Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

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

Yill. khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

Tel ;91 58160 5LUGI-UL

CEPTUOUKAT AHAJIU3A vowvy drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Keropon™ (keToponak) pactop uis BHyTPUBEHHOTO M BHYTPHMBILIEYHOTO BBeIeH s, 30 mr/mn

Cepus Ne

Batch No / : V250288

Batch Quantity / : 454545 ampules /
Oo0Bem cepHH 454545 amnyn

AHaJauMTHYECKHH oTueT Ne

Analytical Report No / : 890001805409

Date of Analysis/ : 28.04.2025
JlaTa aHayu3a

JlaTa npon3zBoacTBa

Date of Manufacture / : 04/2025

Date of Expiry/ : 03/2027
T'omen g0

|Analysis performed according ND / Anaans nposeaen mo H/L: JIT1-001365-230124

Pagel of 5/Crp. 1 m35

INo

No Test / ITokasaTenb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to slightly yellow

Ipo3pauHblii GecLBETHBIH PACTBOP. color solution. / Ilpo3paunbiit

pactBOp OT 0ecCiBETHOIO 10 CBETIO-
KEJITOrO 1BETA.

2 Identification /
IMoanuHHOCTL

HPLC / B2XX

Complies as prescribed/

CooTBeTCTBYET

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) / BpemeHa
YAEpP)KUBAHHS OCHOBHBIX [HKOB Ha
XpoMaTorpaMmme HCTIBITYEMOT'O
pacTBOpa AOJKHBI COOTBETCTBOBATh
BpeMeHaM YIEPKUBAHUS OCHOBHBIX
MUKOB Ha XpOMaTorpaMme
CTAaHIApTHOrO pacTBopa (paszen
«KonuyecTBeHHOE OTpENEICHHEN)

UV- spectrophotometry /
Y@-cnektpodoTomeTpus

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-
CHEKTPBI MOTNIOHIEHHS
HCIBITYEMOTO pacTBoOpa U pacTBopa
cTaHaapTHOro obpaslia KeropoJaxa
TpoMetamuHa B obnactu ot 200 mo
400 HM AOJDKHBI UIMETh MAKCUMYMBI
MOJIOIIEHHs Tpu 322+2 HM.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT coorBeTcTBYeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMoarotosieHo: Ramakant

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pyi{oBoumenb

Amit Kumar j\ A

Bl
Reprint Date /

Jara; 28.04.2025

- —
Reprint Date /

Hara: 28.04.2025

Reprint Date /
Jlara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 20 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507

ww drreddys com




..
Dr.Reddy’s Q;."

CERTIFICATE OF ANALYSIS

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

Vili. ¥hol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIM3A
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Product : /

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

IIpoaykT: Keropon™ (keroponak) pacTBop Visl BHYTPHBEHHOIO M BHYTPHMBILIEYHOIO BECACHHA, 30 mr/mn
Batch No / 1 V250288 Batch Quantity / : 454545 ampules /
Cepnst Ne O60beM cepun 454545 amnya
Analytical Report No / :+ 890001805409 Date of Analysis/ : 28.04.2025
AHanHTHYECKMH oTUeT Ne JlaTa ananausza

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTta IpoH3BOACTBA I'open 1o

Analysis performed according ND / Ananu3s nposegen mo HJI: JII1-001365-230124

Page2 of 5/C1p. 2 u3 5

No

Test / Iloka3zaTtennb
No

Results / PesyabTaThl

Specification / Hopma

3 Clarity / Ilpo3pauHocTh

Complies / CoOoTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHuus npenapara He
JOJDKHA TIPEBBILIATH ONAJECUEHLHIO
3TajioHa cpaBHeHus .

4 Color / lIBeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
IMornouenue JOMKHO OBITL HE
6onee 0,20 npu AIMHE BOJIHEI
430 uM.

5 pH 7.0 From 6.9t07.9./016,9 no 7.9.

6 Particulate matter / MexaHH4YecKHe BKIOYEHHUS

6A Visible particles /
BuayMele 4aCTUIIBI

Complies / COOTBETCTBYET

Should correspond to requirements.
/
B cooTBeTCTBHHU € TPEOOBaHUAMM.

6B Invisible particles /
HeBuauMple YaCTHIbI:

i. Particles> 10 pm/ 34 not more than 6000 per ampoule /
YacTui pasmepoM > He bonee 6000 Ha amMnyny;
10 MKkM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YACTHI PAIMCPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIe NpHMECH

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykr coorBeTcTBYeT TpebopaHusaM HJ

Conclusion : APPROVED /
Baxiawuenune: OTOBPEHO

Prepared by / Checked by /
IMoarorosieno: Ramakant IMTpoeepeno: Pardeep Kumar

e o

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PykoBoautens

Amit Kumar !\ /;

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Jarta: 28.04.2025

2-337 Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Registered Office: §-2-337,

Tal: =01 40 4900 2900, Fax: +91 40 4200 2999, £mait: mail@drreddys.com
CIN: LR5195AP1984PLCOD4507

wwnw drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Raddy's Laboratories Ltd.

Formulation Unit-6
Vill. Xhol, Nalagarh Road, Baddi,
Distt. Salan, H.P.. 173 205, INDIA

o) - +591 98160 56001-02

CEPTUPUKAT AHAJIHU3A = dys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponiak) pacTBOp /AJisi BHYTPUBEHHOIO ¥ BHYTPHMBILIEYHOrO BBEfieHHUS, 30 Mr/ma
Batch No / : V250288 Batch Quantity / : 454545 ampules /
Cepnsa Ne O0nem cepun 454545 amnyn
Analytical Report No / : 890001805409 Date of Analysis/ : 28.04.2025
AHaauTHYecKHil oTyeT No JlaTa anajm3sa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npon3BoacTBa Togen g0
Analysis performed according ND / Anann3 nposenen no HJI: JI1-001365-230124

Page3of S/Crp.3m3 5

I;I%o Test / [TokasaTeJb Results / PesynbTarsl Specification / Hopma
Impurity A / IIpumecs A 0.09% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / TTpumccs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe mpenena obuapyxenns (IIO= | ¢ 50 o;:
0.014 %)
Impurity C / I[Ipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npepena obuapyxenus (I10O = 0.50 %:
0.010%) ’ ’
Impurity D / Hpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huke npenena obHapysxenus (I10O = 0.20 %.
0.014 %)
¥ndivifiual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He 6onee
impurity / EnnHiminas Hipke npesiena KoJaH4ecTBEHHOTO 0,20 %.
HeUIeHTH(MUMPOBAHHAA onpenenenus (ITKO = 0.05%)
NpUMeECh
Total impurities / CymMmma 0.1 % Not more than 1.50 % / He Gonee
npuMeceii 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3Bnekaemblit 06bem measured volume of 10 ampoules) /
He menee 10,0 mn (00beMm,
W3MEPEHHBIN HAa OCHOBaHHU
06bEJUHEHHOTO CoAep)kUMoro 10
aMITyJ1)

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusaM HJL

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by /
IMogrorosneso: Ramakant

by

Checked by /
Ipoeepeno: Pardeep Kumar

sl

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonutesns
Amit Kumar

N

Reprint Date /
Jlara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date / ¥
Jlara: 28.04.2025

Registered Office: 8-2-337, Road o 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 01 10 1960 2900, Fax: #0140 4200 2999, Ernail: mail@®drreddys.com

CIN: L85185AP1984PLCO04507
v drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Yvill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon™ (ketoposiak) pacTBop AJis BHYTPHBEHHOIO M BHyTPHUMBILIEYHOrO BBEACHHS, 30 Mr/ma
Batch No / : V250288 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepun 454545 ammyn
Analytical Report No / : 890001805409 Date of Analysis/ : 28.04.2025
AHaJuTHYecKHi oTUeT No JdaTa ananusa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTa npon3BoAcTBa I'onen oo

Analysis performed according ND / Anann3s nposenen no HJI: JI[1-001365-230124

Page 4 of 5/ Crp. 4u3 5

ioo Test / Ilokazareib Results / PesyabTartsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
bakTepuanbHble /<=0.725 EDQ/mr Ketorolac Trometamol. / He Gosee
IHAOTOKCHHBI 5,8 EQ/mMr KETOoponaka
TpOMETaMHHA.
10 Sterility (every 15th batch) / NA Must be sterile. / JloskeH ObITh
CTepuabHOCTL (11 Kaxaoi CTEPUIBHBIM.
15-oii cepumn)
11 Assay / KoituiecTBeHHOE 30.54 mg / 30.54 mr From 27.0 mg to 33.0 mg of
onpeaesieHue Ci9H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C19H24N20g (keTOpONTaKa
TpoMeTamon) B 1 M.
12 Alcohol content / ITanon 11.89 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) no 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cutring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ilo 1 wMm B amoynst u3 | cartonpack/
CBETO3AIUTHOrO cTekna TemHo- | [To 1 Mm@ B aMIOynel M3
kopudHeBoro kiacca I (USP). B | cBeTO3AaIUMTHOIO CTEKJIa TEMHO-

Remarks : The Product confirms to ND/

INpumeuanue: Ilponykt coorBeTcTBYeT TpeboBanusam HJ{

Conclusion : APPROVED /
3axiawuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
[Iposepeno: Pardeep Kumar

of—

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosoaurenb
Amit Kumar L

{/\_._,./ P

s
Reprint Date /

Jara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date /
Jlata: 28.04.2025

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: L85195AP1934PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel:+91 56165 560U01-02

CEPTU®HUKAT AHAJIU3A

www.drreddys.com

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

IpoaykT: Ketopon™ (keroponak) pacTBop /11 BHYTPUBEHHOrO U BHYTPHMBILIEUHOrO BBEJEHHS, 30 mr/mit
Batch No / : V250288 Batch Quantity / : 454545 ampules /
Cepus Ne O61eM cepHH 454545 amnyn
Analytical Report No / : 890001805409 Date of Analysis/  : 28.04.2025
AHanuaTHyecknii oryet Ne JlaTa aHanu3a

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTa NpoH3BOJCTBA I'open 10

Analysis performed according ND / Auanu3 nposegen mo HJI: JITI-001365-230124

Page 50f 5/ Crp. 5u3 5

No

No

Test / [Toka3zaTenb

Results / Pe3yapTaThl

Specification / Hopma

BEpXHEH YacTH aMITyjlbl HaHECECHBI
KOJIBIIO M TO4YKa i pasntoma. Ha
amIyjly HakJeUBatOT ITUKETKY.

ITo 10 amnyn ¢ HHCTpYyKLUMEH 10

kopuuHeBoro Lpera kiacca I (USP).
B BepxHe 4acTH aMITyJibl HAHECEHB!
KOJIBI[O0 W TOYKa 1Uif pasioma. Ha
aMITyJTy HaKJIEUBAIOT ITUKETKY.

MPUMEHEHHIO
B [IBX/anmoMuHuessIit 6n1ucTep.
ITo 1 6nucTepy B MauKy KapTOHHYIO.

ITo 10 amMmyn ¢ HHCTpyKUHel Mo
NPUMEHEHMIO B
[1BX/amomunuesslii 6iucrep. Ilo
1 6nucTepy B mNadyky KapTOHHYHO;
ona  cmayuonapog: mo 2, 3, 5
61HCTEPOB B MUKy KAPTOHHYIO.

NoMeIarOT

14 Labelling / MapkupoBka

According to ND / B cooteerctBuu ¢ H/I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amiuiueHHOM
OT CBeTa MecTe Mpu Temrepatype He Boite 25 °C. He 3aMopakuBarTs.

16 Shelf-life / Cpok rognocru

2 years. / 2 roza.

API name / Haumenopauune A®C:

Ketorolac Trometamol / Ketoponaka TpomeTamon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npouseoautensa A®C:

2KTM0601024, 2KTM0641024

FP Manufacturer API Batch number /
Homep cepuu cy6etanuun nponssoauress I'JId:

FERAQ0632, FERA00706

API Manufactured by & country /
Ipoussoautenr ADC, crpaHa:

Symed Labs Ltd., India /
Caiimen JIa6¢ JITn., Uuaaus

Remarks : The Product confirms to ND/

Ipumeuanue: Ipoaykr coorercTBYeT TpebopaHusm HJI

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by / Checked by /

TMoarorosneno: Ramakant

pd

[Mposepeno: Pardeep Kumar

L=

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoauresns

Amit Kumar A=
N~

Reprint Date /
Hara: 28.04.2025

Reprint Date /

Jara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www drreddys.com




