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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

AnasnTuyeckuii orger Ne

JHara ananu3za

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon® (KeToposaK) pacTBOp il BHYTPHMBEHHOIO H BHYTPHMBILIEYHOIO BBeAeHHS, 30 mMr/mi1
Batch No / 1 V240437 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepan 272727 ammyn
Analytical Report No / : 040002586321 Date of Analysis / : 10.07.2024

Date of Manufacture /
JlaTa npou3zBoacTBa

: 06/2024

Toxen no

Date of Expiry /

: 05/2027

Analysis performed according ND / Auanu3 nposeaen mo HJL: JIIT-001365-170222

Pagelof 5/Crp.1m35

TIpo3paunsiii HecUBETHBIN pacTBOP.

J‘I;(? Test / Ilokazarean Results / Pe3yibTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpospaunblii OGecUBETHBIH WU
CBETJIO-XKEJITBI pacTBOP.

2 Identification /
ITopauHHOCTDL

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
yAep>XHUBaHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YIEpXHUBaHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme CTaHAaPTHOTO
pacTBopa KeToponaka TpoMeTaMHHa
7 HarpoKceHa (pa3pmen
«KonuyecTBeHHOE OMpeeNieHue»)

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) / BpemeHna
YOEpXHBaHHA OCHOBHBLIX ITUKOB Ha
XpoMaTtorpaMme UCIIBITYEMOTO
pacTBopa IOJKHBI COOTBETCTBOBATh
BpeMeHaM YAEpPXKHBaHUA OCHOBHBIX
[THKOB Ha XpoMaTorpamme
CTaHJapTHOTO PacTBOpa KeTOpoJakKa
TpOMEeTaMHHa U HalpoKceHa (pa3aen
«KonuyecTBeHHOE ONPEAENEHHEN)

3 Clarity / IIpo3payHOCTB

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
nperapara He J0JDKHA NMPEBBIIIATh
OTIAIECLIEHIIMIO 3TAJIOHa CpaBHEHUS L.

4 Color / I1BeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [u1HE BOJIHBI
430 Hm.

5 pH 7.31 From 6.9 t0 7.9./ 01 6,9 no 7,9.

6 Particulate matter / Mexanuueckme BKAKYEHHSA

Remarks : The Product confirms to ND/
IMpumeyanue: Tpoaykr cooTBeTcTBYET TpebopanHuaM HJI

Conclusion : APPROVED /
3axawuyenue: OJJOBPEHO

Hara: 10.07.2024

Jara: 10.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ﬂgbresh I[TpoBepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoantesns
Kumar é\‘fs)// Maurya "\}Ti_, Manoj Kumar X

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.ccm
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposiak) pacTBop juisi BHyTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 mMr/mn
Batch No / 1 V240437 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002586321 Date of Analysis / : 10.07.2024
AnajiuTuyecknii oryer No JlaTa anajmu3a ]
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jlara npou3BOACTBA Toxen o
Analysis performed according ND / Ananns nposesien no HJI: JII1-001365-170222

Page2 of 5/Crp. 2 m3 5

jNo

Test / IlokaszaTesib
Ne

Results / PesyabTaTh!

Specification / Hopma

6A Visible particles /
BuauMble 4acTHLBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH C TpeOGOBaHUSIMMU.

6B Invisible particles /
Hepuaumblie YacTULL:

Hiuxe npeaena obnapyxenus (I10
=0.014 %)

i. Particles> 10 pm/ 49 not more than 6000 per ampoule /
YacTull pasMepom > He 6osiee 6000 Ha amITyay;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
4aCTUL] Pa3MEPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe IPUMeECH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / I[Ipumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He 6onee
Huxe npenena obHapyxenus (ITO 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Gonee
Huxe npeaena KOMMYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / ne Gonee

0,20 %.

Any unspecified impurity /

pOBaHHas NpUMeECh

EnunnyHas HeuaeHTUGHLIU-

0.05%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks : The Product confirms to ND/
IMpumeyanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawuenne: OXOBPEHO

Hata: 10.07.2024

Hara: 10.07.2024

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

IToAroToBNEHO: Aml;ées} [posepeno: Santosh Kumar | Onobpeno: Menemxep / Pykopoantens

Kumar ey Maurya /1. Manoj Kumar -
@Tﬂ/ e (Y e

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
wwhy.drreddys.com




Dr.Reddy’s Q':'.

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

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykrT: Ketopon® (keToponak) pacTsop Aj1si BHYTPMBEHHOIO  BHYTPMMBILIEYHOrO BBEACHHUS, 30 Mr/mn
BatchNo / : V240437 Batch Quantity / : 272727 ampules /
Cepsst No O0beM cepuu 272727 amnyn
Analytical Report No / : 040002586321 Date of Analysis / : 10.07.2024
AHaJIHTHYecKHH oT4eT No Jara aHausa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoacTea I'onen o
Analysis performed according ND / Anann3 nposegen mo HJI: JIIT-001365-170222

Page 30of 5/Crp.3m35

‘li‘? Test / [loka3aTenb Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.21% Not more than 1.50 % / He Gonee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mMn Not less than label claim (1.0 mL) /
H3Bnekaemblii 00beM He menee HoMuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxTtepuanbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/mr
9HIAOTOKCHHBI KETOpoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / omxeH ObITh
CTepuiLHOCTD (17151 KamA0ii CTEPIWIbHBIM.
15-0ii cepun)

i.‘? Test / Iloka3atennb Results / Pe3ynbTaThl Specification / Hopma

11 Assay / Koin4yecTBeHHOE 29.97 mg /29.97 mr From 27.0mg to 33.0mg of

onpeae/ieHHe Ci1sH1aNO3: C4H 1 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pits] 33,0 Mmr C15H13NO3'C4H11NO3
(xeTopoJlaka TpOMETaMHUH) B 1 ML

12 Alcohol content / ITaHoJ 11.42 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosnexo: Ampresh IMporepeno: Santosh Kumar | Onobpeno: MeHemxkep / Pykosoautens
Kumar e o Maurya Manoj Kumar 3

Reprint Daté / Reprint Date / Reprint Date /

Jara: 10.07.2024 Hara: 10.07.2024 Hara: 10.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +51 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AS07
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIU3A

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

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

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

Anasntuyeckui oTyer Ne

JaTa anann3a

IIpoAykT: Ketopon™ (keTopoJiak) pacTBop AJisi BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeAeHHUS, 30 mr/mn
Batch No / 1 V240437 Batch Quantity / : 272727 ampules /
Cepun Ne O6nbem cepun 272727 amnyn
Analytical Report No / : 040002586321 Date of Analysis / : 10.07.2024

Date of Manufacture /
JaTa npousBoACTBa

: 06/2024

Tomen go

Date of Expiry /

: 05/2027

Analysis performed according ND / Auasus nposenen no HJI: JI1-001365-170222

Page 4 of 5/ Crp. 4u3 5

No

Test / Iloka3zaTenanb
No

Results / Pe3yabTaThl

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. /

Ilo 1 w™Mn B aMnoyiasl u3
CBETO3AIIUTHOTO cTeKsa
kopuuHeBoro wiacca I (USP). B
BepxHed YacTH amITyJibl HaHECEHEI
KOJBLIO W TOUKa Juis pasnoma. Ha
aMITYJTy HaKJIEUBAIOT 3THKETKY.

ITo 10 ammyn ¢ HHCTpyKUMEH IO
MPUMEHEHHIO TIOMELIAI0T
B [IBX/amoMuHueBbIi Gnuctep.

ITo 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. /

[To 1 w™Mn B aMnyasl U3
CBETO3aIMUTHOrO CTEKJIa KOPHYHEBOTO
Wid  TEMHO-KOPHYHEBOTO  LBETa
knacca I (USP). B BepxHel uacTu
aMITyJIbl HaHeceHbl KOJIBLI0O W TOYKA
10 pasnoma. Ha ammynny HaxuiensaroT
STUKETKY.

I[To 10 amnyn ¢ HHCTPYKLHEH IO
MPUMEHEHUIO [IOMEILAIOT
B [IBX/amoMuHHEBbIH GaHcTEp.

[To 1 6nucTepy B NauKy KapTOHHYIO;
Uia  cTalpoHapos: mo 2, 3, 5
GJUCTEPOB B NTAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiienHom
OT CBETa MeCTe Npu TemIepatype He Boiwe 25 °C. He 3aMopaXxuBaTh.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 roxa.

Remarks : The Product confirms to WD/
IMpuMeyanue: Ipoaykr coorBercTBYeT Tpeboanusam HJL

Concluslon : APPROVED /
Saxmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ambresh Iposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaurens
Kumar 1 N——" | Maurya ;}(1 Manoj Kumar )

=* ¥ ek
Reprint Date / Reprint Date / Reprint Date /
Jara: 10.07.2024 Jara: 10.07.2024 Jara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4800 2500, Fax: 51 40 4900 2999, Email: mail@drreddys.ccm

CIN: L§5195AP1584PLC0O04507
www drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Product:/

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

IIpoAykT: Ketopon® (xeToponak) pacTBOp A/1s1 BHYTPHBEHHOIO M BHYTPUMBILIEYHOTO BBeCHHS, 30 Mr/min
BatchNo / 1 V240437 Batch Quantity / : 272727 ampules /
Cepun Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 040002586321 Date of Analysis / : 10.07.2024
AnaslnTH4eckuii oruer Ne Jara ananuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTta npon3BoacTBa T'ogen mo

Analysis performed according ND / Anaaun3s nposegen mo HJI: JI[1-001365-170222

Page 50of 5/Crp. S5uz 5

API name / Haumenosanune ADC:

Ketorolac tromethamine / KeToposiaka TpOMETaMHH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Homep cepun npouspoautens AQC:

ABQHO006833

FP Manufacturer API Batch number /
Howmep cepun cyberanuuu npoussoaurens IJId:

FEQAO00570

Ipoussoautenr ADC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /

J-p Pennu'c

JIa6oparopuc JIta., Unans

Remarks : The Product confirms to ND/

Conclusion :

APPROVED /

Jara: 10.07.2024

Jara: 10.07.2024

ITpumeuanwue: Ilpoaykr cooTeeTcTBYyeT Tpebopanusam HJT 3akauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ambresh [Mpoeepeno: Santosh Kumar | OnpobpeHo: Menemxep / Pykosoaurens
Kumar C()QEV Maurya X Manoj Kumar i

¥
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.ccm
CIN: LS51954P1984PLCO045CT
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