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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3ZA

Dr. Reddy's Laborateries Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INTiA
Tal: 491 98166 56001-02
wwvv.drreddys.com

Product : /

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

AHanuTHYECKHH oTyeT No

Jdara anaau3za

IIpoaykT: Ketopoa® (keToposiak) pacTBOp /i BHYTPUBEHHOTO M BHYTPHMbILIEYHOrO BBeIeH s, 30 mr/ma
Batch No / : V231003 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0bem cepuu 272727 amnyn
Analytical Report No / : 890001708013 Date of Analysis / : 30.12.2023

Date of Manufacture /
Jlara mpon3BoACTBA

: 12/2023

Tonen g0

Date of Expiry /

: 11/2026

Analysis performed according ND / Anann3s nposeaen no HJI: JITI-001365-170222

Pagelof S/Crp.1m35

i,f Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma

1 Description / OnucaHue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3paunbiii cBeTIO-XelThiit | / Ilpo3payHelif OECLBETHBIN HWIIH
pacTBop. CBETIIO-XKENTHII PacTBOp.

2 Identification /
IoanuHHOCTH

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
yIAep>KMBaHUS OCHOBHBEIX NHKOB Ha
XpoMaTtorpamMMe HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIOCPXXMBAHHA OCHOBHBIX NHKOB Ha
XpoMaTorpaMme CTaHZAPTHOIO
pacTBOpa KeTOpoJaka TpOMeTaMUHa
U HanpoKceHa (paznen
«KonmiecTBeHHOE OpeelieHIe»)

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
yOEp)XUBAHUS OCHOBHBIX IMHKOB Ha
XpoMmarorpamme UCIIBITYEMOTO
pacTBopa IOJKHBI COOTBETCTBOBATh
BpPEMEHAM YACPKHMBAHUS OCHOBHBIX
MHUKOB Ha XpOMaTorpamMmme
CTaHJapTHOTO pPacTBOpa KeTOpolaka
TpOMETaMMHa M HalpoKceHa (pasjen
«KonuuecTBeHHOE ONPEACICHUEY)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npenapara He JOJDKHA [PEBbIIIATh
OMaJIeCLEHIIMIO STaJIOHa cpaBHEeHU 1.

4 Color / IIgeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [yiMHE BONHBI
430 HMm.

5 pH 7.3 From 6.Y 1o/ Y./ U1 6,Y 1o '/ V.

Remarks: The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHuaM H/I

3aKJIoueH

Conclusion: APPROVED /

ue: OJOBPEHO

Prepared by /
[Moarotosneno: Pardeep |
Kumar %J/

Checked by /

[Mpoeepeno: Santosh Kumar
Maurya :é

Approved by: Manager/Executive /

OpnobpeHo: Menemxkep / PykoBoanTernb

Manoj Kumar \_‘ wed,

/

Reprint Date /

Jara: 30.12.2023

Reprint Date /
Hara: 30.12.2023

Reprint Date /
Hara: 30.12.2023

Rzgistered Office: 8-2-337, Road No. 3, Danjara Hills, i vdzrabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +31 40 4800 2592, Email: mzit@drreddys.com
CIN: L851554AP1984PLCOO4507

www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid,
Formulation Unit-2

Vill. Khol, Nalagarh finad, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel ; +581 98166 56001-02
wwve.drreddys.com

Product : /

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

IIpoaykT: Ketopon® (keToposiak) pacTBOp A1 BHYTPHBEHHOIO ¥ BHYTPHMBIILEUHOro BBeieHHs, 30 mMr/miu
Batch No / : V231003 Batch Quantity / : 272727 ampules /
Cepus Ne O061beM cepuu 272727 amnyn
Analytical Report No / : 890001708013 Date of Analysis / : 30.12.2023
AHaTHTHYECKHIH oT4eT No JlaTa anaiau3za
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JaTa npoM3BOACTBA I'onen oo

Analysis performed according ND / Auauu3s nposeaen mo HJI: JII1-001365-170222

Page2 of 5/Ctp.2 135

6 Particulate matter / Mexanndeckue BKJIKYEHHUS

6A Visible particles /
BuauMeble 4acTHIIB]

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBMH ¢ TPeOOBaHUSIMH.

6B Invisible particles /
HeBuauMple 4aCTHIBL:

i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
YacTul pa3MepoM > He 6osiee 6000 Ha aMITyIy;
10 MKkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHUL pasMEPOM > He Gonee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBeHHble IpHMeCH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
3 o,
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / 80;0 Ior/u?re than 0.50 % / He Oomnee
Huxe npenena o6xapyxeHus (I10 ’ e
=0.014 %)
Impurity C / IIpumecs C not more than 0.50 % / He Gonee
Below LOQ (LOQ = 0.033%) / 0,50 %;
Hwxe npeaena KONMU4ECTBEHHOTO
Impurity D / ITpumecs D onpenenenust (ITKO = 0.033 %) not more than 0.20% / He Gonee
0,20 %.

Below LOD (LOD =0.014 %) /
Hinke npenena o6Hapyxenus (10

Any unspecified impurity /
Enunuvnas HeuneHTAOUIH-
pOBaHHAs NMPUMECH

=0.014 %)

0.06 %

Not more than 0.20 % / He Gonee

0,20 %.

Remarks: The Product confirms to ND/
Ipumeuanue: ITponykt cooTseTcTBYeT Tpebobanusm HII

Conclusion: APPROVED /
3aknwuenune: OJJOGPEHO

Prepared by /

Ioarorosnero: Pardeep

Checked by /
IMpoepeno: Santosh Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PyKOBO,L{H’fﬂb

Jara: 30.12.2023

Jara: 30.12.2023

Kumar Q‘[// Maurya = Manoj Kumar }Ln&u
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2023

Resisterad Office: 8-2-337, Road Ne, 3, Banjare Hills, Hydniabes
L9140 4900 2982, km"ll mzil@drreddys.com
004507

\_l

+91 40 4900 2900, Fax: -
CiN: L25185/AP1984PLC
wwav.drreddys.coin

! - £00034, Telangana, India
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badi,
Distt. Solan, H.P., 172 205, INGIA
Tel : +51 98166 56001-02

CEPTH®HUKAT AHAJII3A

wwve.drreddys.com

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

IIpoaykrt: Kertopon® (keTopoInak) pacTBop Julsi BHYTPHBEHHOIO M BHYTPHMBIIIEYHOTO BBeACHHUS, 30 Mr/ma
Batch No / : V231003 Batch Quantity / + 272727 ampules /
Cepus Ne O0nem cepui 272727 ammyn
Analytical Report No / : 890001708013 Date of Analysis / : 30.12.2023
AHAJIHTHYECKHI 0T4YeT Ne Jata ananausa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npoH3BOACTEA Togen 1o

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-170222

Page3 of 5/C1p.3m35

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BnekaemMblii 06bemM He menee somunansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuaJjbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/Mr
IHAOTOKCHHBI KETOpOJIaKa TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OBITH
CrepHIbHOCTD (IS KamKI0H CTEPUIIEHBIM.
15-0ii cepun)
11 Assay / KonnuecTBeHHOe 2943 mg/ 29.43 mr From 270mg to 330mg of
onpeaeaeHne Ci1sH1aNO3- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mmr C15H13N03'C4H11NO3
(keTopoyaka TpomeTaMHH) B 1 ML
12 Alcohol content / ITaHon 11.93 % From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYET Tpebopanuam H/I

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

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

[Monroroeneno: Pardeep [Iporepeno: Santosh Kumar | OnobpeHo: Menemxkep / PykosoanTelis

K I — M Manoj K '
umar —l— aurya &; anoj kumar et

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.12.2023 Jara: 30.12.2023 Jara: 30.12.2023

Rezisterzd Office: 8-2-337, Road No. 3, Banjara Hills, Hydzrabar! - 500034, Telangana, India
Tel- +9% 40 4900 2900, Fax: +91 40 4905 2052, Email: mail@drreddys.com
CIN: LE5195A71984PLCOOAS0T
wwiv.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToponak) pacTBOp Juisi BHYTPMBEHHOTO M BHYTPHUMBIIEYHOrO BBeACHAA, 30 Mr/ma
Batch No / : V231003 Batch Quantity / : 272727 ampules /
Cepus Ne O06neM cepuu 272727 amnyn
Analytical Report No / : 890001708013 Date of Analysis / : 30.12.2023
AHaJgHTHYECKHI oTueT No JlaTta ananuza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npoH3BOACTBA T'open no

Analysis performed according ND / Auasnn3 npoeeaen no HJI: JI[1-001365-170222

Paged4 of 5/Crp.4m3 5

13 Packaging / Ynaxoeka

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 wMn B aMOoynsl U3
CBETO3aLUTHOTO cTeKIa
kopuuHeroro kiacca I (USP). B
BepXHEll YacTH aMILyJbl HaHeCEeHEBI
KOJIBIIO M TOuka ans pasioma. Ha
aMITyNly HaKJIEMBAOT STHKETKY.

ITo 10 amMmyn ¢ MHCTpyKUdel no
NPUAMEHEHUIO TOMEILAIOT
B [IBX/a10MHUHUEBBIH GIIHCTED.

ITo 1 6ucTepy B NaYKy 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 wMn B aMOoyisl U3
CBETO3ALUTHOIO CTEKIJIa KOPUYHEBOTO
Wi TEMHO-KOPHYHEBOrO  L(BETa
knacca I (USP). B Bepxneilt dactu
aMITyJIbl HAHECEHBI KOIBLO H TOYKA
s pasnoMa. Ha aMIyny HaKJieuBaroT

STHKETKY.
Ilo 10 ammyn ¢ HHCTpYKLMEH 110
MPUMEHEHHIO MOMEUIA0T

B [IBX/anmoMuHUeBbII1 OHcTep.

Ilo 1 6nuctepy B MayKy KapTOHHYIO;
U1 CTauuoHapoB: mo 2, 3, 5
6IMCTEpOB B MauKy KapTOHHYIO.

Mo 1 6nucTepy B NauKy KapTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B coorsetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aluiiueHHOM
OT CBeTa MecTe NpH TeMIepatype He Bbie 25 °C. He 3aMopaxuBars.

LG Shelfalife / Cpow ropmormm

oy L v

Remarks: The Product confirms to ND/
[Mpumeuanue: IIponykr coorseTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: Pardeep IIposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosojuresnb
Kumar Qf/ Maurya Manoj Kumar Mf
Reprint Date / Reprint Date / Reprint Date /

Jata: 30.12.2023 Hara: 30.12.2023 Hara: 30.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.cor’h

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Lsboratories Ltd.
Formulation Unit-5

Vill. Khei, Malagarh Road, Bagddi,
Distt. 5olan, H.7, 173 205, IND{A

CERTIFICATE OF ANALYSIS ¢l +519816656001-02

CEPTA®UKAT AHAJIN3A www.drreddys.com

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

IIpoaykr: Keropon® (keroposiak) pacTBop A/ BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBeAeHHS, 30 Mr/mn
Batch No / : V231003 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepHH 272727 amnyn
Analytical Report No / : 890001708013 Date of Analysis / : 30.12.2023
AHaJuTHYeCKHI oTUyeT Ne JlaTa aHAaJH3A
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
Jara npou3BoicTBa T'ogen 1o

Analysis performed according ND / Anaau3 nposeaen no HJI: JII1-001365-170222

Page5of 5/Crp.5u3 5

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npousBoaurens ADC:

ABQHO005022

FP Manufacturer API Batch number /
Homep cepuu cybeTanunu npoussoantens IJI@:

FEQA00497

API Manufactured by & country /
IMponseoantens APC, cTpaHa:

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

Remarks: The Product confirms to ND/
ITpumeuanue: [poaykT cooTBeTcTBYET TpeboBanusm H/{

Conclusion: APPROVED /
3aknwuenue: OJOGPEHO

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

[Moxrotosneno: Pardeep IMposepeno: Santosh Kumar | Onobpeno: Menemkep / PykosoauTresb

Kumar l M , Manoj Kuma ; )
- aurya (_z/g’/ anoj r \“ 1w

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2023 Hara: 30.12.2023 Hara: 30.12.2023

Registercd Office: 8-2-327, Road No. 3, Banjara Hills, Hyderahza - 500034, Telangana, india

’

2
Tal: +91 20 4230 2900, Fax: +91 40 490C 2988, Emeail: mail@drreddys.com
CIN: LR5195AP1S84PLCC24507
www.crreddys.com




