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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 : 491 98166 56001-02
www.drreddys.com

CEPTHPUKAT AHAJIM3A

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

IIpoaykT: Ketopon® (KEToponak) pacTBOp U BHYTPUBEHHOTO 1 BHYTPHMBILEYHOIO BBEACHHSA, 30 Mr/mr
Batch No / 1 V240233 Batch Quantity / : 272727 ampules /
Cepust Ne O06bem cepun 272727 amnyn
Analytical Report No / : 040002489331 Date of Analysis / : 19.04.2024
AHaJINTHYECKHIT oTueT Ne JlaTa aHaIu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa mpon3BOACTBA Toaen no

Analysis performed according ND / Anaaus nposeaes no HJI: JIT-001365-170222

Page 1l of 5/Crp. 1 n3 5

NN:) Test / Tloka3aTess Results / PeaynsTaTbl Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Tpo3payHsiii 6ecBETHBIH PacTBOP. / TlpospauHblii 6eCUBETHBIH HITH
CRETJIO-KENTHIN PACTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuuHoCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen {Assay section) /Bpemena | (Assay  section) / Bpemena
YAEPKUBAHHS OCHOBHHIX IIMKOB HA | YAEPKHBAHMA OCHOBHBIX IMKOB Ha
XpoMaTorpaMMe HCTIBITYEMOrO | XpOMaTorpamme HCOLITYEMOTO
PAcTBOpPa COOTBETCTBYIOT BpEMEHaM | PacTBOpa NOJKHBI COOTBETCTBOBATH
YHePXKUBAHHA OCHOBHBIX IMKOB HA | BpEMEHaM YICDKMBAHHA OCHOBHBIX
XpoMaTOrpamMMme CTaHOApTHOTO | THKOB Ha XpOMaTorpaMmme
pacTBOpa KETOpoJiaka TPOMETaMUHA | CTaHAApPTHOrO pacTeBOpa KeToponaka
" HaNpoKceHa (pasfmen | TpomeTaMuHa W HanpokceHa (pa3men
«KonHYeCTBEHHOE ONpeAeNeHHE) «KONHYECTREHHOE OTIPEAEIEHHED)

3 Clarity / IIpoe3pauyHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuus
npenapara He [OJDKHA IPEBBIILAT
onaneclueHIMIo 3TaloOHa cpaBHeHUA [

4 Color / IlseTHoCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 mpu [UIMHE BOJIHL
430 BM.
5 pH 7.37 From 6.91t07.9./0T16.9 10 7,9.
6 Particulate matter / Mexanudeckue BKJIIOYCHHS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IponykT cooTBeTCTBYET TpeboBanuam HJI 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Rama Kant [Iposepeno: Pardeep Kumar | Opobpeno: Menemxep / Pyxosoautens
- 0 Kusum Lata ﬁ{; e
Reprint Date / Reprint Date / Reprint Date /
JTlaTa- 19 04 2024 Jata 19.04 72074 Jata: 19.04.2024
TOgARIea UG B-2-337, noad No. 2, Banjara Hills, Rydernlas - 300034, jelangana, ingia

Tel: +91 40 4900 2900, Fax: +91 49 4900 2999, Email: maii@drraddys.com

CIN; L85155AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf‘

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

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxT: Ketopon® (keToposak) pacTeop A/1sl BHYTPHMBEHHOIO U BHYTPHMBILIEYHOTO BBeleHHs, 30 Mr/mn
Batch No / 1 V240233 Batch Quantity / : 272727 ampules /
Cepus Ne O6BbeM cepHH 272727 amnyn
Analytical Report No / : 040002489331 Date of Analysis / : 19.04.2024
AHANUTHYECKHIT 0T9eT Ne JHara aHanu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npousBoacTBa TopeH a0
Analysis performed according ND / Ananu3 nposesen mo HJI: JII1-001365-170222
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No -

No Test / [loxa3zaTennb

Results / Pe3yabraTh!

Specification / Hopma

6A Visible particles /
BraumMele 4aCTHIBI

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B COOTBETCTBHH C TPEOOBAHHUAMHN.

6B Invisible particles /
Hesugumble 4aCTHIIBL:

Hinke npenena obrapyxenus ([10
=0.014%)

i. Particles > 10 um/ 13 not more than 6000 per ampoule /
YacTul| pasMepoM > He 6osiee 6000 Ha amITyny;
10 MkM

ii, particles > 25 um/ 00 not more than 600 per ampoule /
YaCTHI] Pa3sMEPOM > He 6onee 600 Ha amnysy.
25 MKM

7 Related substances / PoacrBeHHbIE NIpUMeCH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gousee
0,20 %; :
Impurity B / [Tpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He OGonee

0,50 %;

Impurity C / IIpumecs C

Relow LOQ (LOQ = 0.033%) /
Hrxe npenena KOMTHYECTBEHHOIO
onpenenenns (ITKO = 0.033%)

not more than 050 % / we Qanee
0,50 %;

poBaHHas IPUMECH

Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hwxe npenena o6HapyxeHus (I10 0,20 %.
= 0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHu4Has HeuaeHTUHIH- 0.06% 0,20 %.
. (4]

Remarks : The Product confirms to ND/
Ipumeuanue: Ilponykr coorBeTcTBYET TpeboBannam HII

Conclusion : APPROVED /
Saxiarouenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hara: 19.04.2024

Jara: 19.04.2024

[MoxarororsicHo: Ramin Kant IMposepeno: Pardecp Kumar | Opofpeno: Mencmpkep / PyronoauTent
> F Kusum Lata AN —
T:*—-—‘ = g
Reprint Date / ' Repnnt Date / Reprint Date /

JaTa: 19.04.2024
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (keToponak) pacteop Als BHYTPHMBEHHOrO U BHYTPHMBILICYHOrO BECACHHA, 30 Mr/mn |
Batch No / 1 V240233 Batch Quantity / : 272727 ampules /
Cepusn Ne Qbnem cepiin 272727 amnyn
Analytical Report No / : 040002489331 Date of Analysis / : 19.04.2024
AHanuTHYeCKHH oTueT Ne Jara ananusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Hara npoH3BOACTBA Topen mo
Analysis performed according ND / Anann3 nposesen no HJ: JIM1-001365-170222
Page3 of 5/Crp.3u3 5
I}f Test / IlokazaTesh Results / PeaynbTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npHMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mx Not less than label claim (1.0 mL}) /
HN3eaexaemerii 00bem He MeHee HomuHansHOTO (1,0 M)
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepnanbuble <=0.725 ED/Mr tromethamine. / He Gonee 5,8 E3/mr
IHAOTOKCHHBI KETOpOJIaka TPOMETaMHUHa.

10 Sterility (every 15th batch) /
CTepHILHOCTL (ITA KAXKXO0H
15-oii cepnu)

NA

Must be sterile. / JomkeH ObITb
CTEPUIBHBIM.

NNDO Test / IlokazaTens Results / PeaynbTaThbl Specification / Hopma
11 | Assay/KoaunuecreenHoe 29.84 mg / 29.84 mMr From 27.0mg to 33.0mg of
CisH;aNO3-C4Hy 1NO3 (ketorolac

onpejeyicHHe

tromethamine) per I mL. / Ot 27,0 Mr
no 330mMrc  CisH;zNO;3C4H;1NO3
(xeToponaka TpoMeTaMHH) B 1 MII.

12 Alcohol content / 3Tanon

11.96 %

From 10.60 % to 12.60 %. /
0t 10,60 % z0 12,60 %.

Remarks : The Product confirms to ND/
[Ipumeuanue: [Ipoaykr cooTseTcTBYET TpebosannaM HJI

Conclusion : APPROVED /
Saxmouende: OJOBPEHO

Prepared by /
IToarorosaedo: Rama Kani

>

Checked by /
[Npogepero: Pardeep Kumar

CEL’—*

Approved by: Manager/Executive /
Ono6peno: MeHekep / PykoBoauTensb
Kusum Lata -

/--

Reprint Date /
Jara: 19.04.2024

! Reprint Date /

Reprint Date /
JlaTa: 19.04.2024

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

CIN: L85155AP1984PLCO04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHU3A
Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayrT: Keropoa™ (keToponak) pacTeop Ui BHYTPHBEHHOI'O M BHYTPHMBIIIEYHOTO BEeACHNA, 30 Mr/mn
Batch No/ : V240233 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepnn 272727 ammyn
Analytical Report No / : 040002489331 Date of Analysis / : 19.04.2024
AHanuTHYecKkHH oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 0272027
Jdara npou3BoacTea I'ogen no
Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222
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No

N Test / XloxaszaTens

Results / Pe3ynsTathb!

Specification / Hopma

13 Packaging / Ynakoeka

I 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. /

IMlo 1 w™Mn B aMmy’dsl U3
CBETO3aLUTHOTO cTeknna

kopuyHeBoro wracca I (USP). B
BEPXHEH YaCTH aMITyJIsi HAaHECEHBI
KONBLO M TOYKa AnsA pasnoma. Ha
aMITyJly HalJIEHBAIOT 3THKETKY.

NPUMEHEHHIO TIOMELIAloT
B IIBX/amomMuHpeBsIi GaucTep.
ITo 1 6ikcTepy B NauKy KapTOHHYIO.

ITo 10 amnyn ¢ MHCTpyKLMeH IO

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 ™Mo B aMioyne M3
CBETO3AIIMTHOrO CTEKIIa KOPHYHEBOTO
WM TEMHO-KODHYHEBOTO  L[BETa
xiacca I (USP). B BepxHed uHactH
aMITyJIbl HaHeceHbl KOJNBLO M TOYKa
U1 pasioma. Ha amnyily HaxIeuBaroT
ITHKETKY.

Mo 10 amMnya ¢ MHCTpYKHUMe#H IIO
NPUMEHEHKIO MOMEIIAFOT
B [IBX/anroMuHKeBbLH 6nucTep.

Ilo 1 6mucTepy B Ma4YKy KapTOHHYIO;
JUIs  CcTaquoHapoB: mo 2, 3, 5
6,11CTEPOB B 134Ky KaPTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B cootseTcTBuu ¢ HII.

15 Storage conditions /
XpaseHune

In a place protected from light below 25 °C. Do not freeze. / B 3anmnieHHoM
OT CBETA MECTe MpM TeMnepatype He spile 25 °C. He 3aMOpaskUBaTk.

16 Shelf-life / Cpox roguocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
Tpumeuarve: TIponykT conTReTeTRYET TpeANRARUGM HJT

Conclusion : APPROVED /
Zaxmovenne: QIOBPEHOQ

Jlata: 19.04.2024

JlaTa: 19.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ToaroToBneHo :Alama- Kant Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / PyroBoanTens
{’* Kusum Lata i
o
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 19.04.2024

registared Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +491 40 4900 2999, Emaii: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHMHKAT AHAJIU3A

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

Ipoaykr: Keropon™ (keroponak) pactsop A BHYTPHEEHHOTO M BHYTPIMBIICHHOIO seenenys, 30 Mr/mn
Batch No/ : V240233 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyit
Analytical Report No / : 040002489331 Date of Analysis / : 19.04.2024
Aunanuradeckuit order Ne Jlara anaanza

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

Jlata npousBojcTRA Togen a0

Analysis performed according ND / Ananus nposeaes 1o HJI: JI11-001365-170222
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API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketopoiaka TPOMETaMHH

Hoatep cepin cyOCTRHIMIN NPOHIBOANTENS [JID:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Honep cepin nponssoantenn APC: ABQH006832

FP Manufacturer API Batch number / FEQA00569

API Manufactured by & country /
Mpounssoaurens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
Ji-p Pepnu'c Jlabopatopuc JIta., Unnus

Remarks : The Product confirms to ND/
Tpinveyanne: IpoaykT cootsercrryer TpeGosauyiay HIL Baxawuenne: OJJOBPEHO

Conclusion : APPROVED /

Prepared by /
IToarorosnedo: Rama Kant

iy

Checked by /

Approved by: Manager/Executive g

Iposepeno: Pardeep Kumar | Ono6peso: MeHemrep / PykoBoauTENL
P Kusum Lata Nye- —
=1 N

e

Y

Reprint Date /
Hara: 19.04.2024

Reprint Date /

Reprint Date /

Iata: 19.04.2024 Hara: 19.04.2024
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e B2 537 Hond No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
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