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CEPTHOHKAT AHAJIH3A wwiv.drreddys.com
Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml iy
 Hpoayx 11 Ketopon™ (keToponak) pacTBOp Ui BHY TPHBEHHOTO M BHYTPHMBILIEYHOTO BBeACHHS, 30 Mr/ma |
Batch No/ 1 V250626 Batch Quantity/ : 454545 ampules /
Cepia Ne Oobem cepiii 454545 amnyn

Analytical Report No/ -
AHanuTHYECKHH oTueTr Ne

: 890001828820

Date of Manufacture /
|dara nponszsoacTea

: 07/2025

JlaTa ananuza

Date of Analysis /-

:- 19.08.2025

Topen go

Date of Expiry /

: 06/2027

|Analysis performed according, ND / Anaans npose aen no HJ: JI1-001365-230124
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I

Complies as prescribed/

CooTBETCTBYET

I;,? | Test / [Tokasaresb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to slightly yellow color
Ipo3pawusiii 6ecuseTHbIl pacTBOP. solution. / Ilpo3paunblii pacTBOop OT
OECBETHOIO [0  CBETJIO-XKEJITOro
| LBETA.
2 Identification / "| The retention times of the main peal?
IMo A MHHOCTD in the chromatogram of test solution
HPLC / BOKX should correspond to those in the

UV- spectrophotometry /

V®-cnekTpohoToOMETpHS

Complies as prescribed/

CooTBeTcTBYET

chromatogram of standard solution

(Assay section) i Bpemena
YAEPKUBAaHHsI OCHOBHBIX ITHKOB Ha
XpOMaTOorpaMMe UCIIBITYEMOT0

pacTBOpa OOJDKHBI COOTBETCTBOBATH
BpEMEHAaM YAEPXUBAaHUS OCHOBHBIX
HMKOL o XPOMATOrPAMME
CTaHJapTHOro  pactBopa  (pasnen
«KonuuecteeHHOe onpeaeneHHEN)

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
MOrJIOLIEHNA UCHBITYEMOTO PacTBOpa
U pacTBOpa CTaHAapTHOro obpasila
KETOpoJlaka TpOMeTaMiHa B 00JacTH
or 200 po 400 HM JODKHbI HMETh
MAaKCHM yMbI TOr JIOLIEHUS] pK
32242 HM.

Remarks: The Product confirms to ND/
TIpumeuanue: Ilpoaykt cooTeercTBYeT TpeboraHuam HJ

Conclusion: APPROVED /
3akaryenne: OJOBPEHO

Prepared by /
TMoarorosnenyo: Nisha Kumari

Checked by/

[Ipoeepeno: Pravesh Rana

S

Approved by: Manager/Executive/
Onobpeno: Menemxkep / PykoBonutenn
Pavan Kumar Sharma £

—

Reprint Date /

Jara: 23.08.2025

Reprint Date /

JaTa: 23.08.2025

Reprint Date /
Hara: 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: LB5195AP1984PLC004507

www.drreddys.com




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

Qe
Dr.Reddy’s ‘.o. Vill. khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  7el 22192168 56001-02
CEPTUO®UKAT AHAJIM3A wwiv.drreddys.com

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

IpoaykT: KeTopon" (keToponak) pacTBOp Aff BHYTPUBEHHOTO H BHYTPHMbIILEYHOro BBeaeHus, 30 Mr/min
Batch No/ : V250626 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuu 454545 amnyn
Analytical Report No/ 1890001828820 Date of Analysis / : 19.08.2025 |
AHaJuTHYecKHH oTueT No JlaTa anasnu3a

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

Jlata npou3BoaCTBA - I'onen g0

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-001365-230124

Page 2 of 5/ Crp. 2 u3 5

| | = | =
.1]\1‘{'? Test / Iloka3aTeb | Results / Pe3yabTaThi Specification / Hopma |
3 Clarity / Ilpo3paynocTh Complies / CooTBeTcTBYET The opalescence of the sample should I
not exceed opalescence of refizrence
suspension 1. / Onanecuenuus
npenapaTa He A0JDKHA NpPEBbILIATL
oMnallecUeHIMIO ITAJIOHa cpaBHeHns L
| 4 | Color/LseTHocTD ' 004 Absorbance should be not more than
0.20 at 430 nm. /
INornoienue NOMKHO ObITH He Gonee
0,20 npu anuHe BoJHbl 430 HM.
5 | pH 72 From 69 0 7.0./0169 07,9,
6 Particulate matter / Mexann4ueckue BKJIIOUEHHS B B
6A Visible particles / Complies / CooTBeTCTBYET | Should correspond to requirements. /

Bunanmble 4acTHLBI B cooTBeTCTBUY € TpeOGOBAHUAMM. |

" 6B | Invisible particles /
HeBunuMble 4aCTHLbL

1. Particles > 10 ym/ 25 not more than 6000 per ampoule /
YacTul pazMepoM> He 6onee 6000 Ha amnyy;
10 MkM
il. particles> 25 um/ 1 not more than 600 per ampoule /
9acTHLl pa3MepoM = He 6onee 600 Ha ammymy.
25 MKM
1il.
7 Related substances / PoacTBeHHbIe npuMecH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoaykr coorBercTByeT TpeboBanusM HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
IMoaroroenenp: Nisha Kumari | IIposepeno: Pravesh Rana Opnobpeno: Menemkep / PykoBonutens

\ i{ Pavan Kumar Sharma
Reprint Date / Reprint Date / Reprint Date /
Hata: 23.08.2025 Hara: 23.08.2025 Hara: 23.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




DrReddy's €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

Vill. ¥hol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, iNDIA

bt GIanRTCa CANGT-02
Tel :+ 5199265 56001-02

CEPTHO®UKAT AHAJIM3A www.driedcys.com
| Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 1
| Opo aykr: Kerqoa™ (kergonak) pacTROp Ans BHYTPHBEHHOTO W BHYTHMbI ey HOro BeeaeHus, 30 mMrivn |
{Batch No / : V250626 Batch Quantity / + 454545 ampules /
Cepusa Ne Oobem cepui 454545 amnyn
Analytical Report No / : 890001828820 Date of Analysis/ : 19.08.2025
AnasIHTHYECKHIi oTyeT Ne ~ |/laTa anann3a
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
Jara npon3BoacTBa T'ogeu no -

S ———

Analysis performed according ND / Auayins nposeaen no HJ: JII1-001365-230124

Page 30f 5/Ctp.3 135
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| NN? Test / [oxaszaTesn Results / PesyabTaThl Specification / Hopma
| = S SE— |
Impurity A / Ilpumecs A 0.09% | not more than 0.20% / ne 0Oonee ‘
| 0,20%;
= 0
Impurity B / [Ipumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He OGonee
- 0,50%,;
Hwxe npenena obHapyxenus (I10=
0.014 %)
Impurity C/ ITpumecs C Below LOD (LOD =0.010 %) / not more than 0.50% / He Gomee
Huxe npepena obnapyxenus (IO | 0,50%;
=0.010 %)
[
i D 209 0
Impurity D /TIpumecs Below LOD (LOD =0.014 %) / go;of;zore than 0.20% / ne Oonee
Hixe npenena oduapyxenus (I10 = ’ ’
0.014 %)
Individual unidentified Not more than 0.20% / He 6onee |
impurity / Enunuanas Below LOQ (LOQ = 0.05%) / 0,20%.
HeHaeH THOHLMpOBaHHAs Huke Npesena KoJIHUYeCc TBEHHOTO
npUMechL omnpe nenenns (ITKO =0.05%)
Total impurities / Cymma 0.1 % “Not more thau 1.50 % / He 6ounee
npuMeceii 1,50 %.
8 | Extractable volume / 10.2 ml/ 10.2 mn Not less thau 10.0 ml (collectively
H3BiekaeMblii 06HeM measured volume of 10 ampoules)/
He menee 10,0 mn (06bem,
U3MEPEHHBI HA OCHOBaHUH
o6be AMHEHHOTO conepximoro 10
aMny)

Remarks: The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion: APPROVED /
3aksrouenne: OJJOBPEHO

Prepared by /
[Mogrororneno: Nisha Kumari

Checked by/
IMpoeepeno: Pravesh Rana

Approved by: Manager/Executive/
Onobpeno: Menemxep / PyKQBPIlHTeHB
Pavan Kumar Sharma

Reprint Date /
Hata: 23.08.2025

{
Reprint Date /

Jara: 23.08.2025

Reprint Date /
JHara: 23.08.2025

Registered Office: 8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +9140 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
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Product : /

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

Analytical_Report No /
AHanuTHYecKHH oTyeT Ne

. 890001828820

| IlpoayxT: Ketopon™ (keToponak) pacTBOp 41 BIHYTPHBEHHOT'O M BHYTPHMbIILIEUHOrO BBEAeHUS, 30 Mr/ma
Batch No / : V250626 Batch Quantity/ : 454545 ampules /
Cepus Ne O6bem cephi 454545 amnyn B

JlaTa anaausa

Date of Analysis/

: 19.08.2025

Date of Manufacture /
HaTa npoH3BogCTBA

: 07/2025

Date of Expiry /

: 06/2027

T'oren o

|Analysis performed according ND / Auain3 npose/ien no HJI: JI[1-001365-230124

Page 4 of 5/Ctp.4m3 5
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amber glass ampoules (USP). A cut

ring and point in the upper part of

k 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 u3
CBETO3ALUUTHOTO  CTEKIAa  TEMHO-

kopuuneBoro kmacca 1 (USP). B
BEPXHEH YacTH aMmyJibl HaHECEHB
KONBILO U TOYKa M paszioma. Ha

i,(: Test / TlokazaTenn Results / Pe3ynbTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepHalibHbIe /<=0.725 E3/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHbI | 5,8 ED/Mr keToponaka TpoMeTaMHHa. |
10 Sterility (every 15th batch) / Complies / CooTBeTCTBYET Must be sterile. / JlomkeH ObiTb
CTepHAbHOCTL (A8 KOKA0H CTEepHUJIbHbIM.
15-0ii cepuu) |
11 Assay / KonnyecTBeHHO® 30.00 mg /30.00 mr From 270 mg to 330 mg of
onpeaeJieHHe CiH2N-Og (Ketorolac Trometamol)
per 1 mL / Or 27,0 mr go 33,0 mr
CoH24N20g (keToponaka
TpomMeTamoi1) B 1 ML
12 Alcohol content/ ITaHon 11.82 % From 10.60 % (v/v) to 13,10 % (v/v).
/
Or 10,60 % (06/06) mo 13,10 %
(06/06).
[ Packaging / Ynakoeka 1 mL in class I light-shielding dark | 1 mL in class 1 (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
Jaacilities: 2, 3, 5 blisters in a carton

pack/
[lo 1 wMn B amMoy’asl 3
CBETO3AIHUTHOrO  CTeKNIa  TEMHO-

KopuiHeBoro Lgera knacca I (USP). B

BCpXHCﬁ YacTu ammnynsl HAHECCHbI
—————

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykt cooTBeTcTBYET TpebosaHiiam HI

Conclusion: APPROVED/
3akaouenne: OJJOBPEHO

Prepared by /
[orotosreso: Nisha Kumari

Checked by /
[IpoeepeHno: Pravesh Rana

Ono6peno:

/

Iy

Pavan Kumar Sharma

Approved by: Manager/Executive /

Menemxep / Py}coyaenmenb
~

Reprint Date /
Hara: 23.08.2025

Reprint Date /
Jara: 23.08.2025

Reprint Date /
Hara: 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: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
vVill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS Tol +910816€ 55001-07
CEPTUHOHKEAT AHAJIU3A www.u'rieddys.com

| Product:/  Ketorol (Ketoro

lac) solution for intravenous and intramuscular in?ections, 30 mg/m]

AHaJHTHYeCKHH oTyeT Ne

Tlpoayxr: Kergon™ (kergpnak) pacTBOp Ans BHYTPHEEIHOTO H BHYTEMbIMIEYHOr 0 Bseaerns, 30 mr/ma |
Batch No/ - : V250626 Batch Quantity./ + 454545 ampules /
Cepa Ne = O6nem ¢ guin 454545 amiyi
Anatytical Report No/ : 890001828820 Date of Analysis/ : 19.08.2025

Jdara anaamza

Jara n@H3BOACTBA

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

T"open no

|Analysis performed according ND / Ananns npse aex no H/L: JIM-001365-230124

PageSof 5/Ctp.5u3 5
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N | Test / [lokazaTes Results / PesyabTaThl Specification / Hopma
L =
aMIyJly HakJIeMBarOT 3THKETKY. KOJBUO M Todka ans pasioma. Ha
[lo 10 amnyn c wHCTpykuueH §no | amnyny HakJIeMBalOT STHKETKY.
NpHUMEHEHHIO noMmew@aot | [lo 10 amnyn ¢ MHCTpYKUUEH [0
B [IBX/amomunneBslii 6auctep. npumeHeHuo B IIBX/amoMHHHEBBIi

[To 1 6naucrepy B nauky kapToHHyro. | Omucrep. Ilo 1 6mictepy B mauky
KapTOHHYIO; g cmayionapoes: 1o 2,
3, 5 6ucTepoB B MAYKy KapTOHHYIO.

14 Labelling / Mapkupogeka

| 15 | Storage conditions / In a'place protected from light below25 °C. Do not freeze. / B 3amuiuentom
; XpaHeHue OT cBeTa MecTe NpH TemnepaType He Bblie 25 °C. He 3aMopax1BaTh.

According to ND / B cootserctuu ¢ HJI,

[ 16 i Shelf-life / Cpok roanocTn | 2 years. /2 ropa |

APl name / HaumenoBanue APL:

Kerorolac Tromewdmol / Keropuiusy ipumeiuniun

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Ipouseoaurens A®C, cTpana:

2 202
Homep cepun nponssoautensi ADOC: SESIDL20225
FP Manufacturer API Batch number / FESAool61
Homep cepun cy6eTanunun npoussoautedn I'JId:
API Manufactured by & country / Symed Labs Ltd., India/

Catimen JIa6e Jitn., Uuans

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITprmeuanue: IlpoaykT cooTBeTcTBYET Tpebopaniam HJI 3aksmouenune: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[Moarorosneng: Nisha Kumari | IIposepeno: Pravesh Rana OnobpeHo: MeHemxep / PyK?BO}lI/ITeJ'[B
o Pavan Kumar Sharma |

X / =
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.08.2025 Hara: 23.08.2025 Jara: 23.08.2025

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

Tek +91

40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com




