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

@
Dl". Reddy,s ‘.... yill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIiA
CERTIFICATE OF ANALYSIS  el: 5103168 5000102
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKrT: Keropon® (keToponak) pacTsop U1 BHYTPHBEHHOIO M BHYTPHMBbILIIEUHOTO BBEAeHUA, 30 Mr/mn
Batch No / : V250332 Batch Quantity / : 454545 ampules /
Cepusn Ne O0BbeM cepus 454545 amriyn
Analytical Report No / : 890001805408 Date of Analysis/ : 30.04.2025
AHaJMTHYECKHIT oTyeT No JaTta anaauza
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTta npoH3BOACTBA T'open go
Analysis performed according ND / Anaaus nposeaen mo HJI: JII1-001365-230124
| Pagelof5/Crp. 1m35
i.:) Test / lloka3zaTesib Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3pauHslif 6ECUBETHBIN pacTBOP. color solution. / TIpospaunblii
pacTteop oT GeCLIBETHOTO 0 CBETJIO-
HKENTOrO LBETA.
2 Identification / The retention times of the main
MoanuHHOCTDL peaks in the chromatogram of test
solution should correspond to those
LELC/ BN Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
COOTBETCTBYET
yIEP)XKUBaHUS OCHOBHBIX NMUKOB Ha
XpoMarorpamme HCIBITYEMOTO
pacTBopa JOMKHBI COOTBETCTBOBATD
BpeMEHaM YIEpXKUBAHUSA OCHOBHBIX
MUKOB Ha XpoMmarorpamme
CTAHAApPTHOTO pacTBopa (pasfmen
«KomiecTBeHHOE ONPEAEICHUE)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
Veb-criexTpodoToMETpUA ST 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. / V-
CIEKTPHI HOTJIOLIEHUSA
UCIIEITYEMOTO PacTBOpa U pacTsopa
cTaHmapTHoro o6pasla KeToponaka
TpoMeTamuHa B obnactd ot 200 1o
400 HM JOMXHBI UIMETh MaKCHUMYMBI
[OTNOIEHHs Npu 322+2 AM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [ponykr coorseTcTBYET TpeboBanuam HJI 3akmwouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosneno: Ramakant I[Tposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoauresnb
.f Amit Kumar A
/ e -/\ —_
Reprint Date / \ Reprint Date / Reprint Date / !
Jara: 30.04.2025 Jara: 30.04.2025 Jlata: 30.04.2025

Registered Office: 8-2-327, Rozd No. 3, Ranjara Hills, Hyderabad - 260034, Telangana, India
Tei: +51 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1C004507
www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS i 0193188 56001 02

CEPTUDPHUKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Ketopon™ (keToponak) pacTBop Juisi BHYTPHBEHHOTO M BHYTPHUMBILIEYHOTO BBeIeHUS, 30 Mr/Mn
Batch No / : V250332 Batch Quantity / : 454545 ampules /
Cepns Ne O0bem cepHH 454545 amnyn
Analytical Report No / : 890001805408 Date of Analysis/ : 30.04.2025
AHaJluTHYeCKHI 0TUeT Ne JaTta ananauza

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jlara npou3BoACTBA T'ogen no

Analysis performed according ND / Anann3 nposenen no HJI: JII1-001365-230124

Page2 of 5/Crp.2m3 5

No

Test / lloka3zaTenn
Ne

Results / Pe3yabTaThl

Specification / Hopma

3 Clarity / Hpo3pauyHocThb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OmanecueHIys npenapaTa He
JOJDKHA NPEBbILIATh ONaIeCEHLMIO
3TaNOHa cpaBHEeHHUs 1.

Buaumsie 4acTHUBL

4 Color / llBeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
IMornoumenne JOMKHO OBITE HE
6onee 0,20 npy InuHE BOJHbI
430 um.
5 pH 6.9 From6.9t07.9./016,9 0o 7,9.
6 Particulate matter / MexaHnuyecKkHe BKJIOYeHHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements.

/
B cooTBeTCTBUH C TpGGOBaHI/IﬂMH.

6B Invisible particles /
HeBuauMble 4aCTHLIBL:

i. Particles > 10 pm/ 50 not more than 6000 per ampoule /
YacTul pasMepom > He 6onee 6000 Ha amITyiLy;
10 Mxm
ii. particles>25 pm/ 04 not more than 600 per ampoule /
YaCTHUL pa3MepOM > ue 6onee 600 Ha amnyy.
25 MKM
7 Related substances / PoacTBeHHbIe MpUMecH

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
IMoarororneno: Ramakant [Iposepeno: Pardeep Kumar
[.

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogurenb

Amit Kumar = Lﬁ
[
¥

Reprint Date / Y
Jara: 30.04.2025

Reprint Date /
Jlarta: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4C 4900 29S8, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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
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CEPTUOPHUKAT AHAJIM3A  www.drreddys.com

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

IIpoaykr: Keropon" (keToponak) pacTBOp /it BHYTPHBEHHOIO W BHYTPHMBILIEYHOrO BBeAeHHS, 30 Mr/ma
Batch No/ : V250332 Batch Quantity / : 454545 ampules /
Cepns Ne O0Bem cepun 454545 amnyn
Analytical Report No / : 890001805408 Date of Analysis/ : 30.04.2025
AHaJHTHYECKHI oT4eT Ne Jara anaiu3a

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JaTa npoH3BOACTBA F'open pno

Analysis performed according ND / Ananns nposexen mo HJI: JIT1-001365-230124

Page3 of 5/Crp.3mu35

1}00 Test / ITokazartenb Results / Pe3yabTaTs! Specification / Hopma
Impurity A / Ilpumecs A 0.09% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / ne 6Gonee
Huxe npenena o6napyxenus ([10 = 0,50 %;
0.014 %)
Impurity C / Ipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / ue OGonee
Hmxe npenena o6Hapyxenus (I1O = 0.50 %:
0.010%) T
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6Gonee
Hwuxe npenena obHapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He Gonee
impurity / EquxidHas Huke Ipejiena KoJH4ecTBEHHOTO 0,20 %.
HeUACHTUHIMPOBAHHAS onpenenenus (ITKO = 0.05%)
TIpUMeCh
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecet 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 M Not less than 10.0 ml (collectively
H3eiiekaeMblii 00bem measured volume of 10 ampoules) /
He menee 10,0 mut (06bem,
W3MEepEeHHbIH Ha OCHOBaHUH
00beqMHEHHOTO CoaepXXuMoro 10
aMmIyn)

Remarks : The Product confirms to ND/
INpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

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

[Toarorosneno: Ramakan IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurensb
KLS'— J Amit Kumar -

Reprint Date / i Reprint Date / Reprint Date / '

Hara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Jelangana, India
Tel: +G1 40 4900 2500, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6
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CEPTUPHUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (keTopojiak) pacTBop sl BHYTPUBEHHOTO ¥ BHYTPHMBIIEYHOrO BBeieHusl, 30 mr/mn
Batch No / : V250332 Batch Quantity / : 454545 ampules /
Cepus Ne O0bem cepHH 454545 amnyn
Analytical Report No / : 890001805408 Date of Analysis/ : 30.04.2025
AnajiurugyeckHii oTuer Ne JlaTa anajgu3za
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npon3BoAcTBa I'ogen no
Analysis performed according ND / Anann3 npoeenen no HJI: JIT1-001365-230124

Page4 of 5/Crp. 4u3 5

1}00 Test / ITokaszaTenn Results / PesyabTaTbl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTrepnasbHbie /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
3HAOTOKCHHEI 5,8 E3/mMr KEeTopoaKa
TpOMeTaMHMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITH
CTepuiibHOCTD (AJ18 KaXAOMH CTEPHJIbHBIM,
15-o0ii cepuu)
11 Assay / KosiuuecTBeHHOE 31.07 mg/31.07 mr From 27.0 mg to 33.0 mg of
onpejeseHe Ci9H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr CoH24N20s (keTOpOnaka
TpomeTtamon) B 1 ML
12 Alcohol content / ITanon 11.89 % From 10.60 % (v/v) to 13,10 %
(viv)./
Ot 10,60 % (06/06) mo 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 cutring 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.
PV(C/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ho 1 mMn R ammynwl Uz carton pack /
CBETO3ALUTHOrO cTekna TeMHo- | Jlo 1 wMm B ammynsl  u3
kopugHeBoro kiaacca I (USP). B | CBETO3aIUMTHOrO CTEKIda TEMHO-

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeGoranusm HJJ

Conclusion : APPROVED /
3axmouenne: OJ[IOBPEHO

Prepared by /
IMoagrorosieHo: Ramakant

oS

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBE}_‘UITe_ﬂb
Amit Kumar

{\//

Reprint Date / \
Hata: 30.04.2025

Reprint

JHarta: 30.04.2025

Date /

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com
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Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
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CEPTUOHKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponyxr: Ketopon® (keToposiak) pacTBOp juisi BHYTPHBEHHOIO M BHYTPUMbILIEYHOrO BBEAEHNUS, 30 Mr/m
Batch No / 1 V250332 Batch Quantity / : 454545 ampules /
CepHs No Oo6bem cepun 454545 amnyn
Analytical Report No / : 890001805408 Date of Analysis/ : 30.04.2025
AHaJMTHYECKHIH oTUeT Ne JlaTta ananau3a
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npou3BOACTBA Fonen no

Analysis performed according ND / Anaun3s nposeaen no HJL: JIT1-001365-230124

Page50of 5/Ctp. 5u3 5

No

Test / IlokazaTennb
Ne

Results / PesyabTaTsl

Specification / Hopma

BEpXHEH HacTH aMIlysibl HAHECEHbl
KOJNIBIIO W TO4YKa JUIs pasnoma. Ha
aMITYJly HaKJIeUBalT ITHKETKY.

[To 10 amnyn ¢ MUHCTpykuMeil IO
NPUMEHEHUIO HOMELLAIOT
B [IBX/antomuHueBbId 61HMCTED.

ITo 1 6ancTepy B Ma4Ky KapTOHHYIO.

KopHruHesoro ugeta kiacca I (USP).
B BepxHeii 4acTH amnyJibl HAHECEHBI
KOJIBLO M TOuka It padioma. Ha
aMnyJy HaKJIEMBaIOT 3THKETKY.

Ilo 10 amnyn ¢ MHCTpYKLUMEH MO
MPUMEHEHHIO B
IIBX/antomuuueBslit Onuctep. Ilo
1 GnucTepy B nadky KapTOHHYIO;
ons  cmayuonapog:. no 2, 3, 5
GJHCTEPOB B NaUKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cOOTBETCTBUH C

HJ.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumieHHoM
OT CBeTa MecTe npu TeMneparype He Boime 25 °C. He 3aMopaXXuBaTh.

16 Shelf-life / Cpok rognoctn

2 years. / 2 ropa.

API name / Hanmenoranue A®C:

Ketorolac Trometamol / KeToponaka TpomeTaMo

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepuu npousBoautens ADC:

2KTM0601024

FP Manufacturer API Batch number /

Homep cepuu cy6eTanuuu npoussoguress I'JId:

FERA00632

API Manufactured by & country /
Hpoussoaurens ADC, crpana:

Symed Labs Ltd., India /
Caiimen JIa6c JIta., Muaus

Remarks : The Product confirms to ND/

[Tpumeyanue: ITpogykT coorBeTcTBYeT TpeboanusM HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarotorneno: Ramakant ITpoeepeHo: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
d_lj __)L _ Amit Kumar A
= s N
Reprint Date / \” Reprint Date / Reprint Date / |
Hara: 30.04.2025 Jata: 30.04.2025 Hata: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +S1 40 4900 2900, Fax:

+91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




