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

[ T3
Dr..Reddy’s Q.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7l . +£1£316656001 02
CEPTUOUKAT AHAJIN3A www.drreddys.cor

!'Pr(;duct o Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| Ipoaykr:  Keropon" (keToposak) pacTeop s BHYTPHBEHHOO M BHY TPHMBILICUHOrO BBeACHNS, 30 Mr/Mi
{Batch No / : V250584 Batch Quantity/ : 454545 ampules/
Cepns Ne- O6Bem cepin 454545 amryn
Analytical Report No/ : 890001825332 Date of Analysis/ : 04.08.2025
AHaJMTHYECKHI 0TYeT Ne JlaTa aHau3a
Date of Manufacture / : 07/2025 Date of Expiry/ e 0672057
Jlara nporzBoacTBa {T'ogen 1o
Analysis performed according ND / Anayms nposexen no HJI: JII1-001365-230124 =
Page 1 of 5/Ctp.1u3 §
i,(: Test / IokazaTe.n Results / PesynabTaThbl Specification / Hopma
== Description / Onicanue | Clear colorless  solution. / | Clear colorless fo slightly yellow color
| | Tlpo3pawslii becuBeTHBIH pacTBOP. solution. / Ilpo3paublii pacTeop ot
I GECLBETHOTO 0 CBETJO-XKENTOTO
uBeTa.
2 | Identification / The retention times of the main peaks
TMoauHHOCTH i the chromatogram of test solution
should correspond fo those in the
J HIREG Y RSEuE Complies as prescribed/ chromatogram of standard solution
| (Assay section) / Bpemena
CooTBeTCTBYET
] | | YAepXuBaHUA OCHOBHbIX MHKOB Ha
| | | XpOMaTorpamme HCIBITYEMOTO
pacTBopa [OIDKHBL COOTBETCTBOBAThH
BpeMEHaM yICPXKHBAHHS OCHOBHBIX
MHKOB Ha XpOMaTOrpaMme
CTAaHIAPTHOTO  pacTBopa  (pa3jel
«KonuuectseHHoe onpeaenetuer)
- UV- spectrophotometry / | Complies as prescribed/ UV absorption spectra of the test
Y®-cnexkTpopoTomMeTpHus CooTBeTCTBYET alution, and, e sehuiion. ©f ths
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 L 2 nm. / YD-cnekTphl
| nornowenns nenelTyeMoro pactsopa
W pacTBopa craHmaptHoro obpasua
KETOpOJaKa TpOMeTaMuHa B 00NacTH
or 200 mo 400 HM nODKHBI UMETH
MaKCUMYMbl  TIOCNIOUWIEHMA  TIpH
32242 um.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT coorBercTByet Tpebopanusm HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive/
Ioprorosneno: Pravesh Rana | ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautens
’ Amit Kumar \
Reprint Date / Reprint Date / Reprint Date /
Jarta: 04.08.2025 Hara: 04.08.2025 Jarta: 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 200024, Te fangana, India
Tel +91 40 4900 2900, Fax: +31 4C 4900 2998, Email: mail@drreddys.coni
CIN:L85195AP19584PLCO045C7
www.drraddys.com
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Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/rrﬁ o

Product:/

IIpoaykr: Kerqon™ (xeTqnaKk) pacTBOp MU BHYTPHBCHIOTO Y BHYTPHMBILEYHOTO BBEAeHMs, 30 Mr/mi
Batch No / : V250584 {Batch Quantity/ : 454545 ampules /
Cepua Ne Obbem c e n 454545 amnyn
Analytical Report No / -1 890001825332 Date of Analysis/ - 1 04.08.2025
AnaJuTu4yecKHi oTyer No - Hara ananuza .}
Date of Manufacture / : 07/2025 Date of Expiry / B 0642027

JlaTa nponsgoacTsa I'onen no -

Ana!yiis_ lj_e!'fgrmed accnrding__ND / AHaJIH3 IpBE A€eH 10 EI_,E[.:_HH—001365-230124

Page 2 of 5/ C1p. 2 M3 5

Test / [TokazaTenn

3 '-Clé-rify' / Hposﬁ'mo_cn

Results / PesynbTars!

Specification / Hopma

Complies / COOTBCTCTB-)/ET

The opalescence of the sample should
not exceed opalescence of refierence
suspension L. / OnanecueHuus |
npenapara He A0JDKHA NPEBbLILIATH
OMaNECLESHIUHIO 3TAIOHa CpaBHeHus L. |

4 Color / LIBeTHOCTH ' 0.04 Absorbance should be not more than |
0.20 at 430 nm. /
IToryonienne noMxHO ObITh He GoJjlee
0,20 npu nnuHe BonHbI 430 HM.
5 | pH 73 From 6.9 t0 7.9./07 6,9 10 7.,9.
6 Particulate matter / MexaunuecKne BK/II0YEHHS -

6A Visible particles/
Bugumebie yaCTHLB]

6B Invisible particles /

HeBuauMele 4acTHUBL

1. Particles > 10 pm/
YactHu pazmepom >
10 MxM

ii, particles > 25 pm/
YACTHIL PASMEPOM =
25 MKM

il

Complies / CooTBETCTBYET

49

Should correspond to requirements. /
B cooTBeTcTBHU € TpeHOOBAHNSAMI.

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

not more than 600 per ampoule /
He Ousce 600 Ha ammyy.

7 Related substances / PoacTBeHHbIe IpumecH

Remarks: The Product confirms to ND/
IIpumeuanue: I[IpoaykT cooTeeTcTBYET Tpedosatisam HJL

Conclusion: APPROVED /
Zaxkiouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Pravesh ‘Rana

{

D

Checked by/
IMpoeepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Onobpeno: Meremxep / PykoBoaurens

Al Kuai /\ - N
jra

Reprint Date /
Jata: 04.08.2025

Reprint Date /
Hara: 04.08.2025

Reprint Date /
JlaTa: 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -200034, Telangana, India
Tk +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: maii@drreddys.coni
CIN: L85195AFP1584PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS  §6i:+9155.66 56501 02
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[Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml

| Dpoaykr:  Kergoa"™ (keToponak) pacTEOp ANA BHYTPHBEHHOTO M BHYTpHMblLeyHOro Bseachus, 30 mr/mn |
Batch No/ : V250584 Batch Quantity/ : 454545 ampules / |
Cepus Ne Ob6nem ¢ gpam 454545 am
Analytical Report No/ : 890001825332 Date of Analysis/ : 04.08.2025
AHajuTndyeckuii oTueT Ne Jara anannza

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 T
Jlara npou3soacTea Tonen o

Analysis performed according ND / Ananus np sea e mo HJI: JII1-001365-230124

Page30f5/CTp. 33 5

| i(: Test / TTokazaTens Results / PesybTaThl Specification / Hopma
e ] i
| | Impurity A / IIpumecs A 012% not more than 0.20 % / He Oonee |
, 0,20 %; _'
| — R —|
- S :
| Impurity B / Ilpumecs B Below LOD (LOD =0.014 %) / not inore than 0.50 % / He Gonee
| 0,50 %;
Hmxe npeaena obnapyxenua (I10=
0.014 %)
i Impurity C/ ITpumecs C Below LOD (LOD =0.010 %) / not more than 0.50% / He Oonee
Hipke npenena o6Hapysxenus ([10 0,50 %,
= 0.010 %) .
| =
I ity D /1 D | not 0.209
mpurity pHMeEch Below LOD (LOD =0.014 %) / goqogoore than 0% / we 6onee
Hwke npegena oGHapyxenus (I10= A
0.014 %)
Individual unidentified Not more than 0.20% / He Gonee |
impurity / EnuHn4Hast Below LOQ (LOQ = 0.05%) / 0,20%.
HeuIeHTUGHLIUPOBAHHAS Hioke rpeena KOJIMYECTBEHHOTO
NpHMEChH onpezenenus (IIKO =0.05%)
Total impurities / CyMma 0.1 % Not more than 1.50 % / He 06osee
npumeceii 1,50 %.
8 Extractable volume / m 103 ml/ 10.3 mn Not less than 10.0 ml (collectively
H3Bnexaemblii 00beM measured volume ot 1U ampoules)/
He meHee 10,0 M (ob6beMm,
N3MEPEHHbI HA OCHOBAHUH
06beuHEHHOT0 coaepxuMoro 10
amIyn)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumevanue: [IponykT cooTBeTCTBYET Tpedosannam HJI 3akmwouenue: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[MogrortoeneHo: Pravesh Rana | ITpoBepeHo: Pardeep Kumar | Opobpeno: Menemkep / Pykosoauresns
’ Amit Kumar A
3 ,\ =13
QI ~ / —
Reprint Date / Reprint Date / Reprint Date /
Jata: 04.08.2025 Hata: 04.08.2025 Hata: 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera bad - 300024, Teiangang, India
Tel +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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 Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml

IIpoaykr: KeTopon™ (xeToposiak) pacTBop Jyisi Bily TPHBCHHOT O M BHY TPHMbILIEYHOT O BBeeHNs, 30 Mr/ma
Batch No/ : V250584 |{Batch Quantity / : 454545 ampules /
Cepusa Ne |O0bem cepun 454545 amnyn

Analytical Report No/
AvaadTHyecKHi oTdyer Ne

: 890001825332

JlaTra ananu3a

Date of Manufacture /
JlaTa mpou3BoacTBA

= OT202S

Toxen go

Date of Analysis /

Date of Expiry /o

: 04.08.2025

: 06/2027

.;Analy_sis performed according ND / Ananus nposeaen no HJI: JIT1-001365-230124

Page 4 OfS/é’I‘D. 4u3 s

15-0ii cepumn)

10 Sterility (every 15th batch) /
CTepHabHOCTD (AJ151 KakA0ii

NA

|
1;,? Test / IloxazaTens I| Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / | <=(.725 EU/mg Not more than 5.8 EU/mg of
B akTepHamible | /<=0.725 E3/mr Ketorolac Trometamol. / He 6onee
IHAO0TOKCHHBI 5,8 ED/mMr ketoponaka TpoMETaMMHa.

Must be sterile. / Jlomken ObiTh
CTEPUIILHBIM.

11 Assay / KosanuyecTBeHHOE

2949 mg/29.49 mr

From 27.0 mg to 33.0 mg of

C1oH24N20¢ (Ketorolac Trometamol)

, | onpeaenenne
| | per 1 mL / Or 27,0 mr oo 33,0 mr
CpH>_N2Og (xeToponaka

TpomeTamod) B 1 M.
12 Alcohol content / ITanon 11.96% From 10.60 % (v/v) to 13,10%(v/v).

/
Or 10,60 % (06/06) mo 13,10%
(06/00).

13 Packaging / YnakoBka

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT coorseTcTBYeT TpeboBanuam HJL

I 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 n a

PVC/aluminum blister.

1 blisters in a carton pack /

flo 1 ™M1 B aumoynsl u3
CBETO3ALIUTHOTO CTeKIa TEeMHO-
kopruHeBoro knacca I (USP). B
BEpXHell 4acTH aMiyJbl HAHECEHbI
KOJBIIO M TOuka A pasnoma. Ha

I 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 carlon pack; for in- patient

facilities: 2, 3, 5 blisters in a carton

pack/
Ilo 1 wMn B ammoyabsl 3
CBETO3AIIMTHOIO  CTeKNa  TEMHO-

KopudHeBoro 1geta kiacca I (USP). B
BepXHeM 4acTH aMIlyJibl HaHECEHbI

Conclusion: APPROVED/
3aknwyenue: OJOBPEHO

Prepared by /
ITogrorosneno: Pravesh Rana

1

Checked by/
IIpoepeno: Pardeep Kumar

Onobpeno:

i

Amit Kumar

Approved by: Manager/Executive /

Menemxep / PykoBoauTtenb

s
e
-

Reprint Date /
Jata: 04.08.2025

Reprint Date /
Hata: 04.08.2025

Reprint Date /
JHara: 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLCD04507
www.drrea'dys.com
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CEPTHO®HKAT AHAJIN3A

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei +5155166 50001 02

www.drieddys.com

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

| IIpoayxkr: KeTopon” (keToponak) pacTBOp JUIA BHYTPHBEHHOrO M BHYTPHMbILEYHOrO BBeAeHus, 30 mr/mi
Batch No / : V250584 Batch Quantity / : 454545 ampules/ |
Cepust Ne Ob6bem cepun 454545 amnyn
Analytical Report No / : 890001825332 Date of Analysis / : 04.08.2025
AHaJuTHUECKHI oT4yeT Ne Jlata aHaJH32

Date of Manufacture/ 2 107/2025 Date of Expiry/ : 06/2027

JlaT2a IpoOH3BO/ICTBA

T'ogen no

Analysis _p_erformed according ND / Ananns nposeaen no HJI: JIT1-001365-230124

Page Sof S/ Crp. S5u3 5 =

N.N‘? | Test / IlokazaTenn Results / PezyabTaThi Specification / Hopma
- r_ _ | amnyny HakneuBatT ;TMKCTK)/. KOJIbLO M Touka ans pasnoma. Ha
| Ilo 10 ammyn ¢ MHCTpyKUue#d MO | amiyjly HaKJIeMBAIOT 3TUKETKY.
i TIPUMEHEHHIO nomewaoT | Ilo 10 amoyn c uWHCTpYKLMERA 1O |
B [IBX/amomnHueBbIi OaucTep. npuMmenenno B T1BX/anoMnuueBsiid
Io 1 6nucTepy B mayky kapToHHyto. | Gmucrep. Ilo 1 6mictepy B nauky
KapTOHHYO; 018 CMAayloHa pog: no 2,
3, 5 6auCcTEpOB B MMAYKy KAPTOHHYLO. |
14 Labelling / MapkupoBka Accordingto ND / B cootBercteuu ¢ HJI.
15 Storage conditions/ In a place protected from light below 25 °C. Do not freeze. / B 3ammmenrom
XpaHenue OT cBETa MECTE Npks Temnepatype He Boille 25 °C. He 3amopaxuBaTs.
] 16 1' Shelf-life / Cpok rogxoctTu 2 years. /2 ropa.

API name / Haumenosanne ADC:

Ketorolac Trometamol / Ketoposiaka TpoMeTaMoJ

INN /MHH:

Ketorolac / KeToponak

API manufacturer batch number/
Homep cepun npoussoautens ADC:

2K TMO0010125 |

FP Manufacturer API Batch number /

Howmep cepun cyGcTanunu npoussoaurens I'JId:

FESA00073

API Manufactured by & country /
IIpouseoautens ADC, crpaHa:

Symed Labs Ltd., India/
Capmen JIabe JIta., Munus

Remarks: The Product confirms to ND/
[Tpumeuanue: Ilpomgykr cooTBeTcTBYeT Tpebopanuiam HJJ

Conclusion: APPROVED /
3akmouyenne; OJJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana | [Iposepeno: Pardeep Kumar | Onobpeno: Mernemxkep / Pykosoautens
p Amit Kumar
= >
e, e /\ =
Reprint Date / Reprint Date / Reprint Date /
Jata 04.08.2025 Jara 04.08.2025 Jara: 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telanganz, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreadys.com
CIfN: L85135AP1984PLLCOC4A507

www.drraddys.com



