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CERTIFICATE OF ANALYSIS

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

Vill. ¥hol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Nna o _maEe ToOMN 00
TUL Jolu Lo

CEPTUOUKAT AHAJIM3A

whrvvsdireddys.com

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

Hpoaykr: Keropon® (keToposiak) pacTBOp A/ BHYTPHMBEHHOTO ¥ BHYTPHMBILIEHHOrO BBEAEHHS, 30 Mr/mi
Batch No/ : V250519 Batch Quantity / : 454545 ampules/ 1
Cepnn Ne O6bem cepuu 454545 amnyn

Analytical Report No /
AnaJjuTHYecknii oTyeT No

: 890001821871

Date of Analysis /
JIaTa aHau3a

: 16.07.2025

Date of Manufacture /
JlaTa npousBoacTBa

1 06/2025

Date of Expiry/
I'ogen no

. 052027

Analysis performed according ND / Anamus nposeaen mo HJI: JII1-001365-230124

Page 1 of5/CTp. 1uz5

Results / PesyabTaTsl

|
Specification / Hopma

Ll Test / [Tokazarens
Ne
1 Description / Onucanne

" Clear

colorless  solution.
IIpo3pausiii GeclBETHBII pacTBOP.

color solution. / Ilpo3pauHniii
pacTnop oT GecuBETUOrO 10 CRETIO
KETOIV LBETY.

2 Identification /
[HoaauHHOCTH

HPLC/ B2XX

Complies as prescribed/

CooTBeTcTBYET

peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
yoepXKUBAaHNS OCHOBHBIX NHKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa JOJHKHBI COOTBETCTBOBATD
BpeMEHAM YIEP’KHBAHUA OCHOBHBIX
i TMHKOB Ha XpoMaTorpamme
cTaHgapTHOro pacTBopa (paszmen
«KonMuecTBEHHOE OTIpeeICHHE)

/ | Clear colorless to slightly yellow_I

The retention times of the main

F

UV- spectraophotometry /

Y®-cnektpodoTomMeTpus

Complies as prescribed/

CootBeTcTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamire in the range from 200
to 400 nm should have absorption
maxima at 322 * 2 nm. / Y-
CMEKTPbL AOTJIOLIEHUS
HCIBITYEMOTO pacTBOpa M pacTBOpa
cTaHgapTHOro ofpasia KeropoJyiaka
TpomeTaMuHa B obsactu ot 200 nmo
400 BHM ROJDKHBI UIMETh MAKCHMYMbI
TIOTJIOLIECHHUS mpu 322+2 HM.

Remarks: The Product confirms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeGoBanuaM HJJ

Conclusion : APPROVED/
3axmoyenne: OJJOBPEHO

Prepared by /
IToarotosneno:Ramakant

T
Ao,

Checked by/
[Mpoeepeno: Pardeep Kumar
!

e

Approved by: Manag ‘, /Executive /
OnobpeHo: Metek ep / PykoBoauTens
Abhishek Chauhan /"]'

i S /I

Reprint Date /
Hata: 17.07.2025

Reprint Date /
JaTta: 17.07.2025

Reprint Date /
Jara: 17.07.2025

Registered Office:

ol

8-2.337, Read No. 3, Banjaa Hills, Hyderabad - 500034, Telangana, India

Tel +91 40 1900 2900, Fax: +91 0 2900 2999, Email: mail@drreddys.com

CIN: L351295AP1984PLCO04507
winvw drreddys.com
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Dr.Reddy’s ‘;’

Di: Reddy's Laboratories Ltd,
Formulation Unit-6

Vil Khol, Nealagarh Road, Baddi,
Disti.. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 7! «21 22164 56001-97

CEPTUOUKAT AHAJIN3A enang.drreddys.com

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

' Ilpoaykr: Ketopon™ (kxeToponak) pacTBOp uisi BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBe/ICHHS, 30 Mr/mn
Batch No/ : V250519 Batch Quantity/ : 454545 ampules/
Cepus Ne Oo6bem cepun 454545 amnyn

AHanuTu4eckHii oTuer No

Analytical Report No /- : 890001821871

Date of Analysis / - : 16.07.2025
JlaTa anaamsza

Jara nponszsoacTea

Date of Manufacture / : 06/2025

Date of Expiry / s 05/2027
T'open po

Analysis performed according ND / Anasnnz nposegen no HJI: JII1-001365-230124

No

No Test / [Moka3zaTenn

Results / PesysibTaThl

Page20f5/Ctp. 2u3 5 _

Specification / Hopma

3 Clarity / IIpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension T /
Onanceuciups npernaparta e
JI0JKHA MPeBbILATh OIaleCLICHINIO
JTalloHa CpaBHeHus L.

"4 | Color/ IiBeTHOCTH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
| [Tornowexne noHKHO OBITL HE
6onee 0,20 npn AnuHe BOJHBI
430 am.
5 pH 7.4 From 6.9 t0 7.9./0T1 6,9 10 7.9.
6 Particulate matter / Mexamue cK He BKJTIOYEHHS

6A | Visible particles /
BPII[HMBIC JaCTHlbl

| Complies / CooTBeTCTBYET

Should correspond to requirements.
/
B cOOTBETCTBHM € TpeGOBAHUAMEL.

6B Invisible particles /

HeBupaumele yacTULbL

1. Particles > 10 pm/
YacTul pazMepom =
10 Mxm

ii. particles > 25 pum/
YaCTHLl pa3sMEPOM =
25 MKM

49

01

not more than 6000 per ampoule /
He Gonee 6000 Ha ammyny;

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

7] Related substances / PopcTeBeHHbIe NpuMech

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanram HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

.

M\p@

Checked by/
[Ipoeepeno: Pardeep Kumar

=i

Approved by: Managet/ Executive/
Omnobpeno: Mere ey / PykosomuTesns
Abhishek Chauhan Z /1

Reprint Date /

Hara: 17.07.2025

Reprint Date /

Jara: 17.07.2025

Reprint Date /
Jara: 17.07.2025

Reristered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fa: 491 40 4900 2999, Email: mail@drreddyscom

Cliv: L85105AP19S4PLCO04507
vrwvedrreddys.con



Dr. Reddy's Laboratories Ltd.

Qe
! e Formulation Unit-6
Dr.Reddy s ". vill. Kho!, Flalagarh Road, Baddi,
Disit. Solan, HP., 173 205, INDIA
CERTIFICATE OF ANALYSIS . . c120:6550000 02
CEPTUO®HUKAT AHAJIM3A v direddys.com

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

IIpoaykr:  KeTopon™ (keToponak) pacTBOp [/l BHYTPHUBEHHOTO M BHYTPHMBILIEUHOTO BBeAeHHS, 30 Mr/mn
Batch No / [ : V250519 Batch Quantity /  : 454545 ampules/ |
Cepus Ne OoBem cepin 454545 amnyn
Analytical Report No / : 890001821871 Date of Analysis / : 16.07.2025
AH2JIHTHYECKMI 0TYeT Ne Jlara ananuza

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

JlaTa npousBoacTBA o I'oxen a0 -
Analysis performed according ND / Anayin3 npogesen no HJI: JIT1-001365-230124

Page 3 of 5/ Ctp. 3m3 5 =)

| |
i.g Test / Ioka3zaTeJb Results / PesyabTaTsl Specification / Hopma
1
| Impurity A /TIpumecs A Below LOQ (LOQ = 0.049%) / not more than 0.20 % / He Gonee
Hwxke npenena Kk0nuy4ecTBEHHOTO 0,20%;
onpenenenus (ITIKO = 0.049%)
Impurity B /Tlpumecs B ' nol more than 0.50% / He OGonee
Below LOD (LOD = 0.014%) / 0,50%;
Huxe npenena obHapyxenus ([10=
0.014 %)
Impurity C/ Ipamecs C Below LOD (LOD = 0.010 %) / goéolt;rﬁre than 0.50 % / we Oomnee
’ 0,
Hrmxe npenena obuapyxenus (10 =
0.010%)
" 0,
Impurity D /TIpumecs D Below LOD (LOD = 0.014 %) / goéol(zore than 0.20 % / ne Gonee
Huxe npenena obuapyxeHus (I10= g '
0.014 %)
Individual unidentified | Not more than 0.20 % / He Gonee
impurity / E ny HuHas 0.09% 0,20%.
HenAeHTHNIMpoBaHHAS
TIpUMECh
Total impurities / CymMa 0.1% Not more than 1.50% / He 6onee
npumeceit 1,50 %.
=8 Extractable volume / 103 ml / 10.3 mn Not less than 10.0 ml (collectively
N3Bnexaemblii 00bem measured volume of 10 ampoules)/
He menee 10,0 mn (00beMm,
H3MEpEHHbI HA OCHOBAaHHH
00BEIUHEHHOTO COAepKUMOro 10
| aMItyJn)
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuannme: [Iponykt cootBeTcTBYET TpeboBanuam HJI 3akmodenne: OJIOBPEHO
Prepared by / Checked by/ Approved by: Manager{Executive/
[Toarorosneno:Ramakant IIposepeno: Pardeep Kumar OnobpeHo: MCHCM{epr/leKOBOHI/ITeﬂb
% \}J/ o e Abhishek Chauhan g& _ ,
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.07.2025 Hara: 17.07.2025 Hara: 17.07.2025

Registered Office: 8-2-237, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
wwww.drreddys.com



Qe
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHDPUKAT AHAJIM3A

Dr. Reddy's Laboratories !_td.
Formulation Unit-6

Malaparh Road, Baddi,

Distt, Solan, H.P, 173 205, INDIA

N1 AR EE SENNT T
s Bs s SRS 1 97 DA aTu

snensdrreddys.com

Kna_l';fiic_al Report No/
AHanuTHYecKHu#i oryeT Neo

: 890001821871

Date of Analysis /
JlaTa aHasH3a

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

Hpoaykr: Ketopon™ (keToponak) pacTBop asis BHYTPHUBEHHOIO W BHYTPHMMBILLEYHOTO BBeAeHHs, 30 Mr/mi
|Batch No/ : V250519 |{Batch Quantity / : 454545 ampules/
Cepunn Ne O6bem cepHu 454545 amnyn

: 16.07.2025

Date of Manufacture /
Hara nponsBoacTea

2 06/2025

Toxen mo

Date of Expiry /

0642027

Analysis performed according ND / Anannz nposenen mo HJI; JII1-001365-230124

Page 4 of 5/ Crp. 4m3 5

|

ﬁ: Test / HoxazaTenn Results / PesyabTaTht Specification / Hopma
9 Bacterial endotoxins / <=().725 EU/mg Not more than 5.8 EU/mg of
Bakrepuansunie /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
AHJLUILK CHHbI 4,8 TYvr KCTOPNNAKA
TpOMeTaMuHa.

15-0ii cepun)

10 | Sterility (every 15th batch) /
CTepuabHOCTL (U1 KAXKAOI

NA

Must be sterile. / Jlomken ObITh
CTEPUILHBIM.

11 Assay / KoaudecTBeHHOE
onpejaesieHne

30.10 mg/30.10 mr

From 270 mg to 33.0 mg of
Ci1oH24N->Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
1o 33,0 mr CpH» 4N>O¢ (keTOoponaka
TpoMeTamolt) B 1 ML

12 Alcohol content /3TaHon

11.98 %

From 10.60 % (v/v) to 13,10 %
v/v). /
Or 10,60 % (06/06) mo 13,10%
(06/06).

13 Packaging / YnakoBka

1 mL in class I light-shielding 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 /

ITo 1 wMn B ammy’nsl W3
CBETO3alIUTHOrO CTeKJIa TEMHO-
xopuyHeBoro kiacca I (USP). B

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
PVC/aluminum blister.

1 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
I[lo 1 wMn B aMmmylsl ©3
CBETO3AILIUTHOIO CTEKIa TEMHO-

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBETCTBYET TpeGoBaHusM HJT

Conclusion : APPROVED /
3ak.mouenune: OJOBP,EHO

Prepared by /
IToarorosieHo:Ramakant

Checked by/
Ilposepeno: Pardeep Kumar

i

Approved by: Manager/[E:xecutive /
Onobpeno: Menewxkep 7' PyKoBO)1MTENb
Abhishek Chauhan |

=

k. DS

Reprint Date /
Hara: 17.07.2025

Reprint Date /
Hata: 17.07.2025

Reprint Date /
Jara: 17.07.2025

Registered Office: $-2-337, Road o 3, Banjara Hills, Hvderabad -500034, Telangana, india
Tk +91 401900 2900, Fae +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO0O-1507
wuisirreddys.con




Qe
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Fornhulation Unit-6

Vill. hol, Nalagarh Road, Baddh,
Disit. Solan, H.F., 173 205, INDIA
T ota01 02166 56001 .0

CEPTUDOUKAT AHAJIN3A

avw.direddys.c om

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

Ipoaykr: Ketopoa™ (keToposiak) pacTBOp Ayisi BHYTPUBEHHOIO M BHYTPUMBILLEYHOr0 BBEIEHNS, 30 Mr/Mn
Batch No/ : V250519 Batch Quantity / : 454545 ampules /
Cepua Ne ~ |O0bem cepun 454545 amnyJi
Analytical Report No/ : 890001821871 Date of Analysis/ : 16.07.2025 -
AHaauTHYecKHH oTyeT Ne JlaTa ana/n3a

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

Jara npon3BoacTBa TI'ogen mo ]

Analysis performed according ND / Anasms nposegen no HJI: JIT1-001365-230124

Page Sof 5/Crp. Sz 5

|
1}‘: Test / [lokaszaTenn Results / PesynbTaThi Specification / Hopma
' BepxHell 4acTH aﬁynbl HaHeceHbl | KOpHYHeBOro usera kiacca I (USP).
KOJBLIO M TOYKa Juist pasnoma. Ha | B BepXHe yacTu amIynbl HAaHECEHBI
aMilyJly HakJIeMBalOT 3THKETKY. KO/LLUO M TOo4yka A pasioma. Ha
ITo 10 ammyn ¢ HUHCTpYKUMEH MO amny.ly HakJIEHBAKT THKETKY.
ApUMEHEHUIO nomewator | ITo 10 ammyn ¢ HHCTPYKLUMER 1O
B [IBX/anioMuHuieBbii OncTep. MIPUMEHEHUIO B
Ilo 1 6aucTepy B Mayuky KapTOHHYIO. [BX/amomunuenbrit Omictep. Ilo
1 6nucrepy B mMayky KapTOHHYIO; l
| o cmayuowapog: no 2, 3, 5 |
0/MCTEpOB B MAYKYy KAPTOHHYHO. |
14 Labelling / MapkipoBka According to ND / B cootetcTBuu ¢ HJI,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3alunmeHHOM
XpaHeHue OT CBETAa MECTe NpU TeMmrnepaType He Bbitle 25 °C. He 3amopaxxuBaTh.
16 [ Shelf-life / Cpox roamocTH 2 years. / 2 rona.

API name / Hauvenoganue ADC:

Ketorolac Trometamol / Ketoponaka TpomeTamon

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautens ADC:

2K TMoo010125

FP Manufacturer API Batch number /
Homep cepuu cyOctanumn npoussoaurens I'JIdD:

FESAo00073

API Manufactured by & country/
IlponzsoanTtens APC, cTpana:

Symed Labs Ltd., India/
Caiimen Jla6c Jlta., Uuaus

Remarks: The Product confirms to ND/
[Mpumeuanue: ITpogykT cooTeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED/
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno:Ramakant

Checked by/
IIpoeepeno: Pardeep Kumar

=

Approved by: Manager/Executi.ve /
Onobpeno: Menenxep /| Pykopoaurens
Abhishek Chauhan /| \

s
Reprint Date / "

Hara: 17.07.2025

Reprint Date /
Hara: 17.07.2025

Reprint Date /
Hara: 17.07.2025

Rosistered Oftice: 8-2-337, Road Mo. 3, Banjara Hills, Hvderabad - 560034, Telangana, India
Tal +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0507
wepvdrreddys.con



