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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
www.drreddys.com

CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Keropon® (keToponax) pactBop /it BHyTPUBEHHOIO W BHYTPUMBILLIEYHOro BBeleHUs, 30 mr/mn
BatchNo / : V240239 Batch Quantity / : 272727 ampules /
Ceppa Ne O06bem cepun 272727 amnyn
Anal¥tical Report No / : 890001731546 Date of Analysis / : 28.04.2024
AHaJEiTHYecKHH oT4eT Ne Jlara ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
HJaTta lpon3soacTea TI'ogen go
Analysis performed according ND / Ananns nposegen no HJI: JII1-001365-170222

Page 1 of 5/Crp. 1 u35

I[Tpo3pauHblii 6ecBEeTHBIH pacTBOD.

ig Test / IlokaszaTenanb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  TlpospauHblii OecLBETHBIN UM
CBETJIO-KENTBIH PacTBop.

2 Identification /
ITopatMHHOCTDL

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) / BpemeHna
YAEPXUBAHUS OCHOBHBIX ITHKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YAep>XKHUBaHHS OCHOBHBIX NHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBOpa KeTopojiaka TpOMeTaMH1Ha
u HalpOKCeHa (pazmen
«KonuyecTBeHHOE OTIpeeeHreY)

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) / BpemeHna
YIOEPXKUBAHUS OCHOBHBIX ITHMKOB Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpEMEHAM YIEPXKHBAHUS OCHOBHBIX
IIUKOB Ha XpOMaTorpaMme
CTAaHAAPTHOrO0 PacTBOpa KeTopojaka
TpOMETaMUHa U HaIlpOKceHa (pazieln
«KonuyecTBeHHOE ONpeIeeHHE)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnarecueHIMs
npenapara He J10JDKHa NpeBBIIIaTh
OTIIECLICHLIMIO 3TAI0OHa CpaBHEHHUA 1.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [utnHe BOJTHBI
430 HM.

5 pH 7.38 From 6.9 t0 7.9./0t1 6,9 no 7.9.

6 Particulate matter / MexaHu4ecKHe BKIIIOUEHHSI

Remarks : The Product confirms to ND/
[Tpumeuanue: IpoaykT cootBeTcTBYET TpebOoBaHMaM HJ{

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Jara: 28.04.2024

Jara: 28.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pygosogutens
w Pavan Kumar Shrama (T’,.,_ .
N - — S
=
Reprint Date / Reprint Date / Reprint Date /

[Hara: 28.04.2024

Registerad Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel, +81 40 4903 2960, Fax: +91 40 4300 2929, Email: maii@drreddys.com

CIN: 1L.85135AP1984PL.L004507
wyadrrecdvs.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!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
IIpoaykr: Keropon® (ketoposiak) pacTBOp AJis BHYTPHBEHHOIO W BHYTPMMBIINEYHOrO BBeAeHUs, 30 Mr/mn
Batch No / 1 V240239 Batch Quantity / : 272727 ampules /
Cepns Ne O61bem cepun 272727 amnyn
Analytical Report No / : 890001731546 Date of Analysis / 1 28.04.2024
AnaJnTHYecKHH oT4eT Ne Jarta anaausa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JarTa npon3BoacTBa T'open no
Analysis performed according ND / Ananus nposeaen mo HJI: JI1-001365-170222

Page2 of S/Crp. 2 m35

1}? Test / IlokasaTesb Results / PesyabTaThl Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumble yacTHLBI B cooTBeTcTBMHU C TpeOOBaHUSIMU.
6B Invisible particles /
HeBUauMbIe YacTHIIBI:
1. Particles> 10 pm/ 27 not more than 6000 per ampoule /
YacTHi pa3mepom > He 6onee 6000 Ha ammnyny;
10 Mmxm
ii. particles > 25 uym/ 00 not more than 600 per ampoule /
YacTHUL pa3zMepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe npuMecu
Impurity A / IIpumecy A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He 6onee
Hwxe npenena obuapyxenus (ITO 0,50 %;
=0.014%)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OGonee
Hibke npenena KOnMUECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He Oonee
Hwxe npexnena o6Hapyxenus ([1O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EnuHnyHas HeMASHTUD UL 0.06% 0,20 %.
pOBaHHAs IIPUMECH

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr cooTBercTBYeT TpeboBaHusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IloaroroBneHo: Ramakala\ ITpoeepeno: Pardeep Kumar

W

Approved by: Manager/Executive /
Opnobpeno: Menemxep / P(‘KOBOJIH‘I‘EJ‘U:

Pavan Kumar Shrama o

Reprint Date /
Hara: 28.04.2024

Reprint Date /
Hata: 28.04.2024

Reprint Date /
Jlata: 28.04.2024

Registered Office: 8-2-227, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangzna, indiz
Tei. +51 40 3900 2860, Fax: +91 40 4300 2928, Ernail: maii@drraddys.com
CIN: 1.35125AP1984PLCO04507
wwvdrreddvs.com
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Dr. Reddy's Laboratories [td.
Formutlation Unit-6

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

AHaJIuTHYeCKHH oTUeT No

Jara ananu3za

CEPTUOPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpo AyKT: Kertopon® (keToponak) pacTBop Ans BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBeeHUs, 30 mMr/mu
BatchNo / : V240239 Batch Quantity / : 272727 ampules /
Cepua Ne ObBem cepun 272727 ammnyn
Analytical Report No / : 890001731546 Date of Analysis / : 28.04.2024

Date of Manufacture /
JlaTa npou3BoacTBA

: 04/2024

TI'ogen go

Date of Expiry /

: 03/2027

Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-170222

Page 3 of S/Crp. 335

i‘? Test / ITokazatean Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mx Not less than label claim (1.0 mL) /
H3pnexaemslit 06bem He Menee HomunansHoOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHble <=0.725 EQ/Mr tromethamine. / He 6Gonee 5,8 ED/mr
IHAOTOKCHHBI KeTopoJiaka TpOMEeTaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBbITh
CTepHibHOCTD (I8 KAXKA0¥ CTEPIIBHBIM.,
15-oii cepuu)

1;.? Test / ITokazaTenan Results / PesyabTaThi Specification / Hopma

11 Assay / KosinuecTBeHHOE 29.84 mg /29.84 mMr From 270mg to 33.0mg of

onpejaesieHue Ci5sH3sNO3  C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 mr  CisHi3NO;-C4H 1NOs
(xeToponaka TpoMeTaMHUH) B 1 ML

12 Alcohol content / ITaHon 11.92 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms

[Tpumeyanue: IlpoaykT cooTBeTcTBYeT Tpeboranusam HJ{

to ND/

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoxrorosneHo: Ramakant

Qe

Checked by /
Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PyroBoaurens
Pavan Kumar Shrama {C;M@;

Reprint Date / \
Hara: 28.04.2024

Reprint Date /
Mara: 28.04.2024

Reprint Date /
Jara: 28.04.2024

Registered Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 490C 2800, Fax: +91 4C 4200 2999, Ernail: mail@drreddys.com
CIN: L85135AP198471LC004507

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

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

AnajinTHdeckui oruet Ne

JlaTa apajnia

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Kertopon® (keToponak) pacTBOp [U1sl BHYTPHBEHHOTO W BHYTPHUMBILIEYHOr0 BBeleH s, 30 mr/mu
BatchNo / 1 V240239 Batch Quantity / : 272727 ampules /
Cepua No O6bemM cepHH 272727 amnyn
Analytical Report No / : 890001731546 Date of Analysis / : 28.04.2024

Date of Manufacture /
JlaTa npon3BojacTBa

: 04/2024

T'ogen no

Date of Expiry /

: 03/2027

Analysis performed according ND / Anann3 npoBenen no HJI: JIT1-001365-170222

Page4 of 5/Crp.4m35

No

Test / IToxazareanb
Ne

Results / PesyabTaTsl

Specification / Hopma

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. /

ITo 1 w™Mn B aMmnyisl 3
CBETO3aLUTHOTO CTEKIa
xopuuHeBoro knacca I (USP). B
BEpPXHE!l 4acTH aMIysbl HaHECEHBI
KOIIBLIO M TOYKa Ul pasjioMa. Ha
aMIlyJly HaKJIeUBAIOT STUKETKY.

ITo 10 ammyn ¢ MHCTpYKUMe#d mo
MPUMEHEHUIO [IOMELIAI0T
B [IBX/anmomMuHuieBbIH OnucTep.

ITo 1 6nucTepy 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. /

ITlo 1 w™Mn B amnoy’asl ©3
CBETO3aIUUTHOTO CTEKIa KOPHYHEBOT'O
WIM  TEMHO-KOPHYHEBOrO  UBETa
knacca I (USP). B BepxHed uactu
aMIyNbl HaHECEHbI KOJbLIO M TOYKa
JUtst pasnioma. Ha ammyny Hakj1enBaroT

3THUKETKY.
I[To 10 ammyn c UHCTpYKLHEH IO
MIPUMEHEHHIO MOMEUIAIOT

B [IBX/antoMuHueBbli 61UcTeD.

[To 1 6mucTepy B Mauky KapTOHHYIO;
s cTauMoHapoB: mo 2, 3, 5
6IMCTEPOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI,

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amumnieHHOM
OT CBE€Ta MecTe Ipu TeMIepatype He Boille 25 °C. He 3aMopakuBaTh.

16 Shelf-life / Cpox roanocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponykT cootsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmwouenne: ONOBPEHO

Prepared by /
IToarorosnexno: Ramakant

»

Checked by /
IIpoeepeno: Pardeep. Kumar

Opnobpeno:

o

Approved by: Manager/Executive /

Menemxep / PykoBoaANTENb
Pavan Kumar Shrama %

L

=

Reprint Date /
Hara: 28.04.2024

Reprint Date /
Hara: 28.04.2024

Reprint Date /
Jlata: 28.04.2024

Registeraed Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tai, +91 40 4900 2S00, Fax: +91 40 4300 2929, Ernail: maii@drreadys.com

CIN: L35135AP19S4PLID04507
wwivsdrredidys.com
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CERTIFICATE OF ANALYSIS

Di. 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

CEPTUOHUKAT AHAJIM3A

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

ITpoAykT: Keropon® (ketoposiak) pacTBOp A/ BHYTPHBEHHOTO H BHYTPMMBIILEYHOTO BBeIeHHs, 30 Mr/mn
Batch No / : V240239 Batch Quantity / : 272727 ampules /
Cepns Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001731546 Date of Analysis / : 28.04.2024
AnajuTHYecKHH oTyeT No Jara ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTta npon3BoacTBa I'onen go

Analysis performed according ND / Ananns nposeaen no HJI: JIIT-001365-170222

PageSof 5/Crp.Su3 5

API name / Haumenopanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMiH

INN / MHH:

Ketorolac / KetopoJak

API manufacturer batch number /
Homep cepuu npounspoantenss AQC:

ABQH006832

FP Manufacturer API Batch number /

Howmep cepun cy6cTanunn npouspoautesst I'JId:

FEQA00569

API Manufactured by & country /
IIpouseoaurenn A®C, crpana:

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

Remarks : The Product confirms to ND/

ITpumeyanne: IlpoaykT coorseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

-

e

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pmmenb

Pavan Kumar Shrama _/

Reprint Date /
Jata: 28.04.2024

Reprint Date /
Jara: 28.04.2024

Reprint Date /
Jlata: 28.04.2024

Registered Office: 8-2-237, Road No. 2, anjara Hills, Hyderabag - 500034, Telangzna, indis
Tei. +51 404900 2900, Fax: +41 4C 4200 2999, Ernail: maii@drreddyvs,com

CIN: 1.851295AP1984PLC004507
wwwdrreddys.com




