Dr. Reddy's Laboratories Ltd.

G ‘ )
? ® Formulation Unit-6
Dr. Red dy S ". vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDiA
CERTIFICATE OF ANALYSIS ¢ : 401 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToponak) pacTsop Uil BHYTPHBCHHOTO M BHYTPHMbILIEYHOTO BBEACHHA, 30 mr/mn

Batch No / : V250498 Batch Quantity / : 454545 ampules /
Cepuisi Ne O0Bbem cepiu 454545 amnyn

Analytical Report No / : 890001817137 Date of Analysis/ : 28.06.2025
AHaauTH4ecKHil oTyeT No JlaTa aHaau3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JaTa npoH3BOACTEA I"ogen g0

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-230124

Page 1 of 5/Crp.1 u35

No

No Test / [lokaszaTennb Results / PesyabTaTsl Specification / Hopma

1 Description / Onucanne Clear, slightly yellow color solution. | Clear colorless to slightly yellow
/ ITpo3paunblii GecupeTHblit | color solution. / TIpo3paunsiii
pacTeop. pacTBop OT HECLBETHOIO 10 CBETNO-
JKEJITOTO LBeTa.

2 Identification / The retention times of the main
IoanuHHOCTD peaks in the chromatogram of test
HPLC / BRXKX . . §olution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
yIepKMBaHUA OCHOBHBIX NHKOB Ha
XpOMaTorpamMmme UCIIBITYEMOro
pacTBoOpa IOJDKHBI COOTBETCTBOBATh
BpEMeHAM YAEPXKHBAHUA OCHOBHBIX
[UKOB Ha XpoMaToTrpamme
CTaHAapTHOTO pacTBopa (pasmen
«KoM4ecTBEHHOE OTIPEACNCHHEN)

CoOTBETCTBYET

UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 = 2 nm. / Y-
CIEKTPbI MO0 IIEHHS
HCTIBLITYEMOTO PacTBOpa U pacTBopa
CTAUAAPTIOrD O0pUILU KUTVPLILLKA
TpoMeramuHa B obaacTu ot 200 10
400 UM JOJDKHBI UMETh MaKCUMYMBI
NOrOmEeHUs npu 322+2 HM.

Yd-cnektpooToMeTpus CoOTBETCTBYET

Remarks: The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanwue: [Ipoaykt coorBeTcTBYeT TpedoBanuam HII 3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant _r ITpoeepeHo: Pardeep Kumar Onobpeno: MeHemkep / PykoBoaurensb
" A

l\ \@} (;L_— ) Amit Kumar | /\ -

Reprint Date / \ Reprint Date / Reprint Date /
Jata: 28.06.2025 Hara: 28.06.2025 Jara: 28.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill, Khot, Nalagarh Road, Baddi,
Disti. Sotan, H.P, 173 205, INDiIA
Tel ; +91 98166 56001-02

CEPTUO®HMKAT AHAJIM3A

www.drreddys.com

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

Ilpoaykrt: Ketopon" (keTopoiak) pacTBOp VIS BHYTPHBEHHOIO H BHYTPHMbILIEYHOTO BBEACHHS, 30 MI/Mn
Batch No / : V250498 Batch Quantity / : 454545 ampules /
Cepusa Ne O6bem cepun 454545 ammyn
Analytical Report No / : 890001817137 Date of Analysis/ : 28.06.2025
AHaauTHYecKHi oTueT No JlaTa aHanmn3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

Jara npoH3BoacTBa T'ogen go

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-230124

Page 2 of 5/ Crp. 2 w35

No

No Test / [Toka3aTenb

Results / PesynbTaTsl

Specification / Hopma

3 Clarity / Ilpo3payHocTh

Complies / CoOOTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecuenIys npenapaTa He
JIOJKHA NpeBbIlIaTh ONaIeCLeHIHIO
3TanoHa cpaBHEHUA L.

Buaumble yacTULbL

4 Color / IIBeTHOCTD 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[Tornouenne JOMKHO OBITh HE
6onee 0,20 npu LIHHE BOJIHEI
430 HM.

5 pH 7.1 From 6.9 t0 7.9./ Ot 6,9 no 7.,9.

6 Particulate matter / MexaHudeckne BK/JIIOYEHHUS

6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements.

/
B cooTBeTCTBHH ¢ TPeOOBaHUAMHU.

6B Invisible particles /
HeBunumble vacTULIBL:

i. Particles> 10 um/ 54 not more than 6000 per ampoule /
YacTull pa3mMepom > He 6onee 6000 Ha amnyny;
10 Mxm

1. particles > 25 um/ 0l not more than §00 per dmpoule /
YacTHUIL pazMepom > He 6onee 600 Ha aMITyy.
25 MKM

7 Related substances / PoacTeennnie npuMecu

Remarks: The Product confirms to ND/
Tlpumeuanue: [IpopykT cooTBeTcTBYeT Tpebosanusam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Ilonrororneno: Ramakant

\

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresb
Amit Kuma ~

d /\ //‘

Reprint Date /
Jara: 28.06.2025

Reprint Date /
Hara: 28.06.2025

Reprint Date /
Hara: 28.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt Solan, H.P,, 173 205, INDIA
Tel : 491 98166 H6001-02
www.drreddys.com

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

IIpoaykr: Kertopon" (keToponak) pacTBop A/15 BHYTPHBEHHOI'O H BHYTPUMbILIEYHOTO BBEACHNS, 30 mr/ma
Batch No / 1 V250498 Batch Quantity-/ : 454545 ampules /
Cepns Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001817137 Date of Analysis/ : 28.06.2025
AnaJurHvecKHii oTuer Ne JlaTa ananusza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
|JIaTa npon3BOACTBA Topen 1o

Analysis performed according ND / Ananu3s nposenen mo HJI: JI1-001365-230124

Page3 of 5/Crp.3 m3 5

N.N':) Test / [loka3are/ib Results / Pe3yabTaTsl Specification / Hopma
] Impurity A / [Tpumecs A 0.10% not more than 0.20 % / ne Gonee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe npenena obnapyxenust IO = | ¢ 50 %;:
0.014 %)
Impurity C / Tpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He 6Gonee
Huxe npenena o6Hapyxenus (I10 = 0.50 %:
0.010%) ’ ’
Impurity D / Tlpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He Gonee
Huxe npeaena obHapyxeuuns (I10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He Gonee
impurity / EnuHA4Has 0,20 %.
HeufeHTHHHULHpOBaHHAs
MPUMECH
Total impurities / Cymma 0.2% Not more than 1.50 % / He 6Gonee
npuMece 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
H3enekaemMslii 00beM measured volume of 10 ampoules) /
He menee 10,0 M1 (06beMm,
HOMPRLUILII 114 OCHIODAIINH
00BeIUHEHHOTO coaepKumoro 10
amImyn)

Remarks: The Product confirms to ND/
TIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusim HJ

Conclusion : APPROVED /
3axawuenne: OAOBPEHO

Prepared by /
TToarorosnerno: Ramakant ’l“
s

-

Checked by /
[posepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menekep / Pykosoaurenb
Amit Kumar b

[\ S

Reprint Date / |
Jara: 28.06.2025

Reprint Date /
Hata: 28.06.2025

Reprint Date /
Hara: 28.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29985, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distl. Solan, H.P., 173 205, INDIA

iel : +91 96166 56001-02

CEPTHOHUKAT AHAJTHU3A

www.drreddys.com

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

IIpoaykT: Ketopon™ (keToponak) pacTBOp Uil BHYTPHBEHHOTO M BHYTPHMbIUIEUHOrO BBe/eiHs, 30 mr/mn
Batch No / : V250498 Batch Quantity / : 454545 ampules /
Cepns Ne Oo0bem cepuu 454545 amnyn
Analytical Report No / : 890001817137 Date of Analysis/ : 28.06.2025
AHaJlMTHYeCKHH oTyeT Ne Jarta anann3za

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

Jara npon3Boacrsa T'open 10

Analysis performed according ND / Anaaus nposeaen no HJI: JIT1-001365-230124

Page 4 of S/ Crp. 4u35

1;.? Test / ITokazaTesb Results / PesyabTaTh! Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepnanbHble /<=0.725 E3/mr Ketorolac Trometamol. / He Gonee
3HI0TOKCHHBI 5,8 ED/Mr KeTopoaka |
TpOMeTaMHUHa.

15-0it cepun)

10 Sterility (every 15th batch) /
CTepHIBLHOCTD (A1 KaxI0#

NA

Must be sterile. / JlosmkeH ObITh
CTEPUNbHBIM.

11 Assay / KonnuecrseHHoe

29.34 mg / 29.34 Mr

From 27.0 mg to 33.0 mg of
C19H24N>0¢ (Ketorolac

onpenesieHHe
Trometamol) per 1 mL / Ot 27,0 Mmr
10 33,0 mr C;oH24N>04 (keTOpONaKa
TpomeTamou1) B 1 ML
12 Alcohol content / ITaHoa 12.07 % From 10.60 % (v/v) to 13,10 %

wiv)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).

13 Packaging / YnakoBka

1 mL in class T light-shielding dark

amber glass ampoules (USP). A cut

ampoule. A label is attached to
ampoule.

10  ampoules and a patient
informatinn leaflet n a
PVC/alummum blister.

1 blisters in a carton pack /

ring and point in the upper part of

1 mL in class I (USP) light-shielding
dark amber glass ampoules.

A cut ring and point are in the upper
part of ampoule. A label is attached
to ampoule. 10 ampoules and a
patient information leaflet in a
PV(C/aluminum hlister.

I blister m a carton pack; jor tn-
patient facilities: 2, 3, 5 blisters in a

Ilo 1 wMn B ammoymssl w3 | carton pack/

CBETO3AlUTHOrO cTekna TemHo- | [lo 1 Mm B amnynel W3

xopuynesoro kinacca I (USP). B | cBeTo3alIUTHOTO CTeKjsa TEMHO-
Remarks: The Product confirms to ND/ Conclusion : APPROVED /

Tlpumeuanue: ITpoaykT cooTBeTcTBYeT Tpeboparnuam H/I

3axkawuenne: OJOBPEHO

Prepared by /
IToagrorosneno: Ramakant

ae

Checked by /
[TposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoroauTens
Amit Kumar is

ek

Reprint Date / \
Hata: 28.06.2025

Reprint Date /
Jara: 28.06.2025

Reprint Date /
Hara: 28.06.2025

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad -

500034, Telangana, India

Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P, 173 205, INDIA
Tel 1 491 95100 Hb6UU1-UL

CEPTUPHUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Ketopon® (keToposak) pacTsop s BHYTPHECHHOTO M BHYTPUMbILIEYHOTO BBeACHNs, 30 mr/mi
Batch No / : V250498 Batch Quantity / : 454545 ampules /
Cepna Ne Oo6bem cepun 454545 amiyn
Analytical Report No / : 890001817137 Date of Analysis/ : 28.06.2025
AHaauTH4ecKH# oTueT No JlaTa anaamM3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

JlaTa npon3BoaCTBA Togen no

Analysis performed according ND / Ananu3s nposegen mo HJI: JIT1-001365-230124

Page Sof 5/Ctp. S5u3 5

No

Test / [Toka3zaTennb
No

Results / Pe3yabTaTsl

|
Specification / Hopma

BEPXHEHl YacTU aMnyJbl HaHECEHbI
KOJIBLIO W TOuka Aja pasjoma. Ha
amilyly HakJIeHBalOT 3THKETKY.

ITo 10 ammyn ¢ MHCTpYKUMEHN IO
NPHMEHEHUIO MOMeEILatoT
B [IBX/antomunueBbIit 6nHcTep.

ITo 1 daucTepy B auKy KapTOHHYHO.

KopuuHeBoro ugera Kkiacca I (USP).
B BepxHeii 4acTH aMIyJIbl HAHECEHBI
KONBLO H Touka And pazioma. Ha
amIyJly HaKJIEMBaOT TUKETKY.

ITo 10 amnyn ¢ HHCTPYKLHEH MO
MPUMEHEHHIO B
[IBX/amomuHuesslii Gauctep. Ilo
1 6nucTepy B HauKy KapTOHHYIO;
ona  cmayuonapog: no 2, 3, 5
OJIMCTEPOB B Na4Ky KapTOHHYO.

14 Labelling / MapkupoBka

According to ND / B cootBeTcTBHu ¢ HJL,

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B samuinensom
OT CBETA MECTE NpH TemriepaType He Bbiie 25 °C. He 3aMmopaxuBarthb.

16 Shelf-life / Cpok rogHocTH

2 years. / 2 rona.

API name / Haumenosanue A®C:

Ketorolac Trometamol / Keroponaka TpoMeTaMmon

Homep cepun cy6eranuun npouspoantens [JId:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoantens ADC: 2KTMO0641024
FP Manufacturer API Batch number /

FERAO00706

Hpounssoantens APC, crpauna:

API Manufactured by & country /

Symed Labs Ltd., India /
Caiimen Jla6e JItn., Uuaus

Remarks: The Product confirms to ND/
Tlpumeuanue: [IpofyKT cOOTBETCTBYET TpeboBaHusM HJ{

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant
Egl,,\\sﬁ'

-~
\ -~

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

p Amit Kumar A—

< :;Lf*‘“—

,\/,/

/ =

Reprint Date /
Jara: 28.06.2025

Reprint Date /
Jlarta: 28.06.2025

Reprint Date / {
Jara: 28.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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