Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

r91 58166 55001-02

il

CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpogyKr: Ketopon" (keroponak) pacTeop JUlsi BRYTPHMBEHHOTO U BHYTPHUMBbIILEUHOrO BBeAeHHS, 30 mr/mn
Batch No / : V250024 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepHH 454545 amnyn
Analytical Report No / : 040002805632 Date of Analysis / : 18.02.2025
AHaJaUTHYECKHH oTUeT Ne Jarta ananusa
Date of Manufacture / : 01/2025 Date of Expiry / : 1272026
JlaTa NpOH3BOACTBA I'onen 10
Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-230124

Page 1 of 5/Crp. 1 w35

[Ipo3pauHslit 6ecuBETHBIH pacTBOp.

i.:) Test / [loka3zaTeab Results / PesyabTatht Specification / Hopma
1 Description / OnucaHue Clear  colorless solution. / | Clear colorless to slightly yellow

color solution. / TIpo3paunblii
pacTtBop OT 6eclBETHOTO [0 CBETIO-
KEJITOTO LiBETA.

2 Identification /
MMoasuHHOCTL

HPLC / B3XX

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
yIOepXKHUBaHHS OCHOBHBIX MHKOB Ha
XpoMaTorpaMme HCHBITYEMOTO
pacTBOpa OODKHBEI COOTBETCTBOBATD
BpeMeHaM yIepXKUBaHUS OCHOBHbBIX
NHUKOB Ha XpoMarorpaMme
CTaHJapTHOrO pacTBopa (pasmen
«KONUYECTBEHHOE ONpefieNicHUEN)

UV- spectrophotometry /
VY ®-cnexrpodoToMeTpHs

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®-
CNEKTPEI NOTIOIEHHA
HCTIBITYEMOTO PacTBOpa U pacTBopa
CTaHAapTHOro odpasua Keroponaka
TpoMeTamuHa B obnactu ot 200 1o
400 HM IOJKHBI HMETh MAKCHMYMBI
MOTJIOIIEHUA NpU 32242 HM.

Remarks : The Product confirms to ND/

IMpumeuanue: [TponykT coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPHHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlonroroeneHo: Santosh IIporepeno:Pardeep Kumar OnobpeHo: Menemxkep / [RykoBaaurens
K e . - h .I

umar Maurya LA Q1—~/__'_ Abhishek Chauhan =
Reprint Date / Reprint Date / Reprint Date /
Jata: 19.02.2025 Jara: 19.02.2025 Jara: 19.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

HpoaykT: Ketopon®™ (keToponak) pacTBOp Asisi BHYTPHBEHHOI'O W BHYTPHMBILIEUHOTO BBeieHHs, 30 Mr/mu
Batch No/ 1 V250024 Batch Quantity / : 454545 ampules /
Cepus Ne O06bem cepHH 454545 amnyn
Analytical Report No / : 040002805632 Date of Analysis / : 18.02.2025
AHajHTHYecKHIi oTUeT Ne Jlata anaanza

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026

Jara npou3zBoacTBa T'omen no

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

Test / [Toka3zaTenn
Ne

Results / PesysabTaTs!

Specification / Hopma

3 Clarity / IIpo3payHocTh

Complies / CoOoTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanectieHlMs npenapara He
NI0JDKHA NPEBBILIAThL ONAJIECLEHLHIO
STaJioHa cpaBHeHuA 1.

4 Color / llgeTHOCTDL 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
ITornoweHue NOJHKHO OBITE HE
6onee 0,20 mpu JUIMHE BOJIHBI
430 HM.

5 pH 73 From 6.9 t0 7.9./ Ot 6,9 10 7.9.

6 Particulate matter / MexaHnn4yeckue BKJIOYEHHUSA

6A Visible particles /
Buaumele 4acTUIIbI

Complies / CooTREeTCTBYET

Should correspond to requirements.
/
B cooTseTcTBUM € TPeOOBAHUAMM.

6B Invisible particles /
HeBuaumble 4acTHIIBL:

i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTui pa3mepom > He 6onee 6000 Ha ammyy;
10 MKM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHL pa3MEPOM > He 6onee 600 Ha aMITyny.
25 MKkM
7 Related substances / PoacTBeHHbIe IpUMecH

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoxykT cootBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
[MoarororneHo: Santosh
Kumar Maurya (@L/\

==

Ipoeepeno:Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / [PykoBoauTens
Abhishek Chauhan \_/ :\

Reprint Date /
Jata: 19.02.2025

Reprint Date /
Hara: 19.02.2025

Reprint Date /
Jata: 19.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1534PLCO04507
WWwW.Orredadys.coim
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS .. ;51 55166 56001-02
CEPTUOHKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToponak) pacTeop Juisi BHyTPUBEHHOTO U BHYTPUMBILIEYHOrO BBeACHHUS, 30 Mr/mn
Batch No / : V250024 Batch Quantity / : 454545 ampules /
Cepus Ne O6beM cepuu 454545 amnyn
Analytical Report No / : 040002805632 Date of Analysis / : 18.02.2025
AunanHTHYecKHil oTyeT Ne Jara ananunsa
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
Jlata NpoH3BOACTBA T'ogen o0

Analysis performed according ND / Auanus nposeaen no HJL: JI[1-001365-230124

Page3 of S/Crp.3 u3 5

1;.00 Test / Iloka3zaTesb Results / Pe3yjbTaThl Specification / Hopma
Impurity A / TIpimMecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %,;
Impurity B / TIpumecs B Not detected / He o6HapysxeHa not morc than 0.50 % / He Gonce
0,50 %;
Impurity C / [Ipumecs C not more than 0.50 % / He Oonee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hwxe npenena obnapyxenns (I10
=0.010 %)
Impurity D / [Tpumecs D Not detected / He o6HapyxeHa not more than 0.20 % / ue 6Gonee
0,20 %.
| Individual unidentified Not more than 0.20 % / He Gonee
impurity / Enunuanas Below LOQ (LOQ = 0.05%) / 0,20 %.
HEHIEHTU(QULNPOBAHHAS Hibke npedesia KOJHYECTBEHHOTO
IIpPUMECH onpenenenus (ITIKO = 0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
H3pnexaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 mn (o0bemM,
HW3MepeHHbIH Ha OCHOBaHHU
00BeIMHEHHOTO coaepxuMoro 10
aMnysn)

Remarks : The Product confirms to ND/
[Tpumeuanue: Iponykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
[TogrorosieHo: Santosh‘
Kumar Maurya '

Checked by /

IIpoeepeno:Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykoeoaurenhb
Abhishek Chauhan Crl

-

Reprint Date /

Hara: 19.02.2025

Reprint Date /

Hara: 19.02.2025

Reprint Date /
Hara: 19.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangsna, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drraddys.com
CIN: L85195AP1834PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

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

Vill. Kho!, Nalagarh Road, Baddi,
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon®™ (keToponak) pacTBop isi BHYTPHBEHHOTO U BHYTPMMBIINEUHOrO BBeleHus, 30 mr/mn
Batch No / : V250024 Batch Quantity / : 454545 ampules /
Cepns Ne O6bem cepuu 454545 amryn
Analytical Report No / : 040002805632 Date of Analysis / : 18.02.2025
AHAJTHTHYECKHH oTueT No JaTta anasnausa

Date of Manufacture / : 0172025 Date of Expiry / : 12/2026

JlaTta NpoH3BOACTBA Toaen oo

Analysis performed according ND / Ananaus nposenen mo HJI: JI[1-001365-230124

Page4 of 5/ Cip. 4 u35

1}(: Test / IlokazaTenab Results / PesynbTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepunanbHble /<=0.725 E3/mMr Ketorolac Trometamol. / He Gonee
9HI0TOKCHHBI 5,8 EDQ/Mr KeToponaka
TPOMETaMH1Ha.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomokeH ObITE
CTepHILHOCTD (AJ18 KaXKA0#H CTEPUIILHBIM.
15-o0ii cepun)
11 Assay / KonnuecTBeHHOe 30.05 mg/30.05 mr From 27.0 mg to 33.0 mg of
onpegesieHHe C1oH24N2Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mMmr
10 33,0 mr CioH24N204 (keTOpONaKa
TpomeTamMo) B 1 M.
12 Alcohol content / Tanon 11.87 % From 10.60 % (v/v) to 13,10 %

(viv)./
Ot 10,60 % (06/06) no 13,10 %
(006/06).

13 Packaging / Ynakoska

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 /

Mo 1 M B davMuyasl 43
CBETO3ALIMTHOTO CTEKNIa TEeMHO-
xopuuHeBoro kjacca 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
cdrlon pack /

Ilo 1 wMn B
CBETO3aUIMTHOTO

ammynel U3
CTeKNIa TEeMHO-

Remarks : The Product confirms to ND/
IMpumeuanue: ITponykTt coorsercTByeT Tpebosanusam HJT

Conclusion : APPROVED /
3akarouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/lExecutive /
IToaroroeneHo: Santosh IMposepeno:Pardeep Kumar OnoGpeno: Menemwkep /Py
Kumar Maurya Q% Qj’/ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.02.2025 Jara: 19.02.2025 Jara: 19.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1524PLC004507
www.drreddys.com
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Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykT: Ketopon™ (ketoponak) pacTBop /1 BHYTPHBEHHOrO U BHYTPUMBIIIEYHOTO BBeAeH S, 30 Mr/mn
Batch No / : V250024 Batch Quantity / : 454545 ampules /
Cepusi Ne O6bem cepHu 454545 amnyn
Analytical Report No / : 040002805632 Date of Analysis / : 18.02.2025
Anaxurnyeckuii orueT No Jlara aHaH3a

Date of Manufacture / : 01/2025 Date of Expiry / ¢ 1272026

Jara npoH3BoACTBA I'onen o

Analysis performed according ND / Anannus nposeaen o HJI: JITT1-001365-230124

Page 5Sof 5/ Crp. Su3z 5

No

Test / [Toka3zaTennb
Ne

Results / PeaynbTaTh

Specification / Hopma

BEPXHEH 4YacTU amIyJbl HaHECEHEI
KOJIbLIO W TOouka Ay pasntoma. Ha
aMIyJly HakJIEMBalOT ITUKETKY.

Ilo 10 amnyn ¢ HMHCTpYKLMENR no
OpAMEHEHHUIO MOMEILAtoT
B [IBX/amomMuuneBslit 6aHCTED.

[To 1 6uctepy B navky KapTOHHYIO.

kopuuHeBoro 1geTa knacca I (USP).
B BepxHeil 4yacTH aMITy/1bl HAHECEHbI
KOJIbLO M TOYKa A pasioma. Ha
amiyJly HakJIeHBalOT ITHUKETKY.

[To 10 aMmyn ¢ HMHCTpyKLHeil Mo
DPUMEHCHHUIO B
[MBX/amomunuessiit 6nucrep. I[lo

1 6bnucTepy B MauyKy KapTOHHYIO;
ons  cmayuoHapog: no 2, 3,5
OJHCTEPOB B MAYKY KapPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercTeuu ¢ H/I.

15 Storage conditions /

In a place protected from light below 25 °C. Do not freeze. / B 3amuiensom
Xpanenne OT CBeTa MecTe NpU Temrepatype He Boile 25 °C. He 3amopaxxnBarth.

16 Shelf-life / Cpok roasoctu

2 years. / 2 rona.

API name / HammenoBanue ADPC:

Ketorolac Trometamol / Ketoposiaka TpomeTamon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepuu nponspoautens ADC:

2KTM0430724

FP Manufacturer API Batch number /

Homep cepuu cy6cranuuu nponssoautens I'JI®D:

FERA00483

API Manufactured by & country /
IIponzeoautens A®C, crpana:

Symed Labs Ltd., India /
Caiimen Jiabc Jltn., Munus

Remarks : The Product confirms to ND/

ITpumeuanme: [TpoaykT cooTBeTCTBYET TpeboBanusm HJ[

Conclusion : APPROVED /
3akiawuenne: OJOGHREHO

Prepared by / Checked by /

Kumar Maurya

TToaroroeneHo: Santosh ﬁ IIpoeepeno:Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menenxep (| PykoBoautens
Abhishek Chauhan

Reprint Date /
Jara: 19.02.2025

Reprint Date /
Hara: 19.02.2025

Reprint Date /
Jara: 19.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@direddys.com
CIN: L85195AP1934PLCO04507

www.drreddys.com




