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

(1)
DI’. Reddy’s ‘.o. Vill. Krol, Nalagarh Road, Baddi,

Disit. Solan, #.F, 173 205, INDIA
CERTIFICATE OF ANALYSIS  7=i:+21 88166 55001-02
CEPTH(I)HI(AT AHAJII/ISA WW\WY,AreCays. o

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

IIpoaykr: Ketopon™ (keToponak) pacTBop Uisi BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOTrO BBeAeHH, 30 Mr/mi
Batch No / : V250359 Batch Quantity / : 454545 ampules/
Cepuns Ne O0Bem cepnn 454545 amnyn
Analytical Report No / : 890001808683 Date of Analysis/ : 24.05.2025
AHaJInTHYeCKHH oTyeT Ne JlaTa anannza

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

JlaTa npon3BojacTea T'ogen mo

Analysis performed according ND / Anaan3 nposeaen mo HJI: JI[T-001365-230124

PagelofS/Crp.1m35

Test / [loxa3aTenb Results / PesyasTaTsl Specification / Hopma

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
ITpo3pauHslii GecLBeTHbIN pacTBOP. color solution. / IIpo3pauHbiii
pacTBOp OT OECLBETHOrO A0 CBETIO-
HKEJTOTO LBETA.

2 Identification / The retention times of the main
IoaIMHHOCTD peaks in the chromatogram of test
HPLC / BIXKX . ‘ §olution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHa
yIOEpKMBaHHS OCHOBHBIX MHUKOB Ha
XpoMmarorpamme HCHBITYEMOro
pacTBOpa NOJMKHBI COOTBETCTBOBATH
BPEMEHaM YIEPKUBaHHS OCHOBHBIX
MHKOB Ha Xpomarorpamme
CTaHIAapTHOro pacTBopa (pasmen
«KonuyecTBeHHOE OfpeleeHHe»)

CooTBeTCTBYET

U V- spectrophotometry / Complies as prescribed/ UV absorption specira ot 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-
CTMEeKTPBI MOTJIOIIEHUS
UCTIBITYEMOTO PacTBOpa U pacTBoOpa
CTaHIapTHOro o0paslia KeTopoiaka
TpoMeTamuHa B obynactu ot 200 mo
400 HM IOJKHBI UMETh MAKCUMYMbI
NOTJIOLIEHUS TIpU 322+2 HM.

V®-cnekrpodoromeTpus CoOTBETCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: Ipoaykr coorBercTBYET TpeOoBanuam HJ 3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana | IIpoeepeno: Rama Kant OnobpeHo: Menemxep / PykoBoauTtens

' Amit Kumar =
¢2 Bbd o

Reprint Date / Reprint Date / ’ Reprint Date /
Jata: 24.05.2025 Hara: 24.05.2025 Jara: 24.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALYSIS

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

Vill. Krof, rlalagarh Road, Baddi,
Distt. Solan, .7, 173 205, INDIA

S0t G2a65 55001-02

i

CEPTUOUKAT AHAJIN3A WWWLGTredave.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa™ (keToposiak) pacTBop //isi BHYTPUBEHHOTO H BHYTPHMBILIEUHOr0 BBeaeHus, 30 Mr/ma
Batch No / : V250359 Batch Quantity / : 454545 ampules /
Cepns Ne O0bem cepun 454545 ammyn
Analytical Report No / : 890001808683 Date of Analysis/ : 24.05.2025
AnanaTHyecKuii oTyer No JaTta ananusa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA T'oaen no
Analysis performed according ND / Ananun3s nposeaen no HJL: JI[1-001365-230124

Page2 of 5/Crp. 235

No

Test / [TlokasaTenn
Ne

Results / Pe3yabTaThl

Specification / Hopma

3 Clarity / Ilpo3payHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension 1. /
OnanecueHiys npenapara He
JOJIKHA TIPEBBILIATH ONANECLIC HIIUEO
3TallOHa CpaBHeHUA L.

Buaymele 4aCTULIBI

4 Color / lleTHOCTB 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[MornouieHre NOHKHO ObITE HE
oonee 0,20 npH AnuHE BOJHBI
430 =M.

5 pH 7.3 From6.9t07.9./0t16,9 no 7,9.

6 Particulate matter / MexaHu4eckue BKJIH0UYEHUS

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

/

B cooTseTcTBYHM C TPEOOBAHUSMM.

6B Invisible particles /
Hesupumbie yacTup:
i. Particles> 10 pm/ 13 not more than 6000 per ampoule /
YacTui pa3Mepom > He 6onee 6000 Ha amlyiy;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
Y4acTHL| pa3MEpOM > He 6onee 600 Ha amMmyny.
25 MKM
K Related substances / PoacTBeHHbI€ TpUMeECH

Remarks : The Product confirms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYeT TpeboBaHuiM HJ{

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by /
IMonrororneHo: Pravesh Rana | IIposepeno: Rama Kant

vl

Approved by: Manager/Executive /
Onobpeno: Menezokep / PykoBoauress

Amit Kumar o
N

Reprint Date / \
Jata: 24.05.2025

Reprint Date /
Jara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

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: L85195AP1884PLCO04507
www.drreddys.com



@ Dr. Reddy's Laboratories Ltd .
1} @ > Formulation Unit-6
Dr- ReddYS ® Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+21 28165 55001-02
CEPTUPHNKAT AHAJIM3A www.drredcyz.com

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

IIpoaykT: Ketopon®™ (keToponax) pacTBop [/151 BHYTPUBEHHOrO U BHYTPHUMBILIEYHOTO BBeAEHHUS, 30 Mr/mi
Batch No / : V250359 Batch Quantity / : 454545 ampules /
Cepns Ne O6mbem cepnu 454545 ammnyn
Analytical Report No / : 890001808683 Date of Analysis/ : 24.05.2025
AHaJIMTHYECKHI oTueT Ne Jata anaau3a

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

JlaTa npon3BoacTBa Toaen gao

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-230124

Page30of 5/Crp.3u3 5

i:: Test / Iloka3zaresib Results / PesyabTaTh! Specification / Hopma
Impurity A / Tlpumecs A 0.11% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He 6onee
Huxe npenena obnapyxenns (I10 = 0,50 %;
0.014 %)
Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / ne 6onee
Hmxke npexena obnapyxenus (I10 = 0.50 %:
0.010%) AR
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena oonapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He 6onee
impurity / EnuHuuHas 0,20 %.
HEMUEH t M UUMpUBAHHEN
NpUMEChH
~ Total impurities / Cymma 0.2% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
H3Bnexaemslii 00bemM measured volume of 10 ampoules) /
He menee 10,0 mn (06beM,
HU3MEpPEHHLIH Ha OCHOBaHUU
00BeIMHEHHOTO coaepxumoro 10
aMIyn)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykr coorseTcTBYeT Tpebosanuam HJI 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pravesh Rana | IlpoBepeHo: Rama Kant OpnobpeHo: Menemxep / Pykorogurens
_ Amit Kumar A
g Bubud Ao
Reprint Date / Reprint Date / \ Reprint Date / .
Jara: 24.05.2025 Jara: 24.05.2025 Jara: 24.05.2025

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



Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS Te!:+21 22166 55001-02
CEPTHOUKAT AHAJIU3ZA www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoaykT: Ketopon® (keroponak) pacTBop Ajisi BHYTPHBEHHOIO H BHYTPHMBILIEYHOrO BBEACHHUS, 30 Mr/mu
Batch No / : V250359 Batch Quantity / : 454545 ampules /
Cepus Ne O06bem cepan 454545 amnyn
Analytical Report No / : 890001808683 Date of Analysis/ : 24.05.2025
AHaNHTHYECKHI oTUeT Ne JaTta ananusa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa NpoH3BOACTBA Tonen xo
Analysis performed according ND / Auanns nposeaes no HJL: JII1-001365-230124

Page4of S/Crp. 4u3 5

‘1;‘00 Test / [TokazaTens Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanbHbie /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
SHAOTOKCHUHBI 5,8 ED/mMr KETOponaka
TpOMeTaMMHa.
10 Sterility (every 15th batch) / Complies / CooTBeTcTBYET Must be sterile. / JlomkeH ObITh
CTepHaBHOCTD (AJI8 Kamaoi CTEPUJIBHBIM.
15-oii cepumn)
11 Assay / KonnuecTBeHHOE 30.39 mg/30.39 mr From 27.0 mg to 33.0 mg of
onpejejlieHne C1oH24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 Mr Ci9H24N2Og (keTOpOTaKa
TpomeTamon) B 1 ML
12 Alcohol content / ITaHoa 12.25% From 10.60 % (v/v) to 13,10 %
(viv)./
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 cut ring 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 ™Mn B aMmmoynsl w3 | carton pack/
CBETO3AIIMTHOTO cTekia TemHO- | ITo 1 Mn B ammynsl M3
xopuiHeBoro kmacca I (USP). B CBETO3AIIUTHOIO CTEKIa TEMHO-

Remarks : The Product confirms to ND/

[Tpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IloaroroBieHo: Pravesh}lana

Checked by /
Ilpoeepeno: Rama Kant

Boil-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogutesns
Amit Kumar A

N~

Reprint Date /
Jlarta: 24.05.2025

Reprint Date /
Jara: 24.05.2025

\]

Reprint Date /
Hara: 24.05.2025

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 ‘_’o

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

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

CERTIFICATE OF ANALYSIS 7Tei: 40158165 5500102
CEPTHPUKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: Ketopon" (keToponak) pacTeop Uisl BHYTPHBEHHOTO 1 BHYTPHMbILLEYHOTO BBeAeHHs, 30 Mr/mi
Batch No / : V250359 Batch Quantity / : 454545 ampules /
Cepusn Ne O0Bem cepui 454545 amriyi
Analytical Report No / : 890001808683 Date of Analysis/ : 24.05.2025
AHaJUTHYeCKHH oTueT Ne Jara ananusa

Date of Manufacture / 1 04/2025 Date of Expiry / : 03/2027
JlaTa npox3BOACTBA T'onen oo

Analysis performed according ND / Anaaus nposeaen no HJI: JII1-001365-230124

Page5of S/ Crp. Suz 5

[
1;.(: Test / ITokazaTenn Results / PesyabTaThl Specification / Hopma
BepXHEH YacTH aMItyJbl HaHeCeHbl | KopHuHeBoro useta knacca I (USP).
KOJILLO M Touka Ais pa3noma. Ha | B BepxHeil 4acTu aMIyJibl HAHECEHDI
amITyJTy HaKJIeUuBarOT ITHKETKY. KOMBIIO M TOYKa A pasnoma. Ha
ITo 10 aMnyn ¢ WHCTpPYKUMEH MO | aMIyly HakJICHBAKOT STUKETKY.
[IPUMEHEHHUIO noMemraroT | [lo 10 ammyn ¢ HHCTpyKUMeH IO
B [IBX/antoMiHUEBbI A HIIHCTED. TIPUMEHEHHUIO B
ITo 1 6nuctepy B mauky kaprounyto. | IIBX/amomunuereii 6muctep. Ilo
1 6nuctepy B madKy KapTOHHYIO;
ons cmayuowapog: mo 2, 3, 5
6IHCTEPOB B Na4Ky KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsercteuu ¢ HJI,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B samuieHHoM
XpaHeHue OT CBETa MeCTe MpH TeMmepatype He Boiiie 25 °C. He 3amopaxuBars.
16 Shelf-life / Cpok roqnocTu 2 years. / 2 roga.

API name / HaumenoBanue APC:

Ketorolac Trometamol / Ketoponaka TpoMeTamoll

Howmep cepuu cy6eTaHuuu npoussogutens IJId:

INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number /
Howmep cepun npoussoauteis ADC: 2KTM0641024
FP Manufacturer API Batch number /

FERAO00706

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

Symed Labs Ltd., India /
Catimen JIa6c JItn., Unaus

Remarks : The Product confirms to ND/
Ilpumeuanue:

IMpoaykT cooTBeTcTBYET Tpebosanusam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IToarorosieHo: Pravesh/Rana

Checked by /
[Iporepeno: Rama Kant

uied-

Vi

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTesIb
Amit Kumar Ao L

Reprint Date /
JlaTa: 24.05.2025

Reprint Date /
Jara: 24.05.2025

\l
]

Reprint Date /
Hara: 24.05.2025

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

www.drreddys.com




