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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUDPUKAT AHAJIN3ZA www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keToponak) pacTsop Ajisi BHYTPUBEHHOTO M BHYTPUMBILICYHOTO BBeIeHHs, 30 Mr/mMa
Batch No / : V250139 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepun 454545 amnyn
Analytical Report No / : 890001796092, 890001798233 |Date of Analysis/ : 11.03.2025
AuannTudyeckuii oryer Ne Jlara ananusza
Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
JaTa npon3BoacTsa T'onen o
Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-230124

Page1ofS/Crp.1m35

1’0 Test / Iloka3aTeJb Results / Pe3yabTaTtsl Specification / Hopma
1 Description / Onucauue Clear  colorless  solution. / | Clear colorless to slightly yellow
Ipo3pauHblii GeCLIBETHBINA pacTBOP. color solution. / [IIpo3pauHbiit
pacTBop OT GECLIBETHOTO IO CBETIIO-

KEJITOro LBETA.

2 Identification / The retention times of the main
MopnmuHHOCTD peaks in the chromatogram of test
HPLC / BO3KX solution should correspond to those

Complies as prescribed/

CooTBETCTBYET

in the chromatogram of standard
solution (Assay section) / Bpemena
YAEPXKUBAaHUSA OCHOBHBEIX ITHKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATE
BpeMEHaM YNEpXKHBAHKS OCHOBHBIX
MUKOB Ha XpoMaTorpaMme
CTaHAAPTHOro pacTBopa (pasgen
«KonuuecTBeHHOE OnpeieNIeHHe»)

UV- spectrophotometry /
Y®-cnekrpodoromerpus

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. / YVO-
CIIEKTpBI HOTOLIEHHS
HCIBITYEMOT0 pacTBoOpa U pacTBopa
CTaHAAPTHOro o0pasia KeToposiaka
TpomeTamuHa B obmacta ot 200 no
400 HM AOJKHBI HMETh MAKCUMYMBI
TOTJIOWIEHHUS TIPH 3222 HM. J

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipogykt cooTreTcTByeT TpeGoBaHusam HJI

Conclusion : APPROVED /
Jaxauyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoprororneHo: Yogesh IIposepeno: Santos:%[{(umar Ono6peno: Menemxep / Pykoroaurens
Chauhan Maurya N Amit Kumar 2

Reprint Date / Reprint Date / Reprint Date / '

Jara: 11.03.2025 Jlata: 11.03.2025 Jara: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganra, india
Tel: +91 40 4300 2900, Fay: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJIW3A ~ Www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykT: Ketopon® (keToponak) pacTsop [yl BHYTPUBEHHOTO U BHYTPHMBILIEUHOrO BBeAeHHS, 30 Mr/ma
Batch No / : V250139 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 ammyn
Analytical Report No / : 890001796092, 890001798233 |Date of Analysis/ : 11.03.2025
AHamaTHIeCKHI oTyeT No JlaTa ananusa
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTa npou3BoACTBa T'ogen o

Analysis performed according ND / Anann3 nposeaen mo HJI;: JIT1-001365-230124

Page 2 of 5/Ctp.2 135

No

Test / Tloka3zarens
Ne

Results / PesyabTaTsi

Specification / Hopma

3 Clarity / Ilpo3pauyHocThb

Complies / CoOoTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecleHuus npenapaTa He
JOJDKHA TMPEBHIIIATE ONATECLECHIIHUIO
3TaNOHA cpaBHEHMA 1.

BuayMble 4acTHIIbI

4 Color / IlBeTHOCTD 0.03 Absorbance should be not more
than 0.20 at 430 nm. /
ITorsoleHUe NOJHKHO OBITE HE
6onee 0,20 npu AnriHEe BONHBI
430 HM.

5 pH 7.3 From 6.9 t0 7.9./ 01 6,9 no 7.,9.

6 Particulate matter / MexannuyeckHe BKJIIOYeHUA

6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements.

/

B cOOTBETCTBHH C Tpe60BaHI/I}IMI/I.

6B Invisible particles /
HeBuauMble 4acTULIBL:
i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
YacTuL pasMepom > He Gonee 6000 Ha ammyy;
10 MKkM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHLL pa3MepoM > He Gonee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBeHHbIe pUMeECH

Remarks : The Product confirms to ND/

IMpumeyanue: IIpoaykT cootBeTcTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
[Moxrorosneno: Yogesh

Chauhan / //

Maurya

Checked by /
ITporepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonutesns
Amit Kumar =

N

Reprint Date /-
Hata: 11.03.2025

Reprint Date /
JlaTta: 11.03.2025

Reprint Date / )
Jara: 11.03.2025

Registered Office: 8-2-337, Road No. 3,

Banjara Hills, Hyderabad - 500034, Telanganra, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O0O4507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTUO®HUKAT AHAJIN3A www.drreddys.com

Product : /

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

AHaJuTHYeCKHH oTdeT Ne

IIpoaykr: Ketopon® (keToponak) pacTeop [Uisl BHYTPUBEHHOIO M BHYTPMMBILIEYHOTO BBEACHHs, 30 MI/mit
Batch No / : V250139 Batch Quantity / + 454545 ampules /
Cepusn Ne Oobem cepuu 454545 amnyn
Analytical Report No / : 890001796092, 890001798233 |Date of Analysis/ : 11.03.2025

JlaTa aHAaIu3a

Date of Manufacture /
JlaTa npou3BoACTBA

¢ 02/2025

Date of Expiry / : 01/2027
T'onen go

Analysis performed according ND / Auanus npoeaen nmo HJI: JIIT1-001365-230124

Page3of S/Crp.3u3 5

I;.:) Test / IlokasaTesb Results / PesyabTaThl Specification / Hopma
Impurity A / Tlpumecs A 0.08 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [lpumece B Below LOD (LOD = 0.014 %) / not Izlore than 0.50 % / He Oonee
Huke mpenena obHapyxenus (I10 0,50 %;
=0.014%)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Goiee
Hwxe npeznena KonMiecTBEHHOIO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / Tlpumecs D not more than 0.20 % / ne 6Gonee
Not detected / He o6HapyxeHa 0.20 %.
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He Gonee
impurity / Equaianas Hwke npegena KOJII/IlieCTBe:lHOFO 0,20 %.
HeHIeHTHHULIPOBAHHAS onpezaenenus (ITIKO = 0.05%)
npUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mMn Not less than 10.0 ml (collectively
H3snekaeMblii 00nem measured volume of 10 ampoules) /
He menee 10,0 M (06Bem,
H3MepEHHBII Ha OCHOBAHUH
o6GbearHeHHOT0 coepxumoro 10
amILyn)

Remarks : The Product confirms to ND/
[pumeuanue: IIpoaykT cooTeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MToarorosneno: Ypgesh I[Iposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosonurens
Chauhan 4 Maurya @ Amit Kumar e
Reprint Date / Reprint Date / Reprint Date / !

Hara: 11.03.2025 Jara: 11.03.2025 Jlata: 11.03.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fay: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.C0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUPNKAT AHAJIM3A www.drreddys.com

Product :/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToponiak) pacTBop Juisl BHYTPUBEHHOrO M BHYTPHMBILIEUHOTO BBeeHUs, 30 Mr/mn
Batch No / : V250139 Batch Quantity / : 454545 ampules /
Cepust Ne O0nem cepun 454545 amyn
Analytical Report No / : 890001796092, 890001798233 |Date of Analysis / : 11.03.2025
AHaJIuTHYECKHIT oTueT No JlaTa ananm3a
Date of Manufacture / : 0272025 Date of Expiry / : 01/2027
JlaTa npou3BoAcTBAa T'ogen no
Analysis performed according ND / Auanus nposegen no HJI: JIT1-001365-230124

Page 4 of 5/Ctp. 4135
1;.‘? Test / IlokasaTennb Results / PesynbTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepnanbHbie /<=0.725 EQ/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHbI 5,8 EQ/Mr KETOpOJIaKa
TPOMETaMMHa.

15-0ii cepun)

10 Sterility (every 15th batch) /
CrepunbHocTb (18 KasK10it

Sterile / Ctepunex

Must be sterile. / JlowkeH OBITH
CTEPUILHBIM.

11 Assay / KoninuecTBeHHOe 30.40 mg / 30.40 mr From 27.0 mg to 33.0 mg of
onpeneneHue Ci9H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
1o 33,0 mr Ci9H24N20s (keToponaka
TpomeTramo) B 1 ML
12 Alcohol content / ITanon 11.84 % From 10.60 % (v/v) to 13,10 %

wiv)./
Ot 10,60 % (06/06) no 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 /

[lo 1 w™Ma B ammynsl H3
CBETO32IIUTHOTO CTEKJIa TEMHO-
kopuuHeBoro 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 /
Ilo 1 wMn B aMmmymnsl u3
CBETO3AIUTHOrO CTEKJIA TEMHO-

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoBneno: Yogesh IIposepeno: Santos]@%umar Ono6peno: Menemkep / Pykopoaurens
Chauhan Maurya Amit Kumar —

Reprint Date )~ Reprint Date / Reprint Date / )

Jara: 11.03.2025 Jarta: 11.03.2025 Jara: 11.03.2025

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
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

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

Product : /

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

IIponykr: Kertopon® (ketoponak) pacTBOp /i BHYTPUBEHHOIO U BHYTPHMbILIEYHOTO BBEACHUS, 30 MI/mit
Batch No / : V250139 Batch Quantity / : 454545 ampules /
Cepna Ne O0nem cepun 454545 ammyn
Analytical Report No / : 890001796092, 890001798233 |Date of Analysis/ : 11.03.2025
AHanuTHYecKHif oTueT No JlaTa ananuza
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JaTa npoH3BoaCcTBA I'ogen no

Analysis performed according ND / Anann3 nposeaen mo HJI: JIT1-001365-230124

Page S5of 5/Ctp.5n35

i,:) Test / IlokazaTenn Results / PesynabTars! Specification / Hopma
BepXHeW YacTH ammynbl HaHeCeHbl | KOpH4HeBoro ugera knacca I (USP).
KONBLIO W Touka mis paznoma. Ha | B BepxHei yacTh aMIryJibl HAaHECEHBI
amryny HaKJIeUBalOT 3TUKETKY. KONBII0O W TOUKa Jnd payioMa. Ha
IMo 10 ammyn ¢ WHCTPYKUMEH IO | aMIyjly HaKIEHUBAKOT 3THKETKY.
MPUMEHEHHIO nomeufatot | ITo 10 ammyn ¢ MHCTpyKuMe# mo
B [IBX/anmomMuHueBbIH 61CTED. [IPUMECHEHHIO B
Mo 1 Gnvictepy B mauky kaptounyo. | I[IBX/amomunuesbrii Onucrep. ITo
1 6nucTepy B Nadyky KapTOHHYIO;
ona cmayuoHapog. mo 2, 3, 5
OJUCTEpOB B NAYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTeuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
XpaHeHue OT CBeTa MecTe mpu Temneparype He Boille 25 °C. He 3aMopaxuBaTe.
16 Shelf-life / Cpok rognoctn 2 years. / 2 ropa.

API name / HaumeHoBauue A®C:

Ketorolac Trometamol / Keroponaka TpomMeTamon

Homep cepuu cy6cTanuuu npomnssogurens I'JID:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npounspoauteass ADC: 2KTM0430724
FP Manufacturer API Batch number /
FERA00483

API Manufactured by & country /
ITponseoautenn APC, crpaHa:

Symed Labs Ltd., India /
Caiimen Jla6c JItn., Unnus

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykr cooreTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Mogrororneno: Yogesh IMpoeepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoautens
Chauhan ; Maurya Amit Kumar (=

Reprint Date / — Reprint Date / Reprint Date / !

Hata: 11.03.2025 Jara: 11.03.2025 JaTa: 11.03.2025

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: L85195AP1984PLCO04507
www.drreddys.com




