Dr.Reddy’s ‘;'.

Or. Beddy's Laboratories Lid.

Cormulation Unit-8

s :
AT iy

CERTIFICATE OF ANALYSIS | . o -oo0

CEPTUOUKAT AHAJIM3A Wi, dirreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keTtoponak) pacTBOp sl BHYTPHBEHHOIO U BHYTPHUMBILIEYHOrO BBeeHUs, 30 Mr/mi
Batch No / : V250517 Batch Quantity / : 454545 ampules /
Cepus Ne ' O0bem cepun 454545 amnyn
Analytical Report No / : 890001818949 Date of Analysis/ : 09.07.2025
AnanurHdyeckuii oryer Ne JlaTa aHan3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jlata mpon3BoacTBa T'ogen go
Analysis performed according ND / Auasu3 nposexen mo HJI: JI[1-001365-230124

Page1 of 5/Ctp. 1 u3 5

I;.? Test / [loka3zaTesb Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to slightly vellow
[Mpo3paunblit GeclBETHLII PACTBOP. color solution. / [IIpospauHslii
| pacTBOp OT HECLBETHOTO 10 CBETNO-

JKEeJITOro UBEeTa.

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

Complies as prescribed/

COOTBETCTBYET

in the chromatogram of standard
solution (Assay section) / Bpemena
YIOEPKUBAHHSA OCHOBHbIX NHKOB Ha
XpoMaTorpamme UCIILITYEMOTrO
pacTBopa JOJKHBl COOTBETCTBOBATh
BpPEMEHAM YACP/KHBAHUA OCHOBHBIX
MUKOB Ha Xpomarorpamme
CTaHNapTHOTO pacTeopa (paszen
«KoNnu4ecTBEHHOE OTIpEeNeHNeN)

UV- spectrophotometry /

V®-cnexkrpodoromeTpust

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. / YO-
CIIEKTPBI HOTIOILEHUSA
WCTRITYEMOTO pacTROPA U panTRnpa
CTAHAAPTHOIO 00pasLd KETOPUIdKd
TpomeramuHa B obnactu ot 200 1o
400 HM IOJOKHBL UMETH MaKCHMYMBI
MOINOIIEeHUs Npu 322+2 HM.

Remarks: The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
INoaroroeneno:Nitin Sharma

e\_y

Checked by /
IMposepeno: Pardeep Kumar

1

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens
\

Amit K
mit Kumar /\//,

Reprint Date /
Jara: 09.07.2025

Reprint Date /
Hata: 09.07.2025

Reprint Date /
Jata: 09.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzana, India

Tol: +971 40 1900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

h Road, Baddi,

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS = 19816 5600162
CEPTUPHUKAT AHAJIM3A waresdrreddya.com

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

IIponykr: KeTopon" (xeToposak) pacTBOp JUIs BHYTPHBEHHOIO H BHYTPHUMLILIEYHOTO BBeAeHHUS, 30 MI/ma
Batch No / : V250517 Batch Quantity / : 454545 ampules /
Cepus Ne Oo0bem cepiii 454545 amnyn
Analytical Report No / : 890001818949 Date of Analysis/ : 09.07.2025
AHaJUTHYECKHH oTyeT No JlaTa aHaiu3a

Date of Manufacture / ¢ 06/2025 Date of Expiry / : 05/2027

JlaTa npoH3BOACTBA I'open oo

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

Page2 of 5/ Ctp. 2 m3 5

NN? Test / Iloka3zaTenn Results / PeayabTaThl Specification / Hopma
3 Clarity / [Ipo3payHocTh Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHuys penapara He
JO/DKHA TIPeBbILATh ONAJIECUHEHLHIO
3TajloHa cpaBHEeHMs 1.
4 Color / IliBeTHOCTB 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[ToraoieHune 10MKHO ObITE HE
6onee 0,20 npu ANHHE BONHbI
430 uMm.
5 pH 7.3 From 6.9t07.9./0t16,9 0o 7.9.
6 Particulate matter / Mexanu4eckHne BKJIIOUCHUSA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements.
Buaumble 4acTHLb! /
B coOTBETCTBUH C TpeOOBAHUAMH.
6B Invisible particles /
HeBuaumeie yacTULbL:
i. Particles> 10 pm/ 67 not more than 6000 per ampoule /
YacTHn pasMepoM > He 6onee 6000 Ha amnymy;
10 Mkm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHL pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoncTeennble npumecu
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusim H/J 3axmwuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno:Nitin Sharma IMpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBogurens
) Amit Kumar -
*‘y 4"_” fi\ //
Reprinl Dale / Reprint Date / Reprint Date / '
Jlara: 09.07.2025 Hara: 09.07.2025 Hara: 09.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
wwiw.drreddys.com



Dr, Reddy's Laboratories Ltd.
ferimulation Unit-6
Viil. Kho!l, Malagarh Road, Baddi,
Dist inn, LR, 172 205, INDA
CERTIFICATE OF ANALYSIS .-
CEPTUDPUKAT AHAJIU3A

Dr.Reddy’s ‘,‘:“o

816E 56001-02

wwwe drreddys.com

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

Ipoaykr: Kertopon® (keTopo/ak) pacTsop AUTS BHYTPMBEHHOTO H BHYTPMMBILIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V250517 Batch Quantity / : 454545 ampules /
Cepus Ne O0BbeM cepiu 454545 amnyi
Analytical Report No / : 890001818949 Date of Analysis/ : 09.07.2025
AHaJuTHYecKHil oTueT Ne Jara ananusa
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JaTa npon3BogcTBA I'onen no
Analysis performed according ND / Anaan3 nposegen no HJI: JI1-001365-230124

Page3 of 5/Crp.3 u35

I}? Test / IlokazaTteJb Results / Pesynabratsl Specification / Hopma
Impurity A / ITpumecs A 0.09% not more than 0.20 % / ne Gonee
0,20 %;
Impurity B / ITpumecs B | Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Huxe nipenena obHapyxenus (110 = 0,50 %;
0.014 %)
Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He 6onee
Huxe npenena obHapyxenus (I10O = 0.50 %:
0.010%) ’ ’
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / ne Gonee
Hwxe npezaena obHapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gonee
impurity / Equnminas Huxe npesiena KOMUECTBEHHOTO 0,20 %.
HEUIEHTHYHLHPOBAHHAS onpenenenns (ITKO = 0.050%)
PUMEChH
Total impurities / Cymma 0.1% Not more than 1.50 % / He Oonee
npuMecei 1,50 %.
8 Extractable volume / 10.2 ml/ 10.2 M7 Not less than 10.0 ml (collectively
N3Bnekaemblit 00beM measured volume of 10 ampoules) /
He menee 10,0 ma (06beM,
H3MCPCIIIL 110 0C10DAIIIH
o0beIMHEHHOTO colepumoro 10
aMITyn)

Remarks: The Product confirms to ND/
[Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeOoBanusam HJ

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Jara: 09.07.2025

JHara: 09.07.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosrneno:Nitin Sharma Iposepeno: Pardeep Kumar Ono6peno: Menemkep / Pykopoaurens
) «:4’/ - Amit Kumar A —
A} / a y s
Reprint Date / = Reprint Date / Reprint Date /

Hara: 09.07.2025

Registered Office: $-2-337, Road Neo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddv's Laboratories Ltd.
Formulation Unit-6
Vilh Khoi, Natagarh Road, Baddi,

Diatt. Solan, H.P, 172 205, INDIA

CERTIFICATE OF ANALYSIS

Pl SHERLOE SOUL LU

1Y

CEPTUPUKAT AHAJIIU3A o direddys.coin

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

Ilpoaykr: Kertopon®™ (keToponak) pacTBop Ui BHYTPHBEHHOIO ¥ BHYTPHMBIILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V250517 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001818949 Date of Analysis/ : 09.07.2025
AHanuTH4YecKHi oTyeT No Jara anajmsa

Date of Manufacture / : 06/2025 Date of Expiry / : 0572027

JlaTa npou3BoOACTBA T'ogen g0

Analysis performed according ND / Anaaus nposeaen mo HJI: JII1-001365-230124

Paged4of 5/Crp. 4u3 5

I}? Test / IlokazaTenn Results / PesynasTaTsl Specification / Hopma
9 Bacterial endotoxins / <=(.725 EU/mg Not more than 5.8 EU/mg of
BakTepHajbHbIe /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 ED/mr KeToponaka
TpOMeTaMMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITBH
CTrepuabHOCTD (1151 KakAoH CTEpHJIEHBIM.
15-o0ii cepun)
11 Assay / KosuuecTBeHHOE 30.19 mg/30.19 Mr From 27.0 mg to 33.0 mg of
onpeaesicHue Ci9H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr Ci9H24N>Og (keTOpONaka
TpomeTramon) B 1 M.
12 Alcohol content / ITanon 11.87 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in classI (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
[lo 1 wMn B ammylsl u3 | carton pack/
CBETO3AIUMTHOTO CcTekna TeMHo- | Ilo 1 Mo B aMmoynsl U3
kopuuHeBoro kiacca I (USP). B CBETO3aIUTHOTO CTeKla TEMHO-

Remarks: The Product confirms to ND/
[Mpumeyanue: [IponykT cooTBeTcTBYeT TpeboBanram H/JI

Conclusion : APPROVED /
3axmouenne;: OJJOBPEHO

Prepared by /
Ionroroeneno:Nitin Sharma

Sy

L

Checked by /
[Tposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoautens
Amit Kumar ~

N‘/
o
—

Reprint Date /
Hara; 09.07.2025

Reprint Date /
Hata: 09.07.2025

Reprint Date /
Jara: 09.07.2025

i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tol: 491 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;‘

Or. Reddy's Laboratories Ltd,
Eorraulation Unit-6

oad, Baddi,

205, iNDiA

CERTIFICATE OF ANALYSIS o 010000 O
CEPTUPUKAT AHAJIM3A wiww. drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 IIpoaykr: Ketopon" (keToponiak) pacTBop Ajisi BHyTPUBEHHOIO M BHYTPMMBILIEYHOrO BBeACHHS, 30 mMr/mi
Batch No / : V250517 Batch Quantity / : 454545 ampules /
Cepust Ne Oo0bem cepun 454545 amnyn
Analytical Report No / : 890001818949 Date of Analysis/ : 09.07.2025
ApanuTudyeckuii oTyeT Ne Jara ananusa

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

Hara npon3BoJcTBa T'onen g0

Analysis performed according ND / Ananu3 nposesaen mo HJI: JIT1-001365-230124

Page5of 5/Crp. 5u3 5

1}00 Test / IlokxazaTenb Results / PesyjibTaTnl Specification / Hopma
BEepXHeil 4acTd amMnysbl HaHECEHD! kopudHesoro ugera kiacca I (USP).
KOJIbLIO W TOYKa ans paznoma. Ha | B BepxHeil yacTH amIty/ibl HAHECEHBI
aMmIyJly HakJeHBalOT 3THKETKY. KOJIBIIO W TouyKa Ui pasiioma. Ha
ITo 10 amnyn ¢ MHCTpYKUMEN MO | aMmilyjly HaKJIEHUBAKOT 3THKETKY.
NIPUMEHEHHIO nomewiaror | Ilo 10 ammys ¢ HHCTPYKIMEH IO
B [IBX/antoMuHuEBbI OnUCTEp. NIPUMEHEHHIO B
ITo 1 Gnuctepy B nauky KaprouHywo. | I[IBX/amomunuerniii 6nucrep. Ilo
1 6ucTepy B MayKy KapTOHHYIO;
ons cmayuoHapos: mo 2, 3. 5
GJIMCTEPOB B MA4YKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetcTBUM ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumeniom
XpaHeHue OT CBeTa MecTe Ipu Temneparype He Boiile 25 °C. He 3amMopakuBarh.
16 Shelf-life / Cpok roasoctTn 2 years. / 2 roza.

API name / Haumenoauue AD®C:

Ketorolac Trometamol / KeToposiaka TpoMeTaMon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoaurtens APC:

2KTMO0010125

FP Manufacturer API Batch number /
Homep cepuu cy6ctanumu apoussoauntesst LJI@D:

FESA00073

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

Symed Labs Ltd., India /
Caiimen Jla6e JITa., Unaus

Remarks: The Product confirms to ND/
Ipumeuanue: [TpogykT cooTBeTcTBYET Tpebopanusam H]

Conclusion : APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarororneno;Nitin Sharma ITpoeepeHo: Pardeep Kumar Onobperno: MeHne ukep / PykoBoaurens
“_y b‘r/ Amit Kumar \ P s

Reprint Date / Reprint Date / Reprint Date / :

Jata: 09.07.2025 [Hara: 09.07.2025 Hara: 09.07.2025

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: L85295AP1934PLCO04507
www.drreddys.com




