Dr.Reddy’s ‘,‘o

CERTIFICATE OF ANALYSIS

Product: /

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratoeries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 ¢3166 56001-N2

www.drreddys.com

Ketorol (fetorolac)_solhtTon for intravenous and intramuscular injections, 30 mg/ml

|Analysis performed according ND / Anajiu3 nposesen no"'HI_[? JIT1-001365-230124

TlpoaykT: KeTopon“‘ (keToponak) pacTBop 114 BHYTPMBEHHOIO H BHYTPHMBILIEYHOrO BBEICHHS, 30 mr/mn
Batch No/ : V250623 Batch Quantity / : 454545 ampules/
Cepns Ne O6bem cepum 454545 amnyn
Analytical Report No/ : 890001825681 - Date of Analysis/ : 05.08.2025
AHATHTHYECKHH 0THeT No |aTa anamm3a

Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027

JlaTa mpou3BoACTBA I'ogen o

Page 1 0f5/Crp.1u3 S

Results / PesyabTaTh!

| Specification / Hopma

colorless  solution.
I1po3pawueiii GeclBeTHbIN pacTBop.

No Test / [ToxazaTeb |
Ne |
1 | Description / Onucanue Clear
2 Identification /
IMoanauHHOCTHL
HPLC/ B2XX

Complies as prescribed/

CoorseTcTRYET

i
L

Clear colorless to slightly yellow color
solution. / [lpo3pauHslii pacTBOp OT
6eClIBETHOrO O  CBETJO-XKENTOro
LBeTa.

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution
(Assay section) / Bpemena
YAEPXUBAaHHS OCHOBHBIX ITMKOB Ha
XpOMaTOrpamme HCTIBITYEMOr0
pacTBopa OOJDKHBI COOTBETCTBOBATb
BpEMEHAM YIEPXKUBAHMA OCHOBHBIX
TIHKOB Ha Xpomarorpamme
CTaHjapTHOro  pactBopa  (pasgmen
«KonuuecTBenHOE OnpeaeneHue»)

UV- spectrophotometry e

VO-cnekTpodoToMeTpHs

Complies as prescribed/

CoOTBETCTBYET

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®-cnexTpsl
[OCJIOIIEHUST UCIbITYEMOr 0 pacTBOPa
M pacTBOpa cTaHgapTHoro obpasua
KETOopoNaKa TpOMeTaMHHa B 00NIacTH
or 200 mo 400 HM nOMKHBI HMETH
MaKCHM YMBI MOr NOLLEHHS npH
32242 M.

Remarks; The Product confirms to ND/

ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboaHusM HJI

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by/
[Iporepeno: Pardeep Kumar

‘il

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonutensb
Amit Kumar

&

!/\//

Reprint Date /
Jlara: 05.08.2025

Reprint Date /
Jarta: 05.08.2025

Reprint Date /
JlaTta: 05.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -500024, Telangana, India
Tel +91 40 4900 2900, Fax: +31 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLL 004507
www.drredd ys.com



¢ Dr. Reddy's Laboratories Lid.
. . -
? [ Formulation Unit-6
Dr°Reddy S !‘. Vill. Khol, Nalagarh Road, Baddi,

‘ Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 7el 49128156 56001 22
CEPTUOUKAT AHAJIN3A  www.crieddys.com

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

IIpoayxr: Ketopon™ (xeToposiak) pacTBOp AJis BHYTPUBEHHOTO U BHYTPHUMBILIEHHOTO BBEACHHUS, 30 Mr/mMn
Batch No/ 1 V250623 Batch Quantity / : 454545 ampules / A
Cepuna Ne Obbem cepnu 454545 amnyn
Analytical Report No/ : 890001825681 Date of Analysis / : 05.08.2025
AHaHTHYECKHH oTYeT No |MaTa ana/usa

Date of Manufacture / : 07/2025 Date of Expiry / + 062027 — i
Jata npou3BoacTea T'ogen mo

Analysis performed according ND / Anaym3 nposejen no HJI: JI[1-001365-230124
Page 2 of 5/CTp. 213 5

= 1
1}2 Test / [Toka3aTenb .’ Results / PesysnbTaTsl Specification / Hopma
L4 I: — =
3 | Clarity / IIpo3pauyHocThb ' Complies / CooTBeTCTBYET The opalescence of the sample should
| not exceed opalescence of refizrence
| | suspension I. / Onanecuesuus
npefiaparta He AOJDKHA NMpPEBbILIATD
ornaecleHIHIO 3TaJloHa cpaBHeHus L
4 | Color/ IIBeTHOCTL ) 004 Absorbance should be not more than
0.20 at 430 nm. /
[TornomeHue KoMKHO ObITH He Ooliee
0.20 mpu gnmne nonmet 430 1.
5 | pH = From 69 10 7.9./0T 69 10 7.9.
| 6 I Particulate matter / MexaHu4ecKHe BK04EHHS -
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

BuanMble yacTUllb B cooTBeTCTBHH C TpCGOBaHI/IS{MH.

6B | Invisible particles /
HeBuaumpie YaCTHIIbL

i. Particles > 10 um/ 54 not more than 6000 per ampoule /
YacTu pasmepom > He 6onee 6000 Ha amnyy;
lo MKkM
r il. particles > 25 pm/ 1 not more than 600 per ampoule /
YacTHL pa3MEpoM = He 6onee 600 Ha ammyny. |
25 MkM l
iii.
7 Related substances / PoncTeeHHble npumecu

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ilpumeuanue: IlpoaykT cooTBercTBYeT Tpedoanuam HJI 3ak.rouenue: OJJOGPEHO

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

IonroroeneHo: Pravesh Rana | [IposepeHo: Pardeep Kumar | Ongobpeno: Menemxep / Pykosogurens
! Amit Kumar /\

Reprint Date / Reprint Date / Reprint Date /
Jlara: 05.08.2025 Hara: 05.08.2025 Jara: 05.08.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Indra
Tel +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drredd ys.com




Dr. Reddy's Lakboratories Ltd.
Formulation Unit-56

Qe
Dr.Reddy’s ‘;. Vill. khol, Nelasarh Road, Baddi,

Distt. 5olan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS Te ! 9190 15€ 56001 02
CEPTUDUKAT AHAJIN3A www.drred dys.cons

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon"' (keToponak) pacTBOp /Ul BHYTPUBEHHOTO M BHYTPHMEILIEYHOrO BBegeHHs, 30 Mr/mn
Batch No/ : V250623 ‘Batch Quantity / : 454545 ampules /
Cepusi Ne = e O6bem cepum 454545 amryn
Analytical Report No/ : 890001825681 Date of Analysis / g G8.082095
AHaMHTHYECKHH oT4yeT Ne JlaTa anaym3a
Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 all
JlaTa npou3BoACTBA T'ogen no
Analysis performed according ND / Ananu3 npoBegen no HJL: JIT1-001365-230124
Page 3 0of 5 /Ctp. 33 5
|
1;.? Test / [lokazaTe b Results / PesyabTaTtsl ] Specification / Hopma
]
| Impurity A /IlpuMecs A i_ 0.12% | not more than 0.20% / He Gonee
. | [ 0,20%;
'! Impurity B /TIp1imecs B BelowLOD (LOD =0.014 %) / not r()n(?re than 0.50 % / He Gonee
Hike npenena obHapyxenns (ITO= QA
0.014 %)
Impurity C/ ITpumecs C BelowLOD (LOD =0.010 %) / “not more than 0.50% / He 6oee
Hinxe npenena o6Hapysxenus (I10 0,50 %;
=0,010%)
|
3 (1)
Impurity D /Ipimecs D BelowLOD (LOD =0.014 %) / Iolo’t)ozzore than 0.20% / He OGonee
Huxe npenesa odnapyxerus (I10= R
f 0.014 %)
Individual unidentified g Not more than 0.20% / He Gosee
impurity / EnHuunas Below LOQ (LOQ = 0.05%) / 0,20%.
HeufieHTHGULMPOBaHHas Hinke mpepena KOJIHYECTBEHHOTO
pHMeCh onpenenenns (ITKO =0.05%)
Total impurities / Cymma ' 0.1 % Not more than 1.50 % / He Gouce
npuMmeceit 1,50 %.
8 Extractable volume/ 10.4 m1/ 10.4 mn Not less than 10.0 ml (collectively
N3Bnexaemblii 00bem | measuted volume of 10 ampoules)/
He menee 10,0 ma (06beM,
M3MEPEHHBIN HA OCHOBAHUU
00beIMHEHHOT0 conepx)umoro 10
ammy i)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloxrorosneno: Pravesh Rana | Tlposepeno: Pardeep Kumar | OmobpeHo: Menemxep / Pykosoaurens
b Amit Kumar A~
L— \/\‘ e
Reprint Date / Reprint Date / Reprint Date/
Jata: 05.08.2025 Jara: 05.08.2025 Jlata: 05.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -500034, Telangans, India
Tel: +91 40 4500 2300, Fax: +91 4C 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLL0O04507
www.drredd ys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drieddys.com

: 454545 ampules /
454545 amnyn

|
[

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

Ipogykr: Keropon™ (xeToponak) pacTBOp A1 BHYTPUBEHHOTO M BHYTPUMbILIEHYHOrO BBeAenus, 30 mr/mn |
Batch No/ 1 V250623 Batch Quantity/

Cepusn Ne Obbem cepun

Analytical Report No/ ---: 890001825681 |Date of Analysis /

AHaaUTHYECKHuH oTueT N

JlaTa anajauza

2 05.08.2025

Date of Manufacture /
JlaTa npoH3BOACTBA

: 07/2025

T'onen no

Date of Expiry /

: 06/2027

Analysis performed according ND / Anasms nposeaen no HJI: JII1-001365-230124

Page 4 of 5/Crp.4m3 5

T

1;,(: | Test / [Toka3aTeib Results / PesyabTatsl Specification / Hopma
|
9 | Bacterial endotoxins / <=0.725 EU/mg Not more than 58 EU/mg of
BakrepuaabHere /<=0.725 EQ/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHEI 5,8 ED/Mr keToponaka TpoOMe TaMHHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH 6biTh
CTepuibHOCTD (1191 KAXKAOH CTEPHUIIBHBIM. |
15-o0it cepuu)
11 Assay / KoanuecTBeHHOe 29.98 mg /29.98 Mr From 270 mg to 33.0 mg of
| onpeaesienne | CioH24N>0g {Ketorolac Trometamol)
| per 1 mL / Or 27,0 mr go 33,0 mr
CioH24N20¢ (xeToponaka
TpOMeTamoJ1) B 1 M.
12 Alcohol content / ITaHon 11.70% 1 From 10.60 % (v/v) to 13,10 % (v/v).
| /
| Or 10,60 % (06/06)m0 13,10 %
(06/00).
13 Packaging / YnakoBka 1 mL m class I light-shielding dark | 1 mL in class I (USP) light-shielding

Remarks: The Product confirms to ND/
IIpumenanne: Ilpoaykr cooTsercTByeT TpeboBanuam HJI

amber glass ampoules (USP). A cut
ring and point in the upper part of
ampoule. A label is attached to

F ampoule.

10 ampoules and a patient
information leaflet in a
PV(C/aluminum blister.

1 blisters in a carton pack /

Ilo 1 ™M1 B aMmoyisl U3
CBETO3ALIMTHOTO  CTEK/i@a TEMHO-

kopmuHeBoro kiacca [ (USP). B
BEpXHEH YacTH aMMyJibl HaHeCEeHBbI
KONBLIO U TOuUKa ANd pasioMa. Ha

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/
[lo 1 wMn B aMmoyasl W3
CBETO3ALLMTHOrO  CTEKJAa  TEMHO-

kopryHeBoro ugeta kyacca I (USP). B
BEPXHEH uacTu aMmyJbl HaHECEeHbI

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive/
[Toarorosneno: Pravesh Rana | [TpoBepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Amit Kumar L
1 C:I——- N
f
Reprint Date / Reprint Date / Reprint Date /

Hara; 05.08.2025

Hata: 05.08.2025

JlaTa: 05.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangang, India
Tek +91 40 4900 2900, Fax: +91 4C 4900 2939, Email: mail@drreddys.com

CiN:L85195AP1984PLL00A507
www.drredd ys.com




DrReddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tal 9198166 5600 1-02

www.drieddys.comi

Product: /

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

| IIpaykT: Kerqon" (keTqpyiak) pacTBOp 18 BHYTPHBEHHOTO U BHY PMbIWICHYHOr O BBeACHHS, 30 Mr/Ma |
Batch No / 1 V250623 Batch Quantity/ : 454545 ampules/

C st Ne O6bem ¢ quu 454545 amnyn
Analytical Report No/ : 890001825681 Date of Analysis/ 1-05.08.2025
AnanmaTudeckuii oTuyer Ne JaTa aHam3a

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027

Jara npuzBoacTBAa I'omen g0

Analysis performed according ND / Anasus mposeaen no HJI: JII1-001365-230124

Page 50of 5/Ctp.SH3 5

N : :
Ng Test / ITokazaTeb Results / PesysTaTh Specification / Hopma
aMItyJly HakJICHBalOT 3THKETKY. KOJBLUO M To4Ka A1d pasjioma. Ha
Ilo 10 amnyn ¢ HMHCTpykuuMed Mo | aMnyJly HaKJIeMBalOT ITHKETKY. |
NPUMEHECHHIO novemarotT | o 10 amnyn ¢ uHCTpyKuMed mno |
B [1BX/antomMuHueBbIf Onucrep. npumeHennto B [1BX/antoMuHYeBbIi
Mo 1 6aucTepy B NAUKy KAPTOHHYO. Onmucrep. Ilo 1 6mucTepy B Hauky
KapTOHHYIO; 01 CcMayuoHapos: no 2,
| 3, 5 61MCTEPOB B NadKy KapTOHHYHO.
14 Labelling / MapkupoBka | According to ND / B cootBercTeuu ¢ HJI.
15 | Storage conditions/ | ™ a plaee pratected firom light halaw 25 °C Din nof freeze / R ~ANIITEHHOM
XpaHeHue OT CBeTa MecTe NpH TemnepaTtype He Boiue 25 °C. He 3aMopaxHBaTh.
16 Shelf-life / Cpok roasocTn 2 years. / 2 roja.

Ketorolac Trometamol / KeToponaka TpomeTamon

API name / Haumenosanue ADC:

INN /MHIT;

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npoussoautens ADPC:

2KTMO0120225

FP Manufacturer API Batch number/
Homep cepunt cyocTanumnun nponssogurenn ['JIdD:

FESAool61

API Manufactured by & country /

IIpounseogutens ADC, cTpana:

Symed Labs Ltd., India/
Cau men Jlabe JIta., Unpus

Remarks: The Product confirms to ND/
ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Pravesh Rana

L

Checked by /
[IpoBepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PyxoBoaurens
Amit Kumar -

h =

:/\ ‘/

|

Reprint Date /
Jara: 05.08.2025

Reprint Date /
Hara: 05.08.2025

Reprint Date /
Hata: 05.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara HTlIs, Hyderahad - 500034, ielangana, india
Tek +51 40 4500 2900, Fax: +31 4C 4900 2958, Email: mail@drreddys.cormi
CIN: L85195AP1984PLLC 004507

www.drrea'dys.com




