Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Product : /

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

AHa/IuTHYEeCKH# oT4eT Ne

JlaTa ananuza

HpoaykT: Keropon® (ketoponak) pacTBop [uisi BHyTPMBEHHOTO M BHYTPHUMBIILEYHOr0 BBeAeHUs, 30 Mr/mn
Batch No / : V240555 Batch Quantity / : 272727 ampules /
Cepua Ne O0bem cepuu 272727 amyn
Analytical Report No / : 890001752243 Date of Analysis / : 23.08.2024

Date of Manufacture /
JlaTa npon3BoaACTBA

: 07/2024

T'ogen oo

Date of Expiry /

: 06/2027

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

Pagel of 6/Crp.1u3 6

ITpo3paunsiii GecBeTHbIN pacTBOp.

JJI;I: Test / Iloka3aTesib Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

[ Tlpo3zpauHblii OGecUBETHBIH WU
CBETJIO-XKEAThLIT pacTBOP.

2 Identification /
INoanuHHOCTL

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
YOEpXKHUBAHUI OCHOBHBIX THKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEPXMBAHUS OCHOBHBIX NUKOB Ha
XpoMaTorpaMme CTaHAAPTHOTO
pacTBOpa KETOpoJIaka TpOMETaMUHA
%} HalpoKceHa (paznen
«KonuuecTBeHHOE OTIpeNeNIeHUe»)

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
YAEPXUBAHHS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBopa [IOKHBI COOTBETCTBOBAThH
BpeMeHaM YAEpXKHMBaHWS OCHOBHBIX
MHKOB Ha XpoMmaTorpamme
CTaHNApPTHOTO pPAacTBOpa KeTOopoJaka
TpOMeTaMUHa H HampoKceHa (paszen
«KonrmyecTreHHOE onpeie/icHUE»)

3 Clarity / Ilpo3payHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenaparta He NOJDKHA [IPEBBIIIATD
OMAIECLIEHIHIO TaNOHa cpaBHeHus I.

4 Color / LIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu A1MHE BOJHBI
430 am,

5 pH 7.34 From6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHUsIM HJ[

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToarororneHo: Pardeep

Checked by /

Onobpeno:

Manoj Kumar

Approved by: Manager/Executive /

Menemxep / Pykoroautesns

[posepeno: Pawalfamar

Kumar OI’_
Reprint Date /

Jara: 23.08.2024

Reprint Date /
Jlara: 23.08.2024

Reprint Date /
JlaTta: 23.08.2024

Registered Office: 8-2-337, Ruad Nu. 3, Buanjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIN: L85195AP1S84PLCO04507

www.drreddys.com
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Dr. Reddy’s Laboratories [td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS e e -
CEPTUD®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp 18 BHYTPUBEHHOIO M BHYTPHUMBILIEYHOrO BBeJIeHHUs, 30 Mr/mn
Batch No/ : V240555 Batch Quantity / : 272727 ampules /
Cepun Ne O6bem cepun 272727 amiyn
Analytical Report No / : 890001752243 Date of Analysis / : 23.08.2024
Anajiurnueckuii oTuet Ne JlaTa ananu3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa nmponsBoacTBa TI'onen oo
Analysis performed according ND / Anann3s nposeaen mo HJI: JI[1-001365-170222

Page20f 6/ Crp. 213 6

jNo

No Test / Iloka3zaTenn Results / PesyabTaThl Specification / Hopma
6 Particulate matter / MexaHuueckue BK/JII0UEHUSA

6A Visible particles /
Buaumele 4acTHUBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cOOTBCTCTBUH C TPCOOBAHUSIMH.

6B Invisible particles /
HeBuauMble 4acTHIIBI:

Huxe npexena KONU4ECTBEHHOTO
onpezenenus (ITKO = 0.033 %)

i. Particles> 10 pm/ 05 not more than 6000 per ampoule /
YacTul pasMepom > He 6onee 6000 Ha ammyy;
10 mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTUIl pa3sMEPOM > He Gonee 600 Ha amIyITy.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Oosee
0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He OGoiee
Huxe npenena obHapyxxenus (11O 0,50 %;
=0.014 %)
Impurity C / llpumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He OGonee

0,50 %;

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeOGOBaHMAM HJI

Conclusion : APPROVED /
3axaruyenne: OJOBPEHO

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

IMoarorosneHo: Pardeep [Iposepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBomurtens

Kumar Q[ Manoj Kumar \ g .
= () T O

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.08.2024 Jara: 23.08.2024 Jlata: 23.08.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories |td.
Formulaticn 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
CEPTU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon" (keToponak) pacTsop juisi BHYTPUBEHHOTO M BHYTPHMBILIEUHOro BBeAeH s, 30 Mr/mn
Batch No / : V240555 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepHu 272727 ammyn
Analytical Report No / : 890001752243 Date of Analysis / : 23.08.2024
AnasurHyeckuii oTuer Ne Jara ananuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npoH3BOACTBA Togen no
Analysis performed according ND / Anann3 nposenen no HJ/1: JIT1-001365-170222

Page3 of 6/ Crp. 313 6

J‘I];I.oo Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hixe npeaena obuapyxenus (I1O 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Goiee
EnunudHas HEUIEHTHGHLIH- 0,20 %.
pOBaHHas NPUMECD
Total impurities / Cymma 0.26 % Not more than 1.50% / He 6oinee
npumeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mMn Not less than label claim (1.0 mL) /
Hspaexaemblit 00bem He meHee HomuHabHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=(0.725 ED/mr tromethamine. / He 6Gosee 5,8 ED/mMr
IHAOTOKCHHBI KETopoNaKa TpOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / [omkeH ObITh
CTepHIILHOCTD (115 Kaxao# CTEPUJILHBIM.
15-0ii cepun)

Remarks : The Product confirms to ND/
ITpumeuanne: IlpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmwouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pardeep ITpoeepeno: Pawan Kumar OpnobpeHo: Menemxkep / PykoBonuresns
Kumar Manoj Kumar . f
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.08.2024 JHara: 23.08.2024 Jara: 23.08.2024

Registered Office: 8 2 337, Road Mo. 3, Duijeta ills, Hyderabad « 500034, Telangsiia, lidia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP15S4PLCO04EDT7
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +51 98166 56001-02
www.drreddys.com

Product : /

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

AHasluTH4YecKHH oTueT Ne

Jlara ananu3za

IIpoaykr: Ketopon® (keTopoJiak) pacTBOp /i BHYTPHMBEHHOIO H BHYTPHUMBILICYHOTO BBeieHHUs, 30 mr/mn
Batch No / : V240555 Batch Quantity / : 272727 ampules /
Cepus Ne O6Bem cepun 272727 ammyn
Analytical Report No / : 890001752243 Date of Analysis / : 23.08.2024

Date of Manufacture /
Jara nponsBoacTea

: 07/2024

T'oaen no

Date of Expiry /

: 06/2027

Analysis performed according ND / Ananu3 nposeaen no H/L: JIIT-001365-170222

Paged4 of 6/ Ctp. 413 6

i‘? Test / IToka3zaTenn Results / PesyabTaTsl Specification / Hopma
11 Assay / KoanyecTBeHHOe 29.60 mg / 29.60 mr From 270mg to 33.0mg of
onpeaejieHHe CisH13NO;  C4H 1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13NO3'C4H|1NO3
(keToponaka TpoMeTaMHH) B 1 MJL.

12 Alcohol content / dTanon 12.03 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumevanue: Ilpoaykt cootBeTcTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pardeep IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykopoaurtens
Kumar Manoj Kumar &

Jd P -
Reprint Date / Reprint Date / | Reprint Date /
Jara: 23.08.2024 Hara: 23.08.2024 Jara: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy’s Laboratories |td.
Formulatich Unit-6

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

CERTIFICATE OF ANALYSIS T T
CEPTU®HUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon™ (keToponak) pacTeop JUisi BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOTO BBefieHHs, 30 mr/mn
Batch No / : V240555 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001752243 Date of Analysis / : 23.08.2024
AnajuTH4YecKHil oTyeT Ne JlaTa ananuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BoOACTBA T'ogen no
Analysis performed according ND / Anauu3s nposenen mo H/: JI[1-001365-170222

Page50f 6/ Crp. 5u3 6

No

Test / IlokaszaTenn
No

Results / PesyabTaTsl

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 wMn B aMmOoyisl M3
CBETO3aLIUTHOTO cTeKIa
xopuuHeBoro kiacca I (USP). B
BEpXHel 4acTH aMITyJibl HaHECEHbI
KONBIIO M TO4YKa A pasnoma. Ha
aMIyJy HakJICHBAKOT ITUKETKY.

ITo 10 ammysn ¢ HHCTPYKUHEH IO
NIPUMEHEHHIO MOMEILAIOT
B [IBX/anmoMuHueBbI# ONUCTED.

[o 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 wMi B aMOynsl U3
CBETO3AIUTHOTO CTEKIIA KOPHYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  LBETA
k1acca [ (USP). B BepxHeili yactu
aMIyyibl HaHEeCeHbl KOJNBLO M TO4YKa
1is pasnoma. Ha aMnyny HakjieuBaroT

STHKETKY.
ITo 10 amnyn ¢ HWHCTpYKIMeH II0
TPUMEHEHHIO MOMELIAI0T

B [IBX/antoMuHueBbIH 6nucTep.

[To 1 6nucTepy B Na4Ky KapTOHHYIO;
IJIA  cTauMoHapoB: mo 2, 3, 5
O1CTEPOB B IAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ H/I.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT cBeTa MecTe npu TeMrneparype He Boimre 25 °C. He 3amopaxuBarth.

Remarks : The Product confirms to ND/
[Npumeuanue: IIpoaykt cooTeeTcTBYET TpeOoaHuaM HJI

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by /
IMoarotorneHo: Pardeep

Kumar ri -

Checked by /
IIpoeepeno: Pawan I%umar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBomutenb
Manoj Kumar g f

| \} hy ey

Reprint Date /
Hara: 23.08.2024

Reprint Date /
Jlara: 23.08.2024

! Reprint Date /
Jara: 23.08.2024

Registered Ottice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganae, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy’'s Labcratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keroponak) pacTsop [uisi BHYTPHBEHHOTO M BHYTPHMBILIEUHOTO BBeeHHS, 30 mr/mn
Batch No / : V240555 Batch Quantity / : 272727 ampules /
Cepus Ne Ob61em cepun 272727 amnyn
Analytical Report No / : 890001752243 Date of Analysis / : 23.08.2024
AnasnTHdeckuii oTder Ne Hara anajusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npousBoacTBa I'ogen go
Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222

Page 6 of 6/ Ctp. 6 u3 6

No
Ne

Test / [loxasaTennb

Results / PesyabTaThl

Specification / Hopma

16 Shelf-life / Cpok roanocTH

3 years. / 3 ropa.

API name / HaumeHoBanue ADOC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npousBoautens APC:

ABQHO006833, ABQH006959

FP Manufacturer API Batch number /
Howmep cepuu cydcTaHuuu npouspoautens [JIdP:

FEQAO00570, FERA00154

IIpouseoautens A®C, crpaHa:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopartopuc JItx., Uuaus

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmodenne: OJJOBPEHO

Prepared by /
IToarorosnexo: Pardeep

Kumar Gi—/

Checked by /

IIporepeno: Pawan Kumar
7

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopogurenb
Manoj Kumar /

o]

Reprint Date /
Hara: 23.08.2024

[

Reprint Date /
Jara: 23.08.2024

Reprint Date /
Jara: 23.08.2024

Registrred Dffice: 8-2-337, Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO0O4507

wvaw.direddys.com




