Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd,
Foermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tel: +01 92166 S6001-07
Www.drreddys.com

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

IIpoaykr: Keropon™ (keToposak) pacTBOp Misi BHYTPHUBEHHOTO M BHYTPUMbILIEYHOro BBeAeHHs, 30 mr/mn
Batch No/ : V250624 poc Batch Quantity / : 454545 ampules / |
Cepus Ne Oobbem cepuu 454545 ammyi
'Analytical Report No/ : 890001828796 Date of Analysis / : 18.08.2025
AHaJIMTHYecKHH oTuyeT Ne Jata anajmsa

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

Harta NPOM3BOACTBA

Tonen mo

Analysis performed according ND / Anasuz nposenen mo HJI: JITI-001365-230124

Page 1 of 5/Ctp. 1 u3 S

No1

Complies as prescribed/

CooTBeTcTBYET

|
No Test / TlokazaTesb Results / PesyabTaThl | Specification / Hopma
1 Description / Onucanne Clear colorless solution. ! | Clear colorless to slightly yellow color g
[Tpo3paureiii OeclBETHBIN pacTBOP. solution. / IIpo3payHblii pacTBop oT
| OECLIBETHOrO  JI0  CBETJIO-XKENTOro
LiBeTa.
"2 | Identification / The retention times of the main peaks '
IMoaauHHOCTH in the chromatogram of test solution
HPLC/ BIXX should correspond to those in the

chromatogram of standard solution
(Assay section) V. BpemeHa
yACPKHBAHUS OCHOBHBIX MHUKOB Ha
XpoMaTorpamme UCIIBITYEMOrO
pacTBOpa MAOJIKHBI COOTBETCTBOBATH
BpPEMEHAM YIEPKUBAHHS OCHOBHBIX
NHKOB Ha XpOMaTOrpaMme
CTAHOAPTHOrO  pacTBopa  (pasaesn
«KonuuecTBeHHOE ONpeneneHyer)

UV- spectrophotometry /

Vd-cnexTpodoTomMeTpHs

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. / YO-crnekTpsbl
TIOrJIOLIEHHST HCNBITYEMOr0 PacTBopa
U pacTBOpa CTaHZapTHOro obpasua
KeTopoJiaka TpoMeTaMHHa B obnacTH
or 200 mo 400 HM NOKHBI HUMETh
MaKCHMYMBI TMOTTIOILEHUA npu
32242 Hm.

Remarks: The Product confirms to ND/
[Tpumeyanue: IIpogykr cootBeTcTBYeT TpeboBanuam HJJ

Conclusion: APPROVED /
3axkmogenne: OJJOBPEHO

Prepared by /

[Tonrorosneno: Shagun

Checked by /
IIposepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosomirens
Pavan Kumar Sharma '

1

e

Reprint Date/
Jara: 23.08.2025

Reprint Date /

Hata: 23.08.2025

Reprint Date /
Jata: 23.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soiai, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS 72l +21 98166 56001-02

CEPTUDOHKAT AHAJIM3A wivw.u rreddys.com

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
Ipoayxkr: Keropon™ (keToponak) pacTBOP nsi BHYTPHUBEHHOrO M BHYTPUMbILLEYHOro BBeieHus, 30 mMr/mn
Batch No/ - : V250624 Batch Quantity / : 454545 ampules /
Cepan Ne o O6bem cepuu 454545 amnyn
Analytical Report No / : 890001828796 Date of Analysis / : 18.08.2025
AHAJIUTHYECKHH oT4eT N2 [ara ananusa
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
JaTa nponsBoacTsa —— T'oxen o
Analysis performed according ND / Auaau3 nposegen no HJI: JIT1-001365-230124

Page 20of S/Crp. 213 5

|
1}? Test / Iloxa3zaTeb Results / Pe3ysibTaThl Specification / Hopma |
| 8 Clarity / Tlpo3pauHocTh Complies / CooTBeTCTBYET The opalescence of the sample should ;
! not exceed opalescence of reference
suspension L. / OnanecueHuus
nperapata He A0JDKHA MpeBbILIATh
OTaNeCleHLMI0 3TAIOHa cpaBHeHus [
4 Color / lIseTHOCTSH 0.04 Absorbance should be not more than
0.20 at 430 nm. /
[Tor norieHne HOMKHO ObITH He Ooee
0,20 nmpu giuHe BonHbl 430 HM.
| s pH 73 From 6.9 t0 7.9./0T 6,9 10 7,9.
' 6 | Particulate matter / MexaHHueCKMe BKTIO4EHHS]
6A Visible particles/ Complies / CoorBeTcTBYET Should correspond to requirements. /
Bugumble 4acTHLB! B cooTBeTcTBHU ¢ TPpeOOBaHUSIMH.
6B Invisible particles / =
HeBuauMbIe 4acTHLbL:
1. Particles > 10 pm/ 60 not more than 6000 per ampoule /
YacTurl pazmepoM > He 6onee 6000 Ha ammyny;
10 Mxm
ii. particles> 25 pm/ 3 not more than 600 per ampoule /
YacTHL pa3sMEpoOM = He Gonee 600 Ha ammyny.
25 MKM
iii.
7 Related substances / PoacTBeHHble npuMecH

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHMsAM HJI 3akmwogenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive/
IMoarorosneno: Shagun [TposepeHo: Pravesh Rana Onobpeno: Menexep / Pquao,umenb
- ‘f Pavan Kumar Sharma JF .
g
Reprint Date / Reprint Date / Reprint Date /
Hara; 23.08.2025 Jara: 23.08.2025 Jara: 23.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www drreddys.com




Dr.Reddy’s ‘3.‘.

CERTIFICATE OF ANALYSIS

Dr. Reddv/'s Laboratories Ltd.
Fermulfation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, HP., 173 205, iNDIA
Ted - +01 98166 56001-02

JaTta npou3BoicTBa

Togen no

CEPTHOUKAT AHAJIN3A wiav.drreddys.com

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

IpogyxT: Keropon™ (keToponiak) pacTBop [l BHYTPUBEHHOTO W BHYTPHUMbILIEYHOIO BEEACHHUs, 30 Mr/mi
Batch No/: + V250624 |{Batch Quantity/ : 454545 ampules /
|Cepus Ne |OGbem cepun 454545 amryn
Analytical Report No/ : 890001828796 Date of Analysis/--- - 18.08.2025
AHamiTHYecKHi oTyeT No Jlata ananmn3a

Date of Manufacture / 1 0772025 Date of Expiry / : 06/2027

Analysis performed accordiLg_ ND / Anasus nposenen mo HJI: JITT-001365-230124

Page3of 5/Crp.3m3 5

|
ig Test / Iloka3atenb Results / PesysTaThl Specification / Hopma |
i 1 Impﬁrity Am;—mmeCL_A_ T T 00%% not more than 0.20% / He Gonee
|' 0,20%;
2 500
Impurity B / pumecs B | Below LOD (LOD =0.014 %)/ not more than 0.50% / He Gornee
- 0,50 %;
Huxe npenena obHapyxenns (I1O=
0.014 %)
_I_mEurity C/ Ilpumecs C Below LOD (LOD =0.010 %)/ " not more than 0.50% / He Gouee
Huxe npenena obHapyxenus (IO | 0,50%;
=0.010 %) [
r' I
' i D I 20°
Impurity D /TTpumecs Below LOD (LOD =0.014%)/ go;of)}lore than 0.20% / He 6onee
Huxe npegena obHapyxenus (IO = RS
0.014%)
| Individual unidentified Not more than 0.20 % / He 6ornee
impurity / EquHpdHas Below LOQ (LOQ = 0.05%) / 0,20%.
HeuleHTUGULIMpOBaHHAS Huxe npeznena KOMHYECTBEHHOT O
MPUMECh onpeneneHus (ITKO =0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecei 1,50%.
8 Extractable volume / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
U3BnekaeMbiii 06beM measured volume of 10 ampoules)/
He menee 10,0 ma (o6beM,
HW3MEPEHHBI Ha OCHOBaHUU
00beAMHEHHOTO copepxumMoro 10
amITy )

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

ITpumeuanne: IIponyxT cooTreTcTBYET TpeboBanusm HJT

3akmouenune: OJOBPEHO

Prepared by /

IMogrotroeneno: Shagun

Checked by/
[Iposepeno: Pravesh Rana

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykpsoautens
Pavan Kumar Sharma

Reprint Date /
Hara: 23.08.2025

Reprint Date /

Jara: 23.08.2025

Reprint Date /
Jlata: 23.08.2025

Regi'stered Office: S-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5155AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q:"

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

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

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

IpoaykT: KeTtopon" (keToposiak) pacTBOp Aii BHYTPHUBEHHOTO H BHYTPHMBbILIEYHOTO BBenenus, 30 mr/ma |
Batch No/ : V250624 Batch Quantity/ : 454545 ampules /
Cepust Ne O6bem cepun 454545 amnyn
Analytical Report No/ + 890001828796 Date of Analysis / : 18.08:2025
AHaaMTHYeCKHH 0TyeT No JNara anajamnsa

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

JlaTa npou3BoaCcTBA

T'oaen xo

Analysis performed according ND / Ananus npoBenen mo HJI: JIT1-001365-230124

Page 4 of 5/ Ctp. 4 w3 5

of

I
i:) Test / Ilokazaresb Results / PesybTaThi ] Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg | Not more than 5.8 EU/mg
bakTepuaJibHble /<=0.725 E3/mr | Ketorolac Trometamol / He 6onee
3HAOTOKCHHBI 5,8 ED/Mr keToponaka TpOMeTaMHHa.
10 SEerility (every 15th batch) / |  Complies / CooTBeTcTBYET  Must be sterile. / JlomkeH ObiTh
CrepnibHocTb (ans Kaxaoii CTEPUNIBHBIM.
15-0ii cepun)
11 Assay / KonuyecTBeHHOE 30.40 mg / 30.40 mr From 27.0 ng- to 33.0 mg of
onpejeJieHHe CpH> sN2O¢ (Ketorolac Trometamol)
per 1 mL / Or 27,0 mr go 33,0 Mr
| Ci9H24N>O¢ (xeTOponaka
| | TpoMeTamon) B 1 mi.
12 | Alcohol content /ITaHon I 11.91% 1| From 10.60 % (v/v) to 13,10 %(v/v).
/
Or 10,60 % (06/06) no 13,10%
(06/00).
13 Packaging / Ynakoeka 1 mL in class I light-shielding dark | 1 mL in class I (USP) 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 /

Mo 1 M1 B ammoynsl 3
CBETO3AIIUTHOTO  CTEKNA TEMHO-

kopryneBoro kimacca I (USP). B

BEpPXHEH HacTH aMIlyJibl HAaHECESHBI

KOJIbLO W Touka ajsi pasioma. Ha
e

e
Remarks: The Product confirms to ND/
ITpumeuanue: ITponykT cooTBeTcTBYET TpeboBaHusaM HJ

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
Jacilities: 2, 3, 5 blisters in a carton

pack/
[lo 1 wMn B aMoynsl 3
CBETO3alIMTHOTO  CTeKNa  TEMHO-

KopuuHeBoro mgerta knacca I (USP). B
BEpXHEH YacTM aMnysibl HAHEeCEHBI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[ToaroTorneHo: Shagun

Checked by /
[poBepeno: Pravesh JRana

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykopoauTens
Pavan Kumar Sharma

=

Reprint Date /
Hata: 23.08.2025

Reprint Date /
Jara: 23.08.2025

Reprint Date /
Jara: 23.08.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘3.‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagath Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA
Tal Rt oaiie 6 S60GL-02

www.drreddys.com

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

JlaTa npon3BoacTBA

T'oaen go

Ilpoaykr: Keropon™ (keToposak) pacTBOp Afisi BHYTPHBEHHOTO H BHYTPHMEILEYHOrO BBeeHUs, 30 mr/mi
Batch No/ : V250624 Batch Quantity/ : 454545 ampules/
Cepust Ne Obbem cepuu 454545 amiryn
Analytical Report No/ : 890001 828796 Date of Analysis / : 18.08:2025 -
AnamarHdeckuii orger Ne JlaTa anayusza
Date of Manufacture / : 0772025 Date of Expiry/ : 06/2027

Analysis performed according ND / Anaiu3 npoBesen no HJ; JI-001365-230124

Page Sof5/Ctp.5m3 S

No

Test / [Toxa3aTenn
Ne

Results / Pe3yibTaThi

| ammyiy HakenBalOT STHKETKY.
[Tlo 10 ammyn ¢ WHCTpyKUHEH no
NpAMEHEHHUIO NIOMen1aroT
B [IBX/anoMuHueBbiit Gnuctep.

o 1 6nKcTEepy B MauKy KapTOHHYIO.

Specification / Hopma

KONBLO M TOuKa A pasnoma. Ha
amnyJly HakJeHBalT 3TUKETKY.

[lo 10 amnuyn € HMHCTPYKUUEH Mo
npumenennto B IIBX/anoMuHueBbii
6mcrep. Ilo 1 Onuctepy B mauky
KapTOHHYIO; 018 cMayioHapog: mno 2,
3, 56511cTEpOB B MTAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercreun ¢ HJI.

15 | Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammutiensom
XpaHeHue OT cBeTa MecTe NpH Temnepatype He Bbllle 25 °C. He 3aMopaxuBaTh.
16 | Shelf-life / Cpok roguocTu | 2 years. /2 ropa.

API name / HaumenoBanue A®C:

Ketorolac Trometamol / Ketoponaka TpomeTamo

"INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number/
Homep cepun nponssonutens ADC:

2KTMO0120225

¥P Manufacturer API Batch number /

Homep cepuit cydcTanuun npoussoautens I'JID:

FESA00161

API Manufactured by & country/

Symed Labs Ltd., India/

IMpouseoaurens APC, cTpana:

Cav’men Jlabe JITn., Unousa

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

Ilpumeuanne: Ilponykr coorsercTByeT TpeboraHusm HJJ 3akaouenne: OJJOBPEHO

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

[ToagrorosneHo: Shagun IIpoeepeno: Pravesh Rana Onobpeno: Menensxep / PykoBoauTess
Pavan Kumar Sharma [

> i B
Reprint Date / Reprint Date / Reprint Date /
Iara: 23.08.2025 Hara: 23.08.2025 Jata: 23.08.2025

Registered Office

: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



