Dr. Reddy’s ‘,‘:'.

Or. Reddy's Lavoratories Lid.
Formulation Unit-¢

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS waw.direddys.com
CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (ketoponak) pacTBOp it BHYTPUBEHHOIO W BHYTPUMBILIEUHOrO BBeIeHHs, 30 Mr/mi
BatchNo / : V240276 Batch Quantity / : 272727 ampules /
Cep#n Ne O6bem cepuH 2727277 ammys
Analytical Report No / : 890001732351 Date of Analysis / : 30.04.2024
AHaJluTHYeCKHi oTueT Ne Jara anajgunza
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
JlaTa nponsBoacTea T'onen oo
Analysis performed according ND / Anaan3s nposeaen no HJI: JII1-001365-170222

Pagel of 5/Crp. 1u3 5

[Ipo3payHblii 6ecLBETHBIN PacTBOD.

if Test / IloxasaTenb Results / PesyabTaTnl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pa4Hblifi OeCLUBETHBIN WIK
CBETJIO-KEITHIH pacTBOp.

2 Identification /
IMoannuHocTL

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) / BpemeHa
YAEPKUBAHUSA OCHOBHBIX TMHKOB Ha
XpoMaTorpamme HCITLITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yIOEPXXUBAaHHUA OCHOBHBIX IMHKOB Ha
XpoMaTorpamme CTaHIApPTHOTO
pacTBopa KeTopoJiaka TpOMETaMHHa
u HanpoKceHa (paznen
«KonmiecTseHHOE OMpeeTeHHe)

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
yIOEPXKUBAHUS OCHOBHBIX ITHKOB Ha
XpOMaTorpamMme HCTIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATH
BpPEMEHAM YAEPXKUBAHHA OCHOBHBIX
IIMKOB Ha XpoMaTOrpamMme
CTAQHAAPTHOTO PAcTBOpa KETOpoJaKa
TpOMETaMHHa M HalpoKceHa (pasael
«KonmyecTBeHHOE ONpERETECHUEN)

3 Clarity / Ilpo3pauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnarecueHIus
npenapara He JOJDKHA IPEBLILIATh
ONAaJIECIECHIMIO 3TAJI0OHA CPaBHEHHS I

4 Color / I1BeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy aiiHE BOTHBI
430 um.

5 pH 7.36 From6.91t07.9./016,9 10 7,9.

6 Particulate matter / MexanudeckHe BKIIOYEHUS

Remarks : The Product confirms to ND/
Ipumeyanue: IlponykT coorsercTByeT Tpebopanusm HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoxrorosneno: Santosh
Kumar Maurya (;K_;

Checked by /
IIpoBepeno: Pardeep Kumar

F el | -

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
7” Amit Kumar 4

R

Reprint Date /

Reprint Date /

Hara: 30.04.2024

Jara: 30.04.2024

Reprint Date /
JHata: 30.04.2024

Registered Office: 8-2-237, Road No, 3, Banjara Hills, Hyderabad - 506034, Telangang, India

Tel: +91 40 3800 2800, Fax: +51

CIN: AP1984PLCOO4ECT

wswdrreddys.com

104360 2298, Email: mail@drrzddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Or. Reddy's Laloratories itd.
Formulation Unit-6

Viil. Khol, Nalagaih Road, Baddij,
Distt. Solan, H.P., 173 205, INDIA
Tol ;491 98165 56001-02

v diveddys.com

Product : /

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

IIpoaykT: Keropon® (ketoposiak) pacTBOp /ijiss BHYTPHBEHHOIO M BHYTPHMBIIIEYHOrO BBeIeHHA, 30 Mr/mn
Batch No / : V240276 Batch Quantity / : 272727 ampules /
Cepus Ne ObBem cepun 272727 amnyn
Analytical Report No / : 890001732351 Date of Analysis / : 30.04.2024
ApaJiuTHYecKHii oTyeT No JlaTa ananau3a
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
Jata npou3sBoacrsa T'ogen o

Analysis performed according ND / Ananu3s nposeen no HJI: JII1-001365-170222

Page 2 of 5/C1p. 2 u35

No

Test / [lokazaTeanb
Ne

Results / Pe3syabTaThbl

Specification / Hopma

6A Visible particles /
BuauMble 4aCTHIIBL

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUH C TPEOOBAHUSIMH.

6B Invisible particles /
HeBuanmeie yacTHLBL:

i. Particles > 10 pm/ 11 not more than 6000 per ampoule /
YacTul, pazMepoM > He 6onee 6000 Ha ammyy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHULl pa3sMEpOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe NpHMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He Gonee
0,50 %,;
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onee
Huxe npeaena KoJIUM4eCTBEHHOIO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / [Tpumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He 6onee
Huxe npenena o6napyxesus (I1O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuauuHas HeuneHTuhunu- 0.06% 0,20 %.
. (1]

poBaHHasA MPUMECH

Remarks : The Product confirms to ND/
[Ipumeuanue: [IponykT coorBeTcTByeT Tpeboranusm HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

IToarorosneHo: Santo, IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautens

Kumar Maurya @ P Amit Kumar S
o il

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024 Hara: 30.04.2024 Jara: 30.04.2024

Registerad Sifice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 506034, Telangana, India

Tl +81 40 4500 28

G0, Fax: +5 9,

5AP19SGPLER04Z07

W drreddys.com

Eiail: mailédriaddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Dr. Reddy's Laboratorias Lid
Formulacion Unit-6

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, inNDIA
Tal 1 +91 98165 56001-02
wyww. diteddys.com

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/mi

AHajsInTHYecKHH oTueT Ne

JlaTa aHaJIH3a

Ipoaykr: Ketopon® (keToposnak) pacTBOp /Jisi BHYTPHBEHHOTO M BHYTPUMBIIIEYHOr0 BBeACHHS, 30 mMr/mi
Batch No / 1 V240276 Batch Quantity / : 272727 ampules /
Cepun Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001732351 Date of Analysis / : 30.04.2024

Date of Manufacture /
Jara npoH3BOACTBA

: 04/2024

T'ogen go

Date of Expiry /

: 03/2027

Analysis performed according ND / Ananns npoeaen o HJ/{: JII1-001365-170222

Page3 of 5/Crp.3u35

i.oo Test / [Toka3zaTesb Results / PesyabTaThl Specification / Hopma
Total impurities / Cymma 021 % Not more than 1.50% / He Gomnee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HN3BnexaeMblii 06beM He menee HomuuansHoro (1,0 m)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbaxTtepuasnbnble <=0.725 ED/Mr tromethamine. / He Gonee 5,8 E3/mr
SHAOTOKCHHBI KETOpPOIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITH
CTepuabHOCTD (I KAXKIOH CTEPWIBHBIM.
15-oii cepumn)

‘1;.00 Test / IlokazaTenn Results / Pe3yabTaTh! Specification / Hopma

11 Assay / KonnuecTBeHHOE 29.27 mg/29.27 Mr From 270mg to 33.0mg of

omnpeaeneHne Ci5Hi3NO3-C4H 1 NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
ao 33,0 MI C15H13NO3'C4H11N03
(xeToponaka TpoMeTaMuH) B 1 MIL.

12 Alcohol content / dranon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % o 12,60 %.

Remarks : The Product confirms

to ND/

Ilpumeuanue: Ilpoaykr cooTBeTcTBYET TpebopanusM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

[TogroTorneno: Santos INpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykoroautens

Kumar Maurya Q, f Amit Kumar o b
= /

Reprint Date / Reprint Date / Reprint Date/ '

Jarta: 30.04.2024 Jara: 30.04.2024 Jarta: 30.04.2024

nfara Hills, Hyderabad - 500024, Telangana, India
1404560 209

Email: mail@direddys.com

v drreddys.con
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacidi,

Distt, Solan, H.P.,, 173 205, INDIA

Tal : +91 983166 56001-02

CERTIFICATE OF ANALYSIS wuaw.direddys.com
CEPTUDPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponak) pacTBop [Uiss BHYTPHBEHHOTO H BHYTPHMBILIEUHOTO BBeJIeHHUs, 30 mr/mi
Batch No / : V240276 Batch Quantity / + 272727 ampules /
Cepus Ne O0nbem cepun 272727 amnyn
Analytical Report No / : 890001732351 Date of Analysis / : 30.04.2024
AHaJIUTHYECKHH 0TUeT No Jlara ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jlata npon3BogcTBa T'ozen xo
Analysis performed according ND / Ananu3s nmposegen mo HJI: JI1-001365-170222

Page 4 of 5/Crp. 4m3 5

No

Test / IlokazaTennb
Ne

Results / PesyabTaThl

Specification / Hopma

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. /

I[lo 1 w™Mn B aMOoynsl u3
CBETO3aLIUTHOTO CTeK/Ia
kopuyHeBoro kmacca I (USP). B
BEpXHEH 4acTH aMITyJibl HAaHECEHbI
KOJIBIO M ToYKa i pasnoma. Ha
amIy.ly HaKJI€UBalOT STHKETKY.

ITo 10 ammyn ¢ MHCTpyKUHMeH Io
NPUMEHEHHUIO MIOMEIIAIOT
B [IBX/amoMuHuEBbI} OnUCTED.

Mo 1 6nuctepy B NauKy 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. /

[lTo 1 w™Mn B aMmnoynel U3
CBETO3ALIUTHOTO CTEKJIa KOPUYHEBOTO
WM TeMHO-KOPUYHEBOTO  LBETA
wiacca I (USP). B BepxHell yactu
aMITy/ibl HAHECEHBI KOJNBLO M TOYKA
1S pasnoma. Ha ammysty HaKJ1euBaroT

3THKETKY.
ITo 10 amnyn ¢ HUHCTpyKOueH 110
NIPUMEHEHHUIO OMELIAOT

B [IBX/amoMuHueBbI# GIHCTED.

ITo 1 6aucTepy B MauKky KapTOHHYIO;
JUis  cTaluMoHapoB: mo 2, 3, 5
OJIMCTEPOB B NAYKY KaPTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B cootBeTctBuu ¢ H/I.

15 Storage conditions /
XpaHeHne

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT cBeTa MecTe Ipu TeMneparype He Boilie 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 roga.

Remarks : The Product confirms to ND/
[Tpumeyanue: Ilponykt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

IToaroroeneno: Santosh IIpoBepeHo: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaurens

Kumar Maurya \ Amit Kumar e
B ol =

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024 Jara: 30.04.2024 JlaTta: 30.04.2024

Registerad Office:

8-2-337, Road No. 3, Banjara Rills, Hyderabad - 506024, Telanganz, India
Tel: 491 50 45006 2500, Fax: +51 40 4905 2629, Email: mail@dryeddys.com

CIN: L85195AP1984PLCONAE0T
wanearreddys.com
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Dr. Reddy's Laboratories Lid

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P,, 173 2G5, INDIA

Tei:+91 98166 56001-02
ERTIFICATE OF ANALYSIS www.direddys.com

CEPTHOUKAT AHAJIN3A

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

HpoaykT: Keropon® (ketoponax)

pacTBOP AJI1 BHYTPUBEHHOTO M BHYTPUMBILIEYHOr 0 BBeACHHUS, 30 mr/ma

BatchNo / : V240276 Batch Quantity / : 272727 ampules /
Cepun Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001732351 Date of Analysis / : 30.04.2024

AHaJIMTHYECKHH oTyeT Ne

JlaTa anaansza

Date of Manufacture / : 04/2024
Jara upon3soacrsa

Date of Expiry / : 0372027
Tomen mo

Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-170222

PageS of S/Cap. Suz 5

API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepum npoussoaurens ADC:

ABQH006832

FP Manufacturer API Batch number /

Homep cepuu cy6cTanuuu npouspoaurens I'JID:

FEQA00569

API Manufactured by & country /
Iponssoantens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pexnu'c Jlaboparopuc JIta., Uaaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue; [IpoaykT cooTBeTCTBYET TpeOoBanusaM HJI 3akauenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Santosh IIpoBepeHo: Pardeep Kumar | Onobpeno: Menemkep / PykosoanTesnb
Kumar Maurya .C_é__——_ c::i - Amit Kumar | ;
Reprint Date / Reprint Date / Reprint Date / )

Jata: 30.04.2024 Hara: 30.04.2024 Jlara: 30.04.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel. +91 40 4500 2800, Fax: +91 4G 4300 2209, Email: mail@dryaddys.com

Clid: LSE195AP1S84PLCONIE0T
www.drreddys.com




