTepy B mayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBercteuu ¢ H/I.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amMiueHHOM
OT CBETA MECTe IIpU TeMIlepaType He Bbliie 25 °C. He 3amopaxuBarh.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoayKT COOTEETCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya '

Checked by /
IMpoeepeno: Pardeep Kumar

of—

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
Pavan Kumar Sharma _{ . —

KOBOJAHTECEL

Reprint Date /
Hata: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Iara: 27.03.2024
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CERTIFICATE OF ANALYSIS ..

CEPTUOHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon® (keToposiak) pacTBOp /sl BHYTPHBEHHOTO H BHYTPHMbILIEYHOrO BBEeHHS, 30 mr/mi
Batch No / : V240164 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nem cepun 272727 amnyii
Analytical Report No / : 040002461876 Date of Analysis / : 27.03.2024
AHATNTHYCCKHH oTyeT Ne JlaTa aHaau3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npoH3BOACTBA T'ogen 1o
Analysis performed according ND / Ananus nposeges no HJL: JI[1-001365-170222
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API name / HaumenoBanue A®C: Ketorolac tromethamine / KeToposaka TpoMeTaMiH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoaurens A®C: ABQH006832
FP Manufacturer API Batch number /
Homep cepun cy6ctanuuu npoussoautens I'JID: FEQA00569
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IMponzpoautens A®C, crpana: I-p Pennu'c Jlaboparopuc JIita., Maans
Remarks: The Product confirms to ND/ Conclusion;: APPROVED /
ITpumeuanue: Ilponykt cootBeTcTBYeT TpeboBanuaM H/I 3axnwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar IMpoepeHo: Pardeep Kumar Onobpeno: Mernemxep / PykosoauTens
Maurya _ <-:,,-f Pavan Kumar Sharma ,
/ - —_‘—

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.03.2024 Hara: 27.03.2024 JlaTa: 27.03.2024

Revistered Office: 337, Road Mo, 3, Banjara Hills, Hyderabad - 580034, Telanaana, India

Tol: #6140 4600 2600, Fax: +91 410 4500 2999, Email: mail@drraddys,com

CIN. L35155AP1S84PLCOQASNT
wawvy drreddys,.com



