Dr.Reddy’s Q3¢

Dr. Reddy's Laboratories {td.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacTBOp /1 BHYTPHBEHHOTO M BHYTPHMBILLIEHHOIO BBefieHHs, 30 mr/ma
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepun Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
Aunajuruuecknii orger Ne JaTta anajauza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npou3BoAcTBA Tonen go

Analysis performed according ND / Auaan3s nposesen mo HJL: JII1-001365-170222

Page1of 6/Ctp. 1 136

[Tpo3pauHblii 6ecLBeTHBLH pacTBOD.

"‘1:.‘? Test / Iloxa3zaTe/ib Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/ Ylpo3paunblif O€CUBETHBIN WIH
CBETJIO-XKENTBIH pacTBop.

2 Identification /
IopnuHHOCTH

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
yIep>KUBaHHUA OCHOBHBIX ITMKOB Ha
XpoMarorpamMmme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BPEMEHAM
yIEepPXHBaHUs OCHOBHBIX NHUKOB Ha
XpomaTtorpammMe CTaHAApPTHOTO
pacTBopa KeTopoJiaka TPOMETAMUHA
" HanpoKCceHa (pazmen
«KONMYECTBEHHOE OTIPELETIeHHE)

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
YIOEPKUBaHHA OCHOBHBIX [MHKOB Ha
XpoMaTorpaMme HCIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATh
BpEMEHaM YICPKUBAHHA OCHOBHBIX
MHKOB Ha XpoMmaTrorpamme
CTAQHHAPTHOr0 PacTBOpa KeTOoponaka
TpOMETaMMHa W HampokceHa (pasiel
«KonuuecTBEHHOE OTpeIeICHUE)

3 Clarity / Ilpo3pa4yHOCTB

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapaTa He JOMDKHA MpeBbIIIATh
OTaNECIEHIHIO 3TaJIOHa CpaBHEHH: L.

4 Color / IlBeTHOCTB 0.041 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JuiuHe BOJIHbI
430 =M.

5 pH 7.32 From 6.9t07.9./0t16,9 no 7.,9.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTReTcTBYET Tpeborannsm HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Hara: 24.08.2024

Hara: 24.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Santosh [Ipoeepeno: Pardeep Kumar | Omo6peno: Menemxkep / Pykosoaurens
Kumar Maurya Manoj Kumar rj

" N ppced
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

Dr. Reddy's Laboratories | td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

Iponykr: Ketopon® (keToponiak) pacTBOp A/l BHyTPHBEHHOTO M BHYTPHMBILIEUHOTO BBeNeHHs, 30 mr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
CepHa No Oo0Bem cepuu 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnajluTHyecku# oTyer Ne JlaTa ananu3za o
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

JlaTa npousBoacTBa Tomen go __|
|Analysis performed according ND / Anann3 nposenen no HJL: JI[1-001365-170222
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Buaumele yacTULb!

J:.(? Test / [loka3zaTenn Results / Pe3yabTaThl Specification / Hopma
6 Particulate matter / MexaHuyeckue BKJIHYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

B c00TBETCTBUH € TPeOOBAaHUSIMH.

6B Invisible particles /
HeBHaUMbIE YaCTHILIBI:

Hipke npeznena KOJTNYECTBEHHOTO
onpeaenenus (ITKO = 0.033 %)

i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTun pazmepom > He 6onee 6000 Ha ammyny;
10 MxkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTULl pa3MepoM > He 6onee 600 Ha amIyiy.
25 MKM
7 Related substances / PoncTBeHHbIE [IPHMeECH
Impurity A / [Ipumecs A 0.16% not more than 0.20% / He 6oiee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He 6Gonee
Hmxe npenena o6Hapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ =0.033 %) / not more than 0.50% / He OGojee

0,50 %;

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT coorBeTCcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
Bakawuyenne: OJJOBPEHO

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

[MoaroTtorneHo: Santosh IIpoeepeno: Pardeep Kumar | Onobpeno: Menemkep / PykosoamTesns

Kumar Maurya @—' p Manoj Kumar J
c_—,l/_~ \h‘nj Ll

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.08.2024 Hara: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills

, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com



Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBOp ISl BHYTPHBEHHOTO H BHYTPUMBIIIETHOrO BBEACHHS, 30 mr/mi

Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepna Ne O0bem cepHu 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / 1 24.08.2024
AHaJuTHYecKH i oTueT Ng JlaTta anajan3a -
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npon3BoACTBA I'open no

Analysis performed according ND / Ananun3s nposegen mo HJL: JIT] 1-001365-170222

Page30of 6 /Ctp.3 136

JJI;I.'? Test / Iloka3aTennb Results / Pe3yabnTaThl Specification / Hopma
Impurity D / I[Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6onee
Hwxe npenena obnapyxenus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He Gonee
EnunuuHas HewaeHTHHLHU- Hwxe npenena KonU4eCTBEHHOTO 0,20 %.
poBaHHas NIPUMEChH onpeznenenus ([TKO = 0.050 %)
Total impurities / Cymma 0.16 % Not more than 1.50% / He Gonee
npumeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3eiexaemblit 06bem He meHee HomuHanpHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepualbHbIe <=0.725 E3/mMr tromethamine. / He Gonee 5,8 EDQ/Mr
IHAOTOKCHHBI KETOpOJIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CrepuiibHOCTD (AJIS1 KaXA0i CTEPHITBLHBIM.
15-0ii cepun)

Remarks : The Product confirms to ND/
[pumeuatue: IIpoaykT cooTBeTcTByeT Tpebosanusam H/T

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by /
[MoaroToenexo: Santosh [TpoeepeHo: Pardeep Kumar
Kumar Maurya ﬁf

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroagrensb
Manoj Kumar i Kl

Reprint Date /

Reprint Date /
JHara: 24.08.2024 Iata: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INGIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUO®UNKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacTBOp ANl BHYTPHBEHHOIO H BHYTPHMBILIEYHOrO BBEACHAA, 30 Mr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0bem cepiH 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AHaXuTHYecKHH oTyeT No JlaTa anaausa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npou3BoacTBa I'open 10
Analysis performed according ND / Anaiu3 nposesen no HJI: JIN1-001365-170222

Page4 of 6/ Crp. 436

1}? Test / [lokazaTenn Results / Pe3yabTaThl Specification / Hopma
11 Assay / KoiinyecTBeHHOE 29.68 mg/29.68 mr From 27.0mg to 33.0mg of
onpejesieHne C15H13NO3-C4H 1NOs (ketorolac

tromethamine) per 1 mL./ Ot 27,0 mr
o 33,0mMr CisHisNOs-C4H (NOs
(keToponaka TPOMETaMHH) B 1 M.

12 Alcohol content / DTaHon 12.08 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanue: ITpomyKT cooTeTcTBYET Tpebopanusam H/T

Conclusion : APPROVED /
3axirwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santos IIposepeno: Pardeep Kumar | Ono6peno: Menemwxkep / Pykosoautesnb
Kumar Maurya l@ (;f/f Manoj Kumar U (

= (At
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.08.2024 JlaTa: 24.08.2024 JHata: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCONA507
www.drreddys.com




Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDI1A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: KeTopon® (keroponak) pacTBOp A/l BHYTPHBEHHOIO M BHYTPHMBILIEUHOrO BBeieHUs], 30 mr/m
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepun Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnaJiuTHyeckuii oTuyer No JlaTra anaanza -
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTA npou3Bo/JCTBA T'open go
Analysis performed according ND / Anasu3 nposenen nmo HJI: JI[1-001365-170222

Page50f6/Crp. Sn3 6

No

Test / Iloka3aTennb
Ne

Results / Pe3ynbTaThl

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. /

[lo 1 wMn B aMOoynel U3
CBETO3ALIUTHOTO cTeKna
kopuuHeBoro kmacca I (USP). B
BEpXHEW YacTH aMIyjbl HaHECEHEI
KONBIIO W TOYKa i pasnoma. Ha
aMITyJ1y HaKJIeUBaIOT ITUKETKY.

ITo 10 ammyn ¢ WHCTpyKuMeE#R no
NPUMEHEHHIO MOMEILAI0T
B I[IBX/anmtomMuHueBbI O1HCTED.

[To 1 6nucTtepy B MaYKy 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 ™Mn B aMmmoydasl U3
CBETO3ALIUTHOTO CTEKIJIA KOPUIHEBOTO
WIA  TEMHO-KOPUYHEBOTO  IBETa
kiacca I (USP). B Bepxueli uacTtu
aMITyJisl HaHeCeHbI KOJBLO M TOYKa
s paznoma. Ha aMyny HakJieMBaroT

ITUKETKY.
Ilo 10 ammyn ¢ uWHCTpYKLueHd Io
NpHMEHEHHIO MOMEIIaloT

B [IBX/anroMuHueBbIH 61HCTED.

Ilo 1 6nucTepy B NauKy KapTOHHYIO;
Ui cTallioHapoB: mo 2, 3, 5
OnUCTEPOB B AYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooterctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aimueHsomM
OT CBETa MECTE MpH TeMIepatype He Beilte 25 °C. He 3aMopaxuBaTh.

Remarks : The Product confirms to ND/
Ipumeyanue: [Ipoaykr coorBercTBYeT Tpeboanusm H/I

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

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

IMoaroTosseHo: Santosh IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykoroaurens

Kumar Maurya Manoj Kuma
et & L YN

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.08.2024 Hara: 24.08.2024 Harta: 24.08.2024

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@drreadys.com

CIN: L85195AP1384PLCO04507
www.drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIU3A

Product : /

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

Iponykr: Keropon® (keToposiak) pacTBOp Jisi BHYTPHMBEHHOTO M BHYTPMMBILIEYHOTO BBeAeHHUS, 30 Mr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
CepHsa Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnaJuTHueckHi oTyer Ne JlaTa anaauza ]
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBA T'open go __ ||

Analysis performed according ND / Anaaun3 npoBened mo H/I: JI1-001365-170222

Page 6 of 6 / CTp. 6 u3 6

No

Ne Test / Iloka3aTenan

Results / PesyabTaTsl

Specification / Hopma

16 Shelf-life / Cpok roanocTn

3 years. / 3 roga.

API name / HanmenoBaune APC:

Ketorolac tromethamine / Ketoposiaka TpOMETaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npounspoautesiss A®C:

ABQHO007113, ABQH006959

FP Manufacturer API Batch number /

Howmep cepuu cy6cTanuum npoussoautens I'JID:

FERA00030, FERA00154

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

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

Remarks : The Product confirms to ND/
[Mpumeyanue: [IpogykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /

Kumar Maurya

[Tonrorosneno: Santosh g

Checked by /
ITporepeto: Pardeep Kumar

L —

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

Manoj Kumar : '@ﬁ-{

Reprint Date /
JlaTta: 24.08.2024

Reprint Date /
Jlarta: 24.08.2024

Reprint Date /
Jara: 24.08.2024

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: L85195AP1984PLCD04507
www.drreddys.com



