Dr.Reddy’s ‘,’:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.

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

Tei: +91 95166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Ketopon™ (keToposak) pacTBop juisi BHyTPHBEHHOTO M BHYTPHMBILIEHHOT0 BBefeHus, 30 mr/mn
BatchNo/ : V250494 Batch Quantity / : 454545 ampules / N
Cep#n Ne Oo6bem cepuu 454545 amnyn
Analytical Report No / : 890001817133 Date of Analysis / : 25.06.2025
AHaJIITHYECKHH oTUeT No JlaTa anaausa

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

Jara npou3BojcTBa T'open no

Analysis performed according ND / Ananuns nposenen no HJI: JII1-001365-230124

Page 1 of 6/Crp. 1 u36

/ [Mpo3pauHblit
pacTeop.

OecLBETHBIH

1;.00 Test / IToka3zaTenn Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear, slightly yellow color solution. | Clear colorless to slightly yellow

color solution. / TIpo3paunsblii
pacTBoOp OT OECLBETHOFO A0 CBETIIO-
JKEJITOro LBETA.

2 Identification /
IopaMHHHOCTDL

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) / BpemeHa
yIAEPXKMUBaHUA OCHOBHbBIX NUKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBOpa JOKHbI COOTBETCTBOBATh
BpEeMEHaM YAEPXHBAHMs OCHOBHBIX
MTHKOB Ha XpoMaTorpamme
CTaHJapTHOrO pacTBopa (pasmel
«KomiyecTBeHHOE OTIpeIeNIEHUE)

Remarks : The Product confirms to ND/
Mpumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
IoarotorneHo: Yogesh

Chauhan / /

Checked by /
IIporepeno: Rajeev Gandhi

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

Amit Kumar _
N

Reprint Date /
Jara: 25.06.2025

Reprint Date ya
Jara: 25.06.2025

Reprint Date / '
Hara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 29599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratcries Ltd.
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? Formulation Unit-6
Dr. R&d dy S ‘.... Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS ol : +01 99166 56001-02
CEPTUOUKAT AHAJIN3A www. drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon" (keToponak) pacteop Juls BHYTPHBEHHOrO W BHYTPUMBILEYHOrO BBEACHH, 30 mr/mn
BatchNo / : V250494 Batch Quantity /  : 454545 ampules/
Cepmn Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001817133 Date of Analysis/ : 25.06.2025
AHaJiuTHYEeCKHH oTyeT Ne JMata anannsa
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
JaTra npousBoacTsa T'ogen oo
Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-230124
Page2 of 6/ Ctp. 2 m3 6
1;.00 Test / [loka3zaTennb Results / Pe3ysabTaTsl Specification / Hopma
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
Y®-cnexkrpodoromMeTpus CootBeTCcTBYET soligm gnd) (g tplption’ ©f (18
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 £ 2 nm. / V®-
CTIEKTPBI MOTJIOLIEHHSI
MCIBITYEMOTO PacTBOpa U pPacTBopa
cTaHmapTHOro ofpasla Keroponaxa
TpoMeTaMHHa B obnacti oT 200 no
400 HM J10JTXHbI UIMETb MAKCHUMYMbI
nornouieHyus npu 322+2 Hu.

3 Clarity / Ilpo3pa4yHocTb Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnajecueHuys NMpenapara He
JIOIKHA NPEBLIIIATE ONAeCICHIHIO
JTanoHa cpaBHEHus 1.

4 Color / lIBeTHOCTD 0.05 Absorbance should be not more
than 0.20 at 430 nm. /

[Toryomenue NOJDKHO ObITh HE
6onee 0,20 npu J1KHHE BOJIHEI
430 Hm.
5 pH 7.3 From 6.9t07.9./0t16,9 10 7,9.
6 Particulate matter / Mexanu4ecKue BKJIANYEHUSA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tipvmewanue: [TpoaykT cooTeeTcTBYET Tpebopanusam HJ| 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Yogesh [TposepeHo: Rajeev Gandhi Opnobpeno: Menemkep / PykoBoaurens
Chauhan ' Amit Kumar N
W - /\/
[ /e e
Reprint Date / Reprint Date / Reprint Date /
JHara: 25.06.2025 Jara: 25.06.2025 Jara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851295AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDiA
Tel: +91 Y3166 56001-02
www.drreddys.com

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

Hpoaykr: Ketopon" (keToposiak) pacTBOp AJi BHYTPHEEHHOIO i BHYTPHMbILICYHOrO BBEACHHS, 30 mr/mn
BatchNo / : V250494 Batch Quantity/  : 454545 ampules /
Cepmn Ne Oo6beM cepun 454545 amvnyi
Analytical Report No / : 890001817133 Date of Analysis/ : 25.06.2025
AHaJIHTHYECKHI oTueT Ne JlaTa anannza

Date of Manufacture / : 05/2025 Date of Expiry / : 0472027
|/laTa npou3BoaACTBA T'onen no

Analysis performed according ND / Auasn3 nposexen nmo HJI: JI[1-001365-230124

Page30f 6/ Crp.3u3 6

No

No Test / IToka3zaTenn

Results / PesynbTaTsl

Specification / Hopma

6A Visible particles /
BuaymMele yacTHLbI

Complies / CoOTBETCTBYET

Should correspond to requirements.
/

B cOOTBETCTBUU C TPEOOBAHUSMMU.

6B Invisible particles /
HeBunumbie YacTULbI:

Hmke npeaena obHapyxenua (I10 =
0.010%)

Tmpurity D / Tpuvecn D

Below LOD (LOD = 0.014 %) /
Hmxe npenena obuapyxenus (110 =
0.014 %)

i. Particles> 10 pm/ 42 not more than 6000 per ampoule /
YacTun pasMepom > He 6onee 6000 Ha ammyny;
10 MM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUL pa3sMEPOM > He Oonee 600 Ha ammyny.
25 MKM
] Related substances / PoacTBeHHbIe TpHMECH
Impurity A / [Ipumecs A 0.10% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Tpumect B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He OGonee
Huxe npenena o6napysxenus (II0= | 0 50 %;
0.014 %)
Impurity C / [pumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / ue Gonee

0,50 %;

not more than 0.20 % / He Gonee
0,20 %.

Remarks : The Product confirms to ND/
Tipumewanve: TIpoaykr cootBeTcTByeT Tpebosanusm H/T

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO

Prepared by /
[oarotosnexo: Yogesh

Chauhan A/
s

Checked by /
Ipoepeno: Rajeev Gandhi

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / Pykosoaurens
Amit Kumar

i L
A

Reprint Date /
Jata: 25.06.2025

Reprint Date /
Hara: 25.06.2025

Reprint Date /'
Jlara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +81 40 4900 2900, Fax: -+91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.comn




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 95166 56001-02
www.drreddys.com

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

IIpoaykr: Ketopon" (KeToponak) pacTsop JUis BHYTPMBEHHOTO W BHYTPHMBILIEYHOTO BBeAeHH, 30 mr/mn
Batch No / : V250494 Batch Quantity / : 454545 ampules /
Cepsig Ne O6bem cepun 454545 amnyan
Analytical Report No / + 890001817133 Date of Analysis/ : 25.06.2025
AHaJjurnyeckuii oTyer Ne JlaTa apaam3za

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

Jara uponssoacraa Togen o

Analysis performed according ND / Ananns nposexen mo HJI: JII1-001365-230124

Page40f 6/ Crp. 4u3 6

i? Test / [loka3zaTesib Results / Pe3ynbTaThl Specification / Hopma
Individual unidentified Not more than 0.20 % / He Gonee
impurity / EquHnuHas 0,20 %.

HeUJICHTU(ULHPOBAHHAS

npUMech 0.06%

Total impurities / Cymma 0.2% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
Hsenekaemslii 06bem measured volume of 10 ampoules) /

He menee 10,0 M (06beM,
H3MepeHHbIH Ha OCHOBAHUH
obLennHeHHOro coaepxumoro 10
aMITyJt)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BaktepuanbHble /<=0.725 ED/mMr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHbI 5,8 EQ/Mr KeToposnaKa

TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITh
CTepuAbHOCTD (A KaxKAoH CTEPUITbHBIM.
15-0ii cepun)

11 Assay / KosinuecTBeHHOE 29.51 mg/29.51 mr From 27.0 mg to 33.0 mg of
onpeaesieHHe Ci9H24N2Og (Ketorolac

Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr C9H24N20Og (keTOpOJIaKa
TpoMeTamon) B 1 M.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
1 Tipumeuanue: TIpoxykT cooTBeTCTBYET Tpedosanusm HJ Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Yogesh | ITposepeno: Rajeev Gandhi Opobpeno: Menemxkep / Pykosoautenb
Chauhan ‘/ C_/ Amit Kumar .
s th‘;/' /\/ -
L >, -
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.06.2025 Hara: 25.06.2025 Hara. 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘.‘:’.

“Product ; /

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

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

ill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
lel : +91 93166 H56001-02
www.drreddys.com

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 rng/rnl_

IpoAyKT: Keropon" (keroponak) pacTsop iA BHYTPUBEHHOTO M BHYTPUMBILIEHHOTO BBC/ICHHA, 30 mr/mn
Batch No / 1 V250494 Batch Quantity / : 454545 ampules/ |
Cepus Ne O6bemM cepuy 454545 amiyi
Analytical Report No / : 890001817133 Date of Analysis/ : 25.06.2025
AHAJIHTHYCCKHH oTUeT N2 JlaTa ananusa
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
|[laTa npousBoacTBa Topen o

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

Page50f6/Crp. Su3z 6

1;.? Test / Iloka3zaTe/b Results / PesyabTaThl Specification / Hopma
12 Alcohol content / ITaHon 12.06 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/00) no 13,10 %
(06/06).
13 Packaging / Ynakoeka 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
[lo 1 wmn B amnynsl w3 | carton pack/
cBETO3alUTHOrO crewna TemMHo- | [lo 1 wMnm B aMoyner  u3
kopuuneporo kiacca I (USP). B | cBETO3alIMTHOrO CTEKIAa TEMHO-
BEpXHell yacTH aMIyNbl HaHeceHbl | kopHuHeBoro useta kiacca I (USP).
KOJBLIO M TOYKa Ajd pasioMa. Ha | B BepxHei 4acTu aMITysbl HAaHECEHBI
aMITyJly HaKNeUBaIOT ITUKETKY. KOIIBLIO M TOYKa Juid padioMa. Ha
ITo 10 ammyn ¢ MHCTpyKUHWeH I10 aMIly/ly HaKNE€UBAIOT 3TUKETKY.
NMPUMEHEHHIO nomewaror | ITo 10 aMmyn ¢ MHCTpYKLMEH 10
B [IBX/anoMuHueBbIi OHCTED. MPUMEHEHHIO B
ITo 1 6nuctepy B nauky kaproHHyo. | IIBX/amomnnuesbiii 6iuctep. Ilo
1 6naucTepy B Madky KapTOHHY!O;
ona cmayuonapog: mo 2, 3, 5
OJIUCTEPOB B MAYKy KAPTOHHYTO.
14 Labelling / Mapkuposka According to ND / B cooreetcTBuu ¢ HJI.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tprmeuanue: IpoaykT coorBercTBYeT TpeboBanusam HJL 3axumouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: Yogesh ITporepeHo: Rajeev Gandhi Onobpeno: Menemkep / Pykopoautes
Chauhan 4 N Amit Kumar
| . g
Reprint Date / Reprint Date/ Reprint Date /
Hata: 25.06.2025 JlaTa: 25.06.2025 Hara: 25.06.2025

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

500034, Telangana, India

Tel: +©1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

vill. Knol, Natagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIiA

Tel : +91 98166 56001-02

Xpanenue

CEPTHOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml a
IIpoaykr: Ketopon™ (keToponiak) pacTeop /U1t BHY TPUBEHHOTO 1 BHYTPUMbIIE4HOro BBesiennd, 30 mr/ma
Batch No/ : V250494 Batch Quantity / : 454545 ampules /
Cepna Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001817133 Date of Analysis/ : 25.06.2025
AHaJIMTHYIECKHH oTyeT Ne JlaTa ana/Ju3a
Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027
JlaTa npoH3BOACTBA I'ogen no
Analysis performed according ND / Ananus nposexen mo HJI: JIT1-001365-230124
Page 6 of 6/ C1p. 6 u3 6
‘1;.00 Test / [lokazaTesb Results / PesyabTaTsl Specification / Hopma
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuinennom

OT CBeTa MecTe Nnpu Temrneparype He Bolie 25 °C. He 3aMOpaXXuBath.

16 Shelf-life / Cpox roanocTu

2 years. / 2 roja.

API name / Haumenosanue ADC:

Ketorolac Trometamol / Keroponaka TpoMETaMosl

Homep cepuu cy6eTanunn nponssoautes I'JID:

INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepuu npoussoaurens APC: 2KTM0641024
FP Manufacturer API Batch number /

FERA00706

IMpouseoautenn ADC, cTtpana:

API Manufactured by & country /

Symed Labs Ltd., India /
Catimen Jlab6c JIta., Uaaus

Remarks : The Product confirms to ND/
Tpumeuanue: ITpoaykr coorsercTBYeT TpeboBanmsM HJL

Conclusion : APPROVED /
3axawuyenune: OJJOBPEHO

Prepared by /
[MoarotoBneno: Yogesh _
Chauhan j

Checked by /
IMpoeepeno: Rajeev Gandhi

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoauTens
Amit Kumar
L
N~

Reprint Date /
Hara: 25.06.2025

A
b
Reprint Date /

Jlara: 25.06.2025

Reprint Date/ "

Hara: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com



