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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIHM3A ’ ’

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIporyxT: Keropon" (ketoponak) pacTBOp /Ul BHYTPHBEHHOIO M BHYTPHMBILICUHOTO BBCACHHA, 30 mr/mn
Batch No / : V230705 Batch Quantity / : 272727 ampules /
Cephia Ne O0beM cepHu 272727 amnyn
Analytical Report No / : 890001691880 Date of Analysis / : 30.09.2023
AHaJuTHYecKHii oTyeT Ne Jlata asaau3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTra npon3BoJcTBA T'ogen 10
Analysis performed according ND / Auanus nposeaen no HJA: JIT1-001365-170222

Page 1 of 5/ Crp. 1 m35

1}? Test / [Toka3zaTennb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanne Clear pale yellow solution. / [ Clear colorless to pale yellow solution.
[Tpo3pauHbIi ceTno-xkentslit | / Tlpo3pauHblit OeCUBETHBIN WM
pacTBop. CBETJIO-KENThIH pacTBOP.

2 Identification /
TloaMMHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIep>KMBaHUs. OCHOBHBIX NHMKOB Ha
XpoMaTorpaMme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIEp)KMBaHHsI OCHOBHBIX NMHUKOB Ha
XpoMaTorpamme CTaHJAAPTHOTO
pacTBopa KeTopoliaka TpOMETaMUHa
U HanmpoKCeHa (pasnen
«KonuyecTBEHHOE OTIPEENCHUEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
ylepXKUBaHUsl OCHOBHBIX IIMKOB Ha
XpoMaTorpamMmme HCIBITYEMOTO
pacTBOpa JODKHBI COOTBETCTBOBATH
BpeMEeHaM YICPXKUBAHHS OCHOBHBIX
MHKOB Ha XpOMaTorpamMmme
CTaHJapTHOTO pacTBOpa KETOpoJaka
TPOMETAMMHA U HampokceHa (pasnen
«KO0JIM4ecTBEHHOE OTIPEIEIEHHE)

3 Clarity / IIpo3pauHocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecLeHuus
npenapara He JOJDKHA NPEBLIIuaTh
OITaTeCLIEHIMIO ATAJIOHA cpaBHeHUs L.

4 Color / IIBeTHOCTb 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IMHE BONHEI
430 Hm.

5 pH 7.41 From 6.9t07.9./016,9 10 7.9.

Remarks: The Product confirms to ND/
[Mpumeuanue: [Ipoaykt cooTBeTcTBYyeT TpebopanuamM HJJ

Conclusion: APPROVED /
3akaouenune: OJJOBPEHO

Prepared by /
[Moarotosneno: Pardeep

Kumar E

Checked by /
[Tposepeno; Himesh Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxdp / Pykosoaurens
Abhishek Chauhan \

Reprint Date /
Jata:30.09.2023

Reprint Date /
Hara: 30.09.2023

Reprint Date /
Jara: 30.09.2023

Rosistered Gitice: 8-2-337, Road Na. 3, Banjara Hills, Hyzc
Tel: +01 40 4900 2900, Fax: +91 30 4900 2548, tm

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  \yww.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykrT: Ketopon® (keToposiak) pacTBOp [fisl BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBeeHUA, 30 mMr/mi
Batch No / : V230705 Batch Quantity / : 272727 ampules /
Cepla Ne O6bemM cepun 272727 amnyn
Analytical Report No / : 890001691880 Date of Analysis / : 30.09.2023
AHaJIATHYECKHH oTueT N2 JaTa ananu3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JaTa npou3BoACTBA I'oneH no
Analysis performed according ND / Anayms nposenen mo HJI: JI1-001365-170222
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6 Particulate matter / MexaHu4ecKHe BK/IIOYEHUS
6A | Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuaumMeie yacTHLBI B cooTBeTcTBUH C TPeOOBAaHUSIMH.
6B Invisible particles /
HeBuayMele YacTHIbL:
i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
YacTun pasMepom > He 6onee 6000 Ha ammyny;
10 MxM
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YacTHl pa3sMepoOM > He 6onee 600 Ha ammmyny.
25 MKM
7 Related substances / PoacTBeHHBIE IpUMeECH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He O6ojee
0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He 6onee
Huxe nmpemena o6Hapyxenus (110 = 0,50 %;
0.014 %)
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He O6onee
Huke TpeieNa KoJM4eCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20 % / ne 6onee
Below LOD (LOD =0.014 %) / 0.20 %.
Hmxe npeznena o6Hapyxenus (I10 ’
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6omee
Enunuudas HenaeHTuGUIu- 0,20 %.
pOBaHHas MPUMECh

Remarks: The Product confirms to ND/
IMpumeyanue: [Tpoaykrt cooTBeTcTBYET TpeboBanuam HJ

Conclusion: APPROVED /
Zakaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pardeep IMposepeno; Himesh Kumar | Onobpeno: Menemxkep / PykoBoautesns
Kumar i (’_‘:)_J/L" Abhishek Chauhan L \
Reprint Date / Reprint Date / Reprint Date / )
Jlata:30.09.2023 JHara: 30.09.2023 Jara: 30.09.2023

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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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TponyKT: Keropon” (keToponak) pacTBOp Ul BHYTPHBEHHOIO M BHYTPUMBILIEYHOrO BBEACHNUS, 30 Mr/mi
Batch No / : V230705 Batch Quantity / : 272727 ampules /
Ceptsa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001691880 Date of Analysis / + 30.09.2023
AHaJuTHYecKH# oTyeT Ne Hdara aHand3a

Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JaTa npou3BoiacTBa T'open go

Analysis performed according ND / Anaiu3s nposenen no HJI: JIT1-001365-170222

Page3 of 5/Crp.3 w3 5

H3Baekaemblii 00beM

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /

He meHee HomuHanbHOro (1,0 mi)

9 Bacterial endotoxins /
BaxrepHanbHble
3HIOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOpOJIaKa TPOMETaMUHa.

15-0if cepun)

10 Sterility (every 15th batch) /
CrepuibHOCTb (A5 KaXAOM

NA

Must be sterile. / JlokeH OBITh
CTEPUIBHBIM.

11 Assay / KoimyecTBeHHOE 29.61 mg/ 29.61 mr From 270mg to 33.0mg of
onpeneieHne C1sHi13NO3-CsH(1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 Mr C[5H13N03‘C4H11NO3
(xeTopoiiaka TPOMETaMHH) B 1 MiL.
12 Alcohol content / ITaHoa 11.68 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: [TpoayxT cooTBeTcTBYeT Tpebosatuam HJI 3akmiouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroroeneHo: Pardeep INposepeno; Himesh Kumar | Onobpeno: MenemikeR / Pykosonurens
Kumar I == —| Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
JaTa:30.09.2023 Jlara: 30.09.2023 Jara: 30.09.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIV3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposnak) pacTBop Juisi BHyTPMBEHHOTO ¥ BHYTPUMBIIIEYHOTO BBeACHHUS, 30 MIr/mi
Batch No / : V230705 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001691880 Date of Analysis / : 30.09.2023
AHanuTHYecKHil oTUeT No JlaTa agaan3za

Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npou3BojcTBa TI'onen no

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding 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. /

Ilo 1 wMn B aMmnoyasl U3
CBETO3aU[UTHOIO CTeKNIa
kopuuHeBoro xiacca I (USP). B
BEPXHEH YacTH aMITyJIbl HaHECEHBI
KOJIBIIO M TOYKa Ui pa3ioma. Ha
aMITyJly HaKJIeMBaIOT STHKETKY.

ITo 10 ammyn ¢ HHCTpYKUHUEH N0
PUMEHEHUIO TOMELIAIOT
B [IBX/antoMuHueBsIi GncTep.

[To 1 6nucTepy B MayKy KapTOHHYIO.

1 mL in class I light-shielding amber
or 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;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 wMn B aMOylsl U3
CBETO3AILUTHOTO CTEKJIa KOPHTIHEBOTO
WIH  TEMHO-KOPUYHEBOTO  I[BETa
kiacca I (USP). B Bepxseit yacru
aMIyJibl HaHECEHbI KOJBbLO M TOUYKA
uis pasiaoma. Ha amnyny HakiieHBaroT
ITHKETKY.

ITo 10 amMmyn ¢ HUHCTpYKUMEH I10
NPUMEHEHUIO MTOMEILAOT
B [IBX/amoMuHH1EBEIH OnrcTep.

Ilo 1 6nucTepy B mauky KapTOHHYIO;
Jfs  cTauMoHapos: mo 2, 3, 5
6IUCTEPOB B ITAYKY KaPTOHHYIO.

Mo 1 6nucTepy B Mayky KapTOHHYIO,

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aumitenHoM
OT CBETa MecTe NpH TeMnepatype He Beuue 25 °C. He 3aMOpaXUBarth.

16 Shelf-life / Cpok rogHocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ipongykt cooTseTcTBYeT TpebopanusM HJJ 3akmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep ITposepeH 0: Himesh Kum:;r::’ Ono6peHo: Menekep / PykoBoguresns
Kumar E oW Abhishek Chauhan \ \
Reprint Date / Reprint Date / Reprint Date /

Jara:30.09.2023 Harta: 30.09.2023 Jara: 30.09.2023

Repisterad Citice: 8-2-337, Rood Ne, 2, Banjara Hillz, tHlydrracad - 500034, Telangang, (ndia
Tel: +91 40 4900 2500, Fax: 91 304900 2285, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTADUKAT AHAJN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponyxr: Keropon® (keToposnak) pacTBOp A/l BHYTPHBEHHOTO H BHYTPHMBILIEUHOTO BBe/ieHust, 30 mr/mi
Batch No / : V230705 Batch Quantity / : 272727 ampules /
CepHa Ne O6nbeM cepun 272727 amnyn
Analytical Report No / : 890001691880 Date of Analysis / : 30.09.2023
AHaMTHYecKHi oTYeT Ne HJaTa anajusa

Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JaTa npon3BoacTBa I'open o

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-001365-170222

PageSof 5/Crp.Sm3 5

| API name / HaumenoBauue ADC:

Ketorolac tromethamine / Ketoponaka TpoMETaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npoussoauntess ADC:

ABPHO010196

FP Manufacturer API Batch number /
Homep cepnu cyGeranunn upoussopurens II@:

FEQA00134

API Manufactured by & country /
IIpomssoanrenanb APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc Jita., Mnnus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJI 3axaruenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarortosneHo: Pardeep [Mposepeno: Himesh Kumar | Ono6pero: Menemkgp / PykoBoautens
Kumar £ Qj—' - * | Abhishek Chauhan L\
Reprint Date / Reprint Date / Reprint Date / '
JaTa:30.09.2023 Jata: 30.09.2023 Jata: 30.09.2023

Regisiered Giiice: 2-2-337, Road Ne. 3, Banjara Hills, Hyderabas - 500034, Telanganz, india

Tel: =91 404900 2900, Fax: +91 40 490C 2249, Email: maii@drreddys.com
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