Dr.Reddy’s ":"

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
CEPTHOHKAT AHAJIM3A ~ “wwwdrreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoayeT: Keropon™ (keroponak) pacTBop A4 BHYTPHBECHHOIO U BHYTPUMBILLIEYHOrO BBeNeHus, 30 mr/mn
Batch No/ : V230920 Batch Quantity / 1 272727 ampules /
Cepusi Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001703491 Date of Analysis / : 30.11.2023
AnanaTHgeckuii oryer Ne JlaTa anaaH3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlara mpoN3BOACTBA Topen nu
Analysis performed according ND / Axanns 0poseaes no HJL: JI1-001365-170222
e Pagelof 5/Crp. 1135
1;,? Test / [Tokasarens Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanue Clear  Colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3paussiii 6eclBETHBIA PacTBOP. / [IpospauHbiii 6eclUBETHBIR MU
CBETJIO-KENTBIN pacTBOp.
7 Identification / The retention times of the main | The retention times of the mamn peaks
IopIHHHOCTD 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) / Bpemera | (Assay section) / Bpemena
yAep)KHBAHHMS OCHOBHBIX [IMKOB HAa | YHEPKMBAHMS UCHOBHBIX IHKOB Ha
XpoMaTorpaMme UCIIBITYEMOTO | XpoMaTorpamme HACTIBITYEMOTO
DacTBOpa COOTBETCTBYIOT BpeMEHaM | PacTBOpa MO/DKHEI COOTBETCTBOBATH
yAEp)KHBAHHUA OCHOBHLIX [IMKOB Ha | BpEMEHaM YHCPXKHBAaHWA OCHOBHRLIX
XpOMaTorpaMMe CTAHJApPTHOrO | IHKOB Ha XpoMaTorpaMme
pacTBOpa KeTopojiaka TPOMETaMHHa | CTaHAAPTHOrO pacTBopa KeTopolaka
u HaNpOKCeHa (pasnen | TpoMeTamMmMHa M HampokceHa (pasjien
«KoNHuecTBEHHOE OTIpeICIEHHE) «KonyecTBeHHOE ONPEENIEHHEN)
3 Clarity / TIpo3pa4uHocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not cxeced opaloooonce of reference
suspension [. / Onanccuerni s
npenapata He JOJDKHA NPEBbILIATh
ONaNeceHIUIO 3TaN0Ha CpaBHer s L.
4 Color / LigeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH ATHHE BOJIEBL
430 HM.
5 pH 7.37 From 6.9107.9./016,9 no 7.9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: [TpoayKT COOTBETCTBYET TpeGopannam HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeseHo: Santosh Ipopepeno: Pardeep Kumar | Onobpero: Menemkep / PykoBoauTens
Kumar Maurya @_ f Manoj Kumar ZE 7
Reprint Date / Reprint Date / Reprint Date /
HaTa:30.11.2023 Jara: 30.11.2023 Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
T2l: +91 10 4940 2900, Fax: +91 40 490C 2299, Ernail mail@drreddva.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : /
Ipomyxr:

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ketopon® (keToposak) pacTBOp /Ui BHYTPMBEHHOIO H BHYTPHMBbILICYHOrO BBeAeH s, 30 Mr/mn

Batch No/
Cepus Ne

: V230920

O6nem cepui

Batch Quantity /

: 272727 ampules /
272727 amnyn

Analytical Report No /
ANaJIHTHYeCKHI oTyeT Ne

: 890001703491

Date of Analysis /
JlaTa anaausa

: 30.11.2023

Date of Manufacture /
Jara npou3ssoacrsa

: 1172023

Togen no

Date of Expiry /

: 1072026

Analysis performed according ND / Ananns nposeaen mo HJL: JITT-001365-170222

Page2 of 5/Ctp.2H3 5

Particulate matter / Mexanu4eckue BKIOYEHUS

6A Visible particles /

BuauMbIe YacTULIEI

Complies / CooTeTcTBYET

Should correspond to requirements. /
B coOTBETCTBUH ¢ TPeOOBAHUAMHU.

6B Invisible particles /

Herupumble YacTHUBL

i. Particles> 10 pm/
Yacrurl pasMepoM >
10 MxMm

ii. particles > 25 pm/

YACTHI pa3MepoM >

25 MKkM

02

00

not more than 6000 per ampoule /
He 6onee 6000 Ha aMnysny;

not more than 600 per ampoule /
He 6onee 600 Ha aMImyy.

Related substances / Pogcraenusie npumecu

Impurity A / Ilpumecs A

0.15%

not more than 0.20 % / ue Goisee

0,20 %;

Impurity B / ITpumecs B

Below LOD (LOD = 0.014 %) /
Hivxe npenena o6Hapyxenus (IIO
=0.014 %)

not more than 0.50% / He Goinee

0,50 %;

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.033%) /
Hroke npeena KONU4eCTBEHHOIo
onpegenenus (ITKO = 0.033 %)

not more than 0.50 % / He 6onee

0,50 %;

Impurity D / Tlpumecs D

Below LOD (LOD = 0.014 %) /
Humxe npenena ob6Hapyxenus (I10
=0.014 %)

not more than 0.20 % / He OGonee

0,20 %.

Remarks: The Product confirms to ND/
[Ipumeuanwue: Ipoaykr cootsercTByer TpeGoranmsm HJJ

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by /

IMoarorosneno: Santgsh
Kumar Maurya

P

Checked by /
Ilpogepeno: Pardeep Kumar

=L

OpnobpeHo

Approved by: Manager/Executive /
: Menemxkep / Pykorogurens
Manoj Kumar

(ndu

Reprint Date /

Hara:30.11.2023

Reprint Date /
Hara: 30.11.2023

Hara: 30.1

Reprint Date /

1.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2300, Fax: +91 40 4900 2299, Email: mrzil@drreddys.com

ClI: L35312SAP1984PLCGD:507
vivvdrreddys.com




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
www.drreddys.com

CEPTH®HKAT AHAJTH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TpomxyKT: Ketopon™ (keroponak) pacTsop Ui BHYTPHBEHHOrO ¥ BHYTPHMAILIEHHOrO saeneHud, 30 Mr/vn
Batch No / : V230920 Batch Quantity / : 272727 ampules /
Cepun Ne O6neM cepun 272727 aMnyit
Analytical Report No / : 890001703491 Date of Analysis / : 30.11.2023
AnaguTHdeckni oTuer No Jara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlara npou3BoACTBA I'ogen 10
Analysis performed according ND / Anan3 HpOBEeH MO HJ; JI[1-001365-170222

Page3 of 5/Crp.3 835

Any unspecified impurity /

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

ExuanuHas HeuneHTudum- 0.05%
poBaHHas MPHMech '
Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
nipumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BrekaeMblit 00bemM

He meHee HomuHabHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 E9/mMr tromethamine. / He 6onee 5,8 ED/mMr
HA0TOKCHHBI KETopoJiaka TpoMeTaMyHa.

10 Sterility (every 15th batch) / NA Must be sterile. / [omxen OwiTh
CTepuabHOCTD (WIS KAXAOM CTEPUIBHBIM.
15-oii cepun)
11 Assay / KonnyecTBeHHO® 29.71 mg/ 29.71 Mr From 27.0mg to 330mg of
onpegeneHne C1sHi3NO3: CsH11NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 MT
mo  33,0Mr CisH;sNOs CsHyNOs
(xeTopolnaka TPOMETaMHH) B 1 ML
12 Alcohol content / 3Tanon 11.63 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
TNpumeyanwue: [IponyKT COOTBETCTBYET Tpebosanuam HIT 3axmouenne: QJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToaroroseHo: Santosh IIposepewo: Pardeep Kumar | Onobpero: Menemxkep / PykoBonurens
Kumar Maurya Manoj Kumar @gg
Reprint Date / Reprint Date / Reprint Date /

Jara:30.11.2023 Jara: 30.11.2023 Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 22 4600 2800, Fax: +91 40 4600 2529, Email: il 2drred:vs com

v driadedys.coii




Dr.Reddy’s ":"

CERTIRICATE OF ANALYSIS
CEPTHOHMKAT AHAJIM3A

—t s —

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

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

IpoaykT: Ketopon” (keroponak) pacTBop AJis BHYTPHBCHHOTO 1 BHYTPHMBILIEYHOTO BBEACHHS, 30 MI/MII
Batch No / 1 V230920 Batch Quantity / : 272727 ampules /
Cepns Ne O6neM cepuy 272727 amnyn
Analytical Report No / : 890001703491 Date of Analysis / : 30.11.2023
AnanuTrueckui oryer Ne Jara ananusa

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

Jlata npoN3BOACTRA Togen a0

Analysis performed according ND / Ananus npoBejen no HJI: JI1-001365-170222

Page 4 of 5/Crp. 4135

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. /

Mo 1 ™Mo B aMmyiel U3
CBETO3AIUTHOTO crerra
KopwiHesoro kmacca I (USP), B
BEpXHEHl YacTy aMITy/ibl HaHECeHbI
KONBLO M TOuKa A pasnoma. Ha
aMITyJly HAaKJIeUBaIOT 3TUKETKY.

ITo 10 aMmyl ¢ HHCTpYKUHE# DO
TIPAMEHEHHIO MOMEILAI0T
g [IBX/amoMuHueBBI# GmCTeD.

[To 1 6rHcTepy 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 ampoulcs 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™Min B  aMIoynsl M3
CBETO3ANUTHONO CTEKJIA KOPUYHEBOTO
WIiH  TEeMHO-KOPUYHEBOro  IBETa
wiacca 1 (USP). B BepxHe#t 4acTn
aMITyJbl HaHeCeHbl KOJBUO ¥ TOYKa
s pasioma. Ha aMImysly HAKIIEUBaIOT

STHKETKY.
[lo 10 aMmyin ¢ HHCTPYKIMEH 1O
NpHMEHEHUO [OMEIIA0T

B [IBX/antoMHHUERBLI OAUCTED.

Ilo 1 6nucTepy B Ma4Ky KapTOHHYIO;
I CTalMoHapoB: 0o 2, 3, 5
6IHCTCPOB D [OTICY KAPTOHHYIO.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO.

14

Labelling / Maprnpopka

According to ND / B cootsetctauu ¢ HJI.

15

Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3alIMIIEHHOM
OT CBETA MECTE IIpM TEMIIEpAaType He BhIIE 25 °C. He 3aMopaxuBarTk.

16

Shelf-life / Cpok roaHocTi

Remarks: The Product confirms to ND/
[Ipumenanne: [IpoayKT COOTRETCTBYET tpedosanuam HI

3 years./ 3 rofia.

Conclusion: APPROVED /
3axawouenue: OJIOBPEHO

Prepared by /
[loaroroenedo: Santosh

Kumar Maurya A
G

Checked by /
IIpoeepeno: Pardeep Kumar

<f—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoguTeNs
Manoj Kumar

iy

Reprint Date /
Jlata:30.11.2023

Reprint Date /
JlaTa: 30.11.2023

Reprint Date /
JMara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banj
Tel: 491 410 22450 2900, Fox: +51 4t

ara Hills, Hyderabad - 500034, Telangana, India
1 4500 2599, Email: izl @drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

Hpoayxr: Keropon™ (keToponak) pacTeop juis BHYTPHECHHOIO M BHYTPUMBILIEYHOIO BREAGHMA, 30 MI/MJT
Batch No / : V230920 Batch Quantity / : 272727 ampules /
Cepnsa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001703491 Date of Analysis / : 30.11.2023
AHanaTHYeCKHIH oTYeT No Jlara anaausa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

Jara npouseoacTsa T'omen no

Amnalysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222

PageS5of 5/Crp.5u3 5

API name / HaumeHoganne AQC:

Ketorolac tromethamine / Ketoponaka TpoMeraMun

Homep cepin cy6eraHumn npoussoantens FJID:

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

Homep cepun npouszBoantenss AOC: G L

K¥P Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
IpoxssoguTesns ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pexgnu'c Jlaboparopuc JIta., Uunus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumevanne: [ponykr coorsercTsyer Tpebosanuam HJI 3axmoyenne: QJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Ilposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoauresib
Kumar Maurya Q/\ f Manoj Kumar 2 ?
Reprint Date / Reprint Date / Reprint Date /

Jara:30.11.2023 Jara: 30.11.2023 Hara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +93 10 3200 2990, Fax: +91 49 4800 2299, Email: mzil Ddrreddys.com

CIN: L2

IS5APL2BAPLL0D45D07

wenedrraddys.com




