Dr. Reddy's Labocratories Ltd,
Formulation Unit-6

@
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ilpoaykr: Ketopon® (keToposiak) pacTBOp A/isi BHYTPMBEHHOIO M BHYTPHMBILIEYHOTO BBEAEHHMS, 30 Mr/mi
Batch No / : V240140 Batch Quantity / : 272727 ampules /
Cepust Ne O6beM cepun 272727 amnyn
Analytical Report No / : 040002456400 Date of Analysis / : 27.03.2024
AHajgnTHYeCKHH oT4eT No JlaTa anaansa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa mpoH3BOACTBA I'open o
Analysis performed according ND / Anasan3 nposeaen no HJI: JII1-001365-170222
Page 1 of S/Cap.1m35
i:) Test / [TokazaTenan Results / PesyabTaTh! Specification / Hopma
1 Description / OnucaHue Clear  colorless solution. / | Clear colorless to pale yellow solution.
ITpo3pauHsiii GecBETHBIN pacTBOP /  TlpospauHblii OeCUBETHBIH WIH
CBETJIO-KENTBIN pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
INopnuHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
VIEPKUBAHHS OCHOBHBIX NMHMKOB Ha | YIEepKHMBAaHWUA OCHOBHBIX TIMKOB Ha
XpoMaTorpamme UCIBITYEMOTO | XpoMaTorpamme UCIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM | pacTBOpa AOKHBI COOTBETCTBOBATh
yAep)KUBaHHS OCHOBHBIX NMHKOB Ha | BpeMeHaM YACpXHMBaHHA OCHOBHBIX
Xpomarorpamme CTAHOApPTHOTO | TMHKOB Ha XpoMaTorpaMme
pacTBopa KETopoJiaka TPOMETAMHHA | CTaHAapTHOTO PacTBOpa KETOpoJakKa
7} HampoKceHa (pazmen | TpoMeTaMHMHa M HampoOKCeHa (pa3zen
«KonuiecTBeHHOE ONpeeieHHE) «KonuyecTBeHHOE ONpEeleICHHE)

3 Clarity / Ilpo3payHocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHun:
npenaparta He JOKHA NPEeBBIIATD
onaecHeHIMIO STaJIOHa cpaBHeHuUA L.

4 Color / lIpeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu AnKHE BOJIHBI
430 aM.

5 pH 7.39 From 6.9t07.9./016,9 no 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykT coorBercTByet TpeboBanusam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrotorneno: Santosh Kumar IIposepeno: Pardeep Kumar OnobpeHo: Menemxkep / Pyxosonurens
Maurya % I Pavan Kumar Sharma :é\,‘,v\ =
Reprint Date / Reprint Date / Reprint Date /

JHata: 27.03.2024 Hara: 27.03.2024 Mara: 27.03.2024

Registerad 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: L85195AP1984PLCO04507
vaww.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
Tel : +61 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykrT: Keropon® (keToposiak) pacTBop isi BHYTPUBEHHOTO M BHYTPHMBIILEYHOTO BBeAEHHA, 30 Mr/mu
Batch No / : V240140 Batch Quantity / : 272727 ampules /
Cepust Ne Oo6nem cepun 272727 ammyn
Analytical Report No / : 040002456400 Date of Analysis / : 27.03.2024
AHasnuradeckKui oruyer Ne JlaTa ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 0272027
JaTta npoH3BoACTBA I'ogen no
Analysis performed according ND / Anann3s nposenen no HJI: JII1-001365-170222

Page2 of S/ Crp.2m35

6 Particulate matter / MexaHn4eckue BKJIIOUECHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
BunuMmeie 9acTHIIBI B cooTeeTcTBHU C TpeGOBAHUSMH.
6B Invisible particles /
HeBuaumble yacTHLIBL:
i. Particles > 10 pm/ 15 not more than 6000 per ampoule /
Hacrtuy pasmepom > He 6onee 6000 Ha amITyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHULL pa3MEPOM > He 6o7nee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe IPUMECH
Impurity A / Ilpumecs 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 % / me 6onee
Hmxe npenena o6Hapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / IIpumecs C not more than 0.50 % / He Oonee
Below LOQ (LOQ =0.033%) / 0,50 %;
Hmxe nmpenena KOJUYECTBEHHOTO
Impurity D / Ilpumecs D onpenenenus (IIKO = 0.033 %) not more than 0.20 % / He Gonee
0,
Below LOD (LOD =0.014 %)/ | %20 %
Hmxe npenena o6napyxenus (I10
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunudnas HeuneHTUDULIH- 0.05% 0,20 %.
poBaHHas MPUMECh

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cootBercTBYeT Tpebopanuam HJJ

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Jara: 27.03.2024

Hara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroneno: Santosh Kumar IIposepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykosonurens
Maurya I:_,, e Pavan Kumar Sharma _{opum—
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.03.2024
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Labcrateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt Solan, 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

AHaguTHYecKH# oTueT Ne

JaTta ananusza

ITpoxykr: Kertopon" (keroponak) pacTeop /Ui EHYTPHEEHHOTO W BHYTPUMBIIIEYHOTO BBeAeH s, 30 Mr/Mn
Batch No / : V240140 Batch Quantity / : 272727 ampules /
Cepusi No O6beM cepun 272727 amryn
Analytical Report No / : 040002456400 Date of Analysis / : 27.03.2024

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa NpoH3BOACTBA I'open po

Analysis performed according ND / Ananu3s nposeaen mo HJI: JII1-001365-170222

Page3 of S/Crp.3m35

H3BaexaeMblii 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 menee nomunansHoro (1,0 mi)

CrepuiabHOCTB (TS KAmxMOMi
15-0it cepum)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
baktepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
SHIOTOKCHHBI KETOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkxeH O6bITh

CTECPUJIBHBIM.

11 Assay / KonuyecTBeHHO®e 29.83 mg/ 29.83 mr From 270mg to 33.0mg of
onpejeeHue CisH13NO3-C4H 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
J0 33,0 MTr C15H13N03'C4H11NO3
(xeTopoJyiaka TPOMETaMUH) B 1 ML
12 Alcohol content / ITanon 11.92 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykr coorBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmaouenune: OJJOBPEHO

Prepared by /
IToxarorosneno: Santosh Kumar

Maurya
“—

Checked by /
IMposepeHo: Pardeep Kumar

SR

Approved by: Manager/Executive /

OnoGpeno: Menemxep / PykoBoantesb
Pavan Kumar Sharma j'é:.ﬁf——v

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
JlaTta: 27.03.2024

Registeres Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fav: +81 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0-1507
www.drreddys.com
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Dr. Reddy's Labcratories 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

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon" (keToposak) pacTBOp Anist BHYTPHBEHHOTO U BHYTPUMBIILIEYHOrO BBEACH S, 30 Mr/Mn
Batch No / : V240140 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 040002456400 Date of Analysis / : 27.03.2024
AHaIHuTHYECKHH oTUeT Ne JlaTa ananusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npon3BojacTBa Togen mo
Analysis performed according ND / Auasus nposenen 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. /

ITo 1 w™Min B aMOoyisl U3
CBETO3AIIUTHOrO cTeia

kopuyHesoro knacca I (USP). B
BEpXHEH 4acTH aMIlyjbl HaHEeCEeHbI
KOJIBLO M TOYKa AJd pasioma. Ha
aMITyJly HaKJICHBAIOT STUKETKY.

Ilo 10 aMmyn c uHcTpykimei Mo
OpUMEHEHHIO [OMELIA0T
B [IBX/antoMuHueBbli GrucTep.

o 1 6iucrepy B mauky KapTOHHYO.

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 aMoylel M3
CBETO3AILHTHOTO CTeKIIa KOPUYHEBOTO
WIA  TEMHO-KOPHYHEBOIO  I[BeTa
wiacca I (USP). B Bepxueii yactu
aMITyJIbl HaHECEHBl KOJIBLI0O M TOYKa
AJ1s pasioMa. Ha amnyny HakJieuBaroT
ITHUKETKY.

ITo 10 amnyn ¢ HWHCTpYKLMEH IO
NPUMEHEHUIO NIOMEeLIAIoT
B [IBX/amoMuHueBHI GIHCTED.

ITo 1 6nucTepy B mauky KapTOHHYIO;
JUig  cTallMoHapoB: mno 2, 3, 5
61CTEepOB B MayKy KapTOHHYIO.

Ilo 1 6aucTepy B mauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumnieHHOM
OT CBETa MeCTe MPH TemnepaType He Bolle 25 °C. He 3aMopaXuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumMeuanwue: Ilpoaykt cooTBeTcTBYeT TpeGoBanuam HJJ

Conclusion: APPROVED /
3akmarouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya ﬁ

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonmrens
Pavan Kumar Sharma CF‘M,.;—.-

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

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: LE5195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®UKAT AHAJMN3A

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

IMpoaykrt: Ketopon® (keToposak) pacTBOp AJi BHYTPHBEHHOTO W BHYTPUMBILIEYHOTO BBeACHHUS, 30 MI/mit
Batch No / : V240140 Batch Quantity / : 272727 ampules /
Cepus No O6nem cepuu 272727 amnyn
Analytical Report No / : 040002456400 Date of Analysis / : 27.03.2024
AnaanTHYecKHi oTyeT No Jara anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jata npon3sojicTBa Toxen go

Analysis performed according ND / Auanm3 nposenen mo HJI: JII1-001365-170222

PageSof5/Crp.5u3 5

API name / Haumenosaune ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu nponspoautens ADC:

ABQHO005596

FP Manufacturer API Batch number /
Howmep cepuu cybcTanuuu nponspoaurens I'JIdD:

FEQA00499

Iponspoantens ADC, cTpaHna:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pegou'c JJabopatopuc JIta., Unaua

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykr coorsercTByeT TpeboBanusM HJI

Conclusion: APPROVED /
3akmouenne: QJIOGPEHO

Prepared by /
ITongrorosneno: Santosh Kumar
Maurya

Checked by /
IIposepeHo: Pardeep Kumar

L

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pyxosoanrens

Pavan Kumar Sharma # T
fev==

Reprint Date /
JHata: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reagistered Offica:

2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel, +91 10 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCCO4A5CT

vawwvdrreddys.com




