Dr.Reddy’s ‘g'.

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
IIpoaykr: Keropon® (ketoponak) pacTBOp [Jisi BHyTPUBEHHOTO H BHYTPHUMBILIEYHOTO BBeeHHs, 30 Mr/mn
Batch No / 1 V240368 Batch Quantity / : 272727 ampules /
Cepus No Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001740823 Date of Analysis / : 14.06.2024
AHaMTHYecKHi oTyeT Ne HdaTa aHanu3a
Date of Manufacture / : 0572024 Date of Expiry / : 04/2027
JlaTa npou3Boacrea T'ogen g0
Analysis performed according ND / Anann3s nposeanen no HJI: JIII-001365-170222

Pagel of S/Crp. 1u3 5

No

[po3pauHblil GecLIBETHBIH pacTBOP.

No Test / [lokazaTennb Results / Pe3yabTaTh! Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  TIpo3pa4yHblif OecUBETHBIN WK
CBETJIO-XKEJTBIH pacTBoOp.

2 Identification /
MMoanuHHOCTH

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
YIAEPKUBAHUSA OCHOBHBIX MHKOB Ha
XpomaTtorpamme MCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yOEP)KHUBaHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme CTaHAApTHOTO
pacTBOpa KeTopoJiaka TpOMeTaMHHa
u HanpoKceHa (pa3zmen
«Konu4ecTBEeHHOE OTPEIEICHHUEY)

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
YOCPXUBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpamme HCOBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATDH
BpEMEHaM YIOEP)XMBAHUA OCHOBHBIX
MHKOB Ha XpoMaTorpamMmme
CTaHIapTHOrO PacTBOpa KeTopoJiaka
TpOMeTaMKiHa ¥ HampokceHa (paznen
«KoymyecTBeHHOE onpeneseHue»)

3 Clarity / TIpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecueduns
npenapara He JOJIXKHA NPEBbILLATh
OTaJIeCUEHLMIO 3TaNoHa cpaBHeHu I

4 Color / ligeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu Ay11HE BOTHEI
430 uM.

5 pH 7.38 From 6.9t07.9./016,9 no 7,9.

6 Particulate matter / Mexanndyeckue BK/JIAOUYEHUS

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykt cooTBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Hara: 14.06.2024

Hara: 14.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ionprorosneno: Ambresh [TpoBepeno: Santosh Kumar | Oxo6peHo: Menemxep / PykoromuTens
Kumar / Maurya a, Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

JHara: 14.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2906, Fax: +91 40 2450 2999, Email: mail@drreddys.com

CIN: L85195AP19S84PLCO04507
wywww.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

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon" (ketoponak) pacTBOp [Ulsl BHYTPHBEHHOIO W BHYTPHUMBIIIEYHOrO BBeieH s, 30 mr/mi
Batch No / : V240368 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001740823 Date of Analysis / 1 14.06.2024
AHajiuTHIecKHi oTyeT Ne Jara ananunza
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JlaTa npon3BoOACTBA I'onen xo
Analysis performed according ND / Ananns nposenen no HJI: JIII-001365-170222

Page 2 of 5/Crp. 2u3 5

No

Test / [loka3aTennb
Ne

Results / Pe3yabTaTsi

Specification / Hopma

6A Visible particles /
BunouMele yacTHLb

Complies / CooTBEeTCTBYET

Should correspond to requirements. /
B cooTBETCTBUH ¢ TpeOOBAHUAMM.

6B Invisible particles /
Hesuaumble 4acTHULIBI:

i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
Yacruu pazmepom > He 6ostee 6000 Ha amnyiy;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHL pa3MEPOM > He 6onee 600 Ha ammyJTy.
25 MKM

7 Related substances / PoacTBeHHbIe mpuMecH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He 6onee

0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD =0.014 %) /
Hwke npenena o6uapyxenus (I10
=0.014%)Not detected / He
obHapy»xeHa

not more than 0.50 % / He OoJee
0,50 %;

Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OGonee
Huxe npenena KOJIUYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / [Ipumecs D Not detected / He obHapyxeHa not more than 0.20 % / He 6onee

0,20 %.

Any unspecified impurity /

pOBaHHas IPUMECh

EnunndHas HeupeHTHULM-

0.05%

Not more than 0.20 % / He Gonee
0,20 %.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpogykT cooTBercTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

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

Honrommem:(?;%%ih, Ipogepeno: Sanlo(%l(umar Onobpeno: Menemxkep / PykosoauTens

Kumar Maurya _ Manoj Kumar =
-./ ry p--"""-_ J

Reprint Date / Reprint Date / Reprint Date /

Jara: 14.06.2024 Jara: 14.06.2024 Jara: 14.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel. +91 40 4900 2906, Fax: 51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIN3A

Product : /

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

IIpoaykr: Keropon™ (ketoposnak) pacTBOp AJisi BHyTPHBEHHOrO M BHYTPUMBIILEYHOrO BBeieHus, 30 mr/mi
Batch No / : V240368 Batch Quantity / : 272727 ampules /
Cepnust Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001740823 Date of Analysis / : 14.06.2024
AHaJiuTHYecKHH oTyeT No Jarta anasn3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027

JaTa npon3soacrsa I'onen no

Analysis performed according ND / Anaiu3s nposegen mo HJI: JII1-001365-170222

Page3 of 5/Cip.3u3 5

1}00 Test / [TokazaTens Results / PesyabTaTh! Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npumMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Ma Not less than label claim (1.0 mL) /
H3pnekaemslii 06bem He menee nomuHanbHoro (1,0 mu)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 EQ/mr tromethamine. / He 6onee 5,8 E3/mr
SHAOTOKCHHbI KeTopoNiaka TpOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITb
CrepunbHOCTD (AJIS KAMKAOMH CTEPIbHBIM.
15-oii cepun)

‘1:.3 Test / IlokazaTenp Results / PesynbTaThl Specification / Hopma

11 Assay / KonnuyecTBeHHOE 29.96 mg /29.96 mr From 270mg to 330mg of

onpejeJsieHHe CisH13NO3- C4H 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H|3NO3'C4H1|NO3
(keTopoJaka TpOMETaMHH) B 1 MIL.

12 Alcohol content / 3Tanon 11.93 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam H/L

Conclusion : APPROVED /
3axkmouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Ambresh
Kumar -~

Checked by /
[Ipoeepeno: Santosh Kumar

Maurya (ﬁ\

——

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoeoaurein

Manoj Kumar E E f

Reprint Date /

Jlata: 14.06.2024

Reprint Date /
Hara: 14.06.2024

Reprint Date /
JHarta: 14.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 191 40 4900 29CC, Fax: 91 40 49C0 2999, Einail: mail@drreddys.com
CIN: L851585A4P1984PLCO0I507
www.drreddys.com




Dr.Reddy’s ‘g‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp /Ul BHYTPHBEHHOIO M BHYTPUMBIILEYHOrO BBeIeHHs, 30 Mr/mn
Batch No / : V240368 Batch Quantity / : 272727 ampules /
Cepns Ne O06bem cepHH 272727 amnyn
Analytical Report No / : 890001740823 Date of Analysis / : 14.06.2024
AnaJuTHyeckKHi oT4yeT No JlaTra aHaausza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npoussoacrea I'oxen no
Analysis performed according ND / Ananu3 nposenen no HJ/I: JIT1-001365-170222

Page 4 of 5/ Cip. 4u3 5

No

Test / IlokazaTeanb
Ne

Results / PesyabTaTtsl

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. /

[To 1 wMn B aMmOoyiasl U3
CBETO3aLIUTHOIO cTeKIa
kopuynesoro kyacca I (USP). B
BEpXHE# 4acTU aMITyjibl HaHECEHBI
KOJIBIIO M TOuKa Juisi pasnoMa. Ha
aMIIyJly HakJeHMBalOT STHKETKY.

ITo 10 ammyn ¢ MHCTpyKuMe#d no
NPUMEHEHUIO NIOMEIIAI0T
B [IBX/anoMuHKEBbIH OnuCcTED.

[To 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. /

Ilo 1 wmMn B amnynsl U3
CBETO3aIUTHOIO CTEKIa KOPUYHEBOTO
WIH  TEMHO-KOPMYHEBOrO  IBETa
xnacca I (USP). B BepxHel uactu
ammyJbl HaHeceHbl KOJbLO H TOYKa
Juts pasnioMa. Ha ammyJty Hak/IeuBaoT

3TUKETKY.
[To 10 amnyn ¢ UHCTpYKLMEH IO
MPUMEHEHUIO MOMELIAIOT

B [IBX/amoMuHHeBbIH OnHCTED.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
Ul CcTalMoOHapoB: mno 2, 3, 5
6J1MCTEPOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B coorBerctBuu ¢ H/I.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBeTa MecTe IpH TeMIiepatype He Bbile 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

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

Conclusion : APPROVED /
3aknwyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Amb, e’$ [Tpoepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoaureib
Kumar @‘/ Maurya Ci’ Manoj Kumar '

2=
Reprint Date / Reprint Date / Reprint Date /
Jlara: 14.06.2024 Jara: 14.06.2024 Jara: 14.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 40 4800 2906, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0041507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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
www.drreddys.com

Product : /

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

IIpoaykr: Ketopon™ (keToposiak) pacTBOp juisi BHYTPHBEHHOTO W BHYTPUMBIILEYHOTO BBEAEHH, 30 Mr/ma
Batch No / 1 V240368 Batch Quantity / : 272727 ampules /
Cepusn Ne O6bem cepHH 272727 amnyn
Analytical Report No / : 890001740823 Date of Analysis / : 14.06.2024
AHaJUTHYCCKHH 0TyeT No Jara apajgusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027

JlaTa npou3Boacrea I'ogen 1o

Analysis performed according ND / Anasans nposeaen no HJI: JI[1-001365-170222

PageSof 5/Crp. Smu3 5

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoposnaka TpoMeTaMuH

Howmep cepuu cy6cranuuu npoussoautess LJIP:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Homep cepun npousBoautesas ADC: ABQH006833

FP Manufacturer API Batch number / FEQA00570

Ipoussoautens APC, cTpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /

J-p Penau'c

Jla6oparopuc JIta., UHaus

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCcTBYET TpeboBaHusM HJJ

Conclusion :

APPROVED/

3aknwuyenune: OJJIOBPEHO

Jlara: 14.06.2024

Hara: 14.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorornexo: 39, [Tpoeepeno: Santosh Kumar | Onobpeno: Menemxep / PykosoauTesnsb
Kumar & Maurya (g : Manoj Kumar

J
Reprint Date / Reprint Date / Reprint Date /

Jara: 14.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2906, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




