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

Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS  7el::9i 92155 56001-02

CEPTUPHUKAT AHAJIN3A www.drreddys.com

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

Ilponykr: Ketopon" (KeTopoIak) pacTBOp il BHYTPUBEHHOTO H BHYTPUMBILIEYHOIO BBeACHHMA, 30 mr/mn
Batch No / : V250107 Batch Quantity / : 454545 ampules /
Cepust Ne O6bem cepHHu 454545 amnyn
Analytical Report No / : 890001792561 Date of Analysis / : 28.02.2025
AHaauTHYEeCKHH oT4eT N2 JlaTa ananu3za

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

JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposenen nmo HJI: JIT1-001365-230124

Pagel of 5/Crp. 1m3 5

1;.00 Test / IlokasaTestb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow

T[Mpo3paunblit GecrpeTHLIN pacTBop. color solution. / [Ipo3paunstii

PacTBOp OT GECLBETHOIO /10 CBETIIO-
XKEJNTOro IBETA.

2 Identification /
IoanuHHOCTDL

HPLC / BDXX

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) / Bpemena
yaep)KHUBaHUA OCHOBHBIX IHMKOB Ha
XpoMarorpamme UCTBITYEMOTO
pacTBOpa JOMKHBI COOTBETCTBOBATh
BpeMEHaM YHEpPKUBAHUS OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHJapTHOTO pacTBopa (pasmen
«KOJIMYeCTBEHHOE ONPENEIEHUEN)

UV- spectrophotometry /

V®-cnekrpodoTomerpus

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 MOrIOIEeHHS
HCIIBITYEMOTO pacTBOpa M pacTBopa
cTaHJapTHOTO o0pa3lia KeTaposaka
TpomeTamuHa B obnactu ot 200 mo
400 HM OJ/DKHBI UMETb MAKCHMYMBI
MOTJIOIIEHHS MPpU 322+2 HM.

Remarks : The Product confirms to ND/
ITpumeyanue: Ilponykt coorseTcTBYeT TpedoBanuam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

Checked by /
[posepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar Az =
o

02

Reprint Date /

Jara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

z ats]
 +91 98156 56001-02

CEPTUPHUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (xeroponak) pacTsop Uit BHYTPUBEHHOI'O H BHYTPHMBIIIEYHOro BBeAeHUs, 30 Mr/ma
Batch No / : V250107 Batch Quantity / : 454545 ampules/ |
Cepus Ne O0beM cepun 454545 amnyn
Analytical Report No / : 890001792561 Date of Analysis / : 28.02.2025
AnajuTHYecKHii oTyeT Ne JaTa anaian3a
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JaTta npoH3BOACTBA I'onen no
Analysis performed according ND / Auanu3s nposeaen no HJI: JII1-001365-230124

Page2 of S/ Cip.2u3 5

No

Ne Test / IlokazaTesnb

Results / PesynabTaThl

Specification / Hopma

3 Clarity / Ilpo3payHocTh

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnanecueHLUs NIpernapara He
JIOJDKHA TIPEBBILIATH ONAIECLIe HLHIO
3TaJIOHA CpaBHEHHA L.

BunuMmbie 4acTHLbI

4 Color / IlBeTHOCTB 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[NornolieH#e NOHKHO ObITh He
6onee 0,20 npu UIMHE BOJIHBI
430 uM.

5 pH 7.3 From6.9t07.9./016,9 no 7,9.

6 Particulate matter / Mexanndeckue BKIKOUYEHUS

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

/
B cooTBeTCTBUH ¢ TPeOOBaHMSIMH.

6B Invisible particles /
HeBuauMeple 4aCTHLIbI:

i. Particles > 10 pm / 04 not more than 6000 per ampoule /
Yactul pasMepoM > He 6onee 6000 Ha ammyiy;
10 Mxm
il. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHL] pa3MepoOM > He 6onee 600 Ha amIyIy.
25 MKM
7 Related substances / PoancTBeHHbIe pUMecH

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IToarororneHo: Rama Kant

g

Maurya

@

IIpoBepeno: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautenb

Amit Kumar P
/\( —

Reprint Date / i

Hara. 28.02.2025

Reprint Date /
Hara. 28.02.2025

Reprint Date / i

Hara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

e
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Formulation Unit-6
Dr. Reddy s " Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tol: +81 93166 5€001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

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

Iponykr: Ketopon® (xeToponak) pacTBOp JUisi BHYTPHBEHHOTO W BHYTPUMBILIEYHOTO BBEEHHS, 30 Mr/mi
Batch No / : V250107 Batch Quantity / : 454545 ampules /
Cepusi Ne Oo0bem cepuu 454545 amnyn
Analytical Report No / : 890001792561 Date of Analysis / : 28.02.2025
AnajgurHdyeckuii oTuyet No Jata ananausza

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

Jata npou3BOACTBA T'ogen no

Analysis performed according ND / Anan3 nposened nmo HJI: JIT1-001365-230124

Page3 of S/Ctp.3u3 5

i.:) Test / Iloka3aTennb Results / PeayabTaTnl Specification / Hopma
Impurity A / ITpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [TpuMect B Not detected / He o6Hapyxena nol more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ilpumecs C not more than 0.50 % / He Oonee
Below LOD (LOD =0.010 %) / 0,50 %:;
Hunxe npenena obuapyxenus (I10
=0.010 %)
Impurity D / ITpumecs D Not detected / He 06Hapyxena not more than 0.20 % / He Gonee
0,20 %.
Individual unidentified . Not more than 0.20 % / He Gonee
impurity / Equnmanas Below LOQ (LOQ = 0.05%) / 0,20 %.
HeMIEeRTUDHUIHPOBAHHAS Huke npezena KOJUYECTBEHHOTO
NpHMech omnpenenenus (ITKO = 0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 10.1ml/ 10.1 mn Not less than 10.0 ml (collectively
H3pnexaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 mn (o6beM,
H3MEpEeHHbIii Ha OCHOBaHUY
o6beaHEHHOTO coaep)xumoro 10
aMmI1yJ)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: Ilpoaykt cootBeTcTBYET TpeboBanmsaM HJI 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoxarororneno: Rama Kant IIpoepeHo: Santosh Kumar | Onobpeno: Menemxkep / Pykosoauressb
u/d\ Maurya @’ Amit Kumar N i
Reprint Date / \ Reprint Date / Reprint Date / !
Hara: 28.02.2025 Hara. 28.02.2025 Hara. 28.02.2025

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA

Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS e +01 952655600102
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposak) pacTBOp Ul BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBEAEHHS, 30 Mr/Mu
Batch No / : V250107 Batch Quantity / : 454545 ampules /
Cepus Ne Oobem cepuu 454545 ammnyn
Analytical Report No / : 890001792561 Date of Analysis / : 28.02.2025
AHanuTHYECKHH oTueT No Hara ananuza

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Ananns npoBexen mo HJI: JI[1-001365-230124

Paged4 of 5/ Crp.4u3 5

1;.00 Test / I[loka3aTeab Results / PesyabTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepunajbHble /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
3HAOTOKCHHBI 5,8 EB/Mr KeTopolaKka
TpPOMETaMUHa.

Must be sterile. / JlomkeH ObITE
CTEPUIIbHBIM.

10 Sterility (every 15th batch) /
CTepUIbHOCTD (AJI51 KaMIOH
15-0it cepuu)

Sterile / CtepuneH

11 Assay / KonuyecTBeHHOE 30.08 mg / 30.08 Mr From 27.0 mg to 33.0 mg of
onpene/ieHHe C19H24N204 (Ketorolac

Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 Mr C9H24N>O6 (keTOpONIaKa
TPOMETaMOoJ) B 1 MIL.

12 Alcohol content / DTanon 11.73 % 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
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 /

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

Ilo 1 wMn B aMmmynsl u3 | carton pack/
CBETO3alIUTHOTO crekila TemMHO- | I[fo 1 ™A B aMOynel w3
xopuyHeBoro kimacca I (USP). B CBETO3AIl[UTHOTO CTEKIIa TEMHO-

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Remarks : The Product confirms to ND/
ITpumeyanue: IIpogykT coorBeTcTBYET TpeboBaHusm HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama Kant Ipoeepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoauress
Maurya Y Amit Kumar |
A & ==
Reprint Date / ‘ Reprint Date / Reprint Date / !
Jara: 28.02.2025 Janra: 28.02.2025 Jara. 28.02.2025

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

CEPTUO®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA
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www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: KeTopon™ (keToponak) pacTsop Ajisi BHyTPHBEHHOTO M BHYTPMMBILIEYHOrO BBeAEHHUS, 30 Mr/mn
Batch No / : V250107 Batch Quantity / 1 454545 ampules /
Cepust Ne Oobnem cepun 454545 amnyn
Analytical Report No / : 890001792561 Date of Analysis / : 28.02.2025
AHanuTHYIecKHii oTyeT Ne JlaTa anann3za

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

JlaTa mpoM3BOJCTBA I'oxen oo

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

Page Sof S/ Crp. S5mu3 5

No

Test / Iloka3zaTeinb
Ne

Results / Pe3yabTaThl

Specification / Hopma

BEPXHEH YacTH aMMyJIbl HAHECEHBI
KONBLIO M TOYKa s paznoma. Ha
amITyJly HaKNEeHBaIOT 3TUKETKY.

ITo 10 amMmyn ¢ HMHCTPYKLHeH 10
HPRMEHEHHUIO NOMEUIAI0T
8 TIBX/amomunueBslii 6ucTep.

[To 1 6bnucTepy B Mayky KapTOHHYIO.

KopuuHeBoro upeta kiacca I (USP).
B BepxHei 4acTH aMITyJIbl HAHECEHbI
KONBIIO M Todka Juis pasnoma. Ha
aMIyJly HaKJIEUBAIOT 3THKETKY.

ITo 10 amnyn ¢ WHCTpYKUUEH IO
NpUMEHEHHUIO B
[1BX/antomunueBsli Onucrep. Ilo

1 6icTepy B TAdKy KapTOHHYIO,
ons  cmayuowapog: mo 2, 3, 5
OJMUCTEPOB B TaYKy KaPTOHHYIO.
According to ND / B cootsercTeum ¢ HJI.

14 Labelling / Mapkuposka

In a place protected from light below 25 °C. Do not freeze. / B 3amunieHHOM
OT cBeTa MecTe IpY TeMneparype He Boiie 25 °C. He 3aMopauBath.

15 Storage conditions /
XpaHeHue

16 Shelf-life / Cpok roasocTn 2 years. / 2 ropa.

API name / HaumesnoBanue A®C: Ketorolac Trometamol / KeToponaka TpoMeTamon

INN / MHH: Ketorolac / KeToponak

API manufacturer batch number /

Homep cepuu npousoautens A®C: 2KTM0430724

FP Manufacturer API Batch number /

Howmep cepun cy6eTanuuu npouspoautens I'JI®D: FERA00483

Symed Labs Ltd., India /

API Manufactured by & country /
Caiimen Jla6c JItn., Uunus

IIpouseoanrens ADC, cTpaHa:

Conclusion : APPROVED /
Saxawuenne: OJJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET Tpebopanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Rama Kant [Nposepeno: Santosh Kumar | Onpo6peno: Menemxkep / PykoBoaurenb

M dy Maurya @4 Amit Kumar }\(.;

Reprint Date /
Jara: 28.U02.2025

Reprint Date / ¥
JMara: 28.02.2025

Reprint Date /
Mara: 28.02.2025

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: L.85195AP1984PLCO04507
www.drreddys.com



