Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd);,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon®™ (keToposnak) pacTBOp AUist BHYTPHBEHHOTO U BHYTPUMBILIEYHOIO-BBEJCHHS, 30 MIr/Mn
Batch No / : V230373 Batch Quantity / : 272727 ampules /
Cepus Ne O61beM cepun 272727 amnyn
Analytical Report No / 't 890001664363 Date of Analysis / : 20.05.2023 -
AHaJuTHYeCKHIi oTUeT No . . Jara ananan3a i ;

Date of Manufacture / : May—2023 Date of Expiry / T Apr-2026
JaTta npon3BojacTBa T'onen no

Analysis performed according ND / Ananu3s npoeenen no HJ: JI11-001365-170222

Page 1 of 5/ Crp. 1u3 5

i? Test / [loka3aTesb Results / PesyabTaTsl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
Ipo3paunblii ceeryio-kenTelif | / TIpospauHbiii 6GeclBeTHBIH WU
pacTBop. CBETIIO-XKENTBIH pacTBoOp.

2 Identification /
IMognuHHOCTL

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
yIOEP)KMBaHHA OCHOBHBIX MHUKOB Ha
XpoMaTorpaMmme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIOCPXXKUBAHMA OCHOBHBIX MHKOB Ha

«KonuuecTBeHHOE ONpeAEICHUE)

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
yIOEp)XHUBaHUS OCHOBHEIX ITHKOB Ha
XpoMaTorpamMme VCHBITYEMOTO
pacTBopa JOJHKHBI COOTBETCTBOBAThH
BpEMeHaM YIEPXUBAaHUS OCHOBHBIX

XpOMaTorpamme CTAHJAPTHOTO | MHKOB Ha XpomaTtorpamme
pacTBopa KeToposiaka TpoMeTaMMiHa | CTaHAapTHOTO pacTBOpa KETopojaka
u HampoKceHa (pasmen | TpoMeTaMHHa W HampokceHa (paszen

«KonuuecTBeHHOE ONpeaeTICHUEN)

3 Clarity / IIpospauHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npenapara He ZOJDKHA NPEBBIINATh
omnaJecUEHLMIO dToHa cpaBHeHus L.

IMoarorosneHo: Ramakant

@

ITpoeepeno: Pardeep Kumar

-

4 Color / IIeTHOCTD 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npyu A71HE BOJIHBI
430 =M.
5 pH 7.37 From 6.9 t0 7.9./ Ot 6,9 mo 7,9.
6 Particulate matter / MexaHH4ecKHe BKJIIOYEHHs
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IponykT cooTBercTBYeT Tpeboranusam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ono6peno: Menemskep,/ Pykosoauresnn
Abhishek Chauhan t (

Reprint Date /
JHata: 20.05.2023

Reprint Date /
Hara: 20.05.2023

Reprint Date /
Hara: 20.05.2023

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: L85195AP1584PLCO04507
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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUDOHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and ‘intramuscular injections, 30 mg/ml
-Ipoaykr: Ketopon® (keToposnak) pacTBop A/isl BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBENCHHS; 30 Mr/man
Batch'No / 1 V230373 Batch Quantity / : 272727 ampules /
Cepusn Ne . ’ O6beM cepnu 272727 amnyn
Anaiytical Report No / + 890001664363 Date of Analysis / : 20.05.2023
AHamuTHueckHi oTueT No - . JlaTa apasnmsa: -

Dite of Manufacture / : Mély-2023 Date of Expiry / : Apr-2026
JaTa npousBoacTBa T'onen go

Analysis performed according ND / Anayu3 nposegen mo HJI: JITT-001365-170222

Page2of 5/Crp.2m3 5

No

Test / [loka3aTean
Ne

Results / Pe3yasTaTh!

Specification / Hopma

6A Visible particles /
BuaouMele 4acTHIIG!

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH ¢ TPeOOBAHUAMU.

6B Invisible particles /
HeBuunMble YacTHIbL:

TTonroroeneno: Ramakant

GubotS

[Iposepeno: Pardeep Kumar

e

Onobpeno: Menemxep)/ Pykosoantens
Abhishek Chauhan 'Lk \

i. Particles> 10 um/ 00 not more than 6000 per ampoule /
YacTull pasMepoM > He 6onee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCcTHUL| pa3MeEPOM > He 6onee 600 Ha ammyny.
25 MxMm
7 Related substances / PoacTBeHHbIe MpUMecH
Impurity A / ITpamecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
— 0,
Impurity B / [Ipumecs B HBelow LOD (LOD =0.014 %) / not more than 0.50 % / He 6oiee
wxe npenena ooHapyxenus (110 0.50 %:
=0.014 %) S
Impurity C / Ilpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Gonee
Hipke npenena KOJMYECTBEHHOTO 0,50 %,;
orpepelenust (ITKO = 0.033 %)
Impurity D / IIpumecs D not more than 0.20 % / He OGonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe npenena obnapyxenus (I1O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunnynas HeuneHTUhULHU- 0.05% 0,20 %.
pOBaHHas IPUMECh
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlponykT coorBercTByeT TpeboBanusm HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Reprint Date /
Jara: 20.05.2023

Reprint Date /
Hata: 20.05.2023

Reprint Date /
Harta: 20.05.2023

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJINU3A www.drreddys.com

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

Ipoaykr: -->-Ketopon® (keToposak) pacTBOp Uis-BHYTPHBEHHOTO M BHYTPUMBIIIEYHOTO BBeAAeHH, 30 Mr/ma -
Batch No / : V230373 Batch Quantity / + 272727 ampules /
Cepust Ne . O6BeM cepHn - 272727 amnyn
Analytical Repoit No/ = . : 890001664363 Date of Analysis./ © 5 20.05.2023
AxaauTHYeckuii oTyeT No - Jara apammsa-- - - s .

Date of Maniifacture / : May-2023 Date of Expiry./ ~ *~ : Apr-2026 il
JlaTa npon3BoACTBA I'ogen ro ~
Analysis performed according ND / Ananus nposeaen mo H/: JIT1-001365-170222

Page3of 5/Ctp.3u3 5

FNO Test / IToxa3areas

Results / Pe3yabTaThl

Specification / Hopma

Ne
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HzBaexaemblii 00bemM He Menee HoMuHaIbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepHanbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 EQ/Mr
HIXOTOKCHHBI KETOopoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) /
CTrepuiibLHOCTD (1151 KA 0
15-oii cepun)

NA

Must be sterile.
CTEpUIILHBIM.

/ JlomxeH OBITH

onpeaeicHue

i‘? Test / IlokaszaTenb Results / Pe3yanTaThb! Specification / Hopma
11 Assay / KoinuecTBeHHOE 29.62 mg/ 29.62mr From 27.0mg to 33.0mg of
CisHi3NO3- C4H 1 NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
oo 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpOMETaMHUH) B 1 MiL.

IToarororneno: Ramakant

-

ITposepeno: Pardeep Kumar

12 Alcohol content / dTanon 11.51 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Ipoaykrt coorBeTcTBYET TpeboBanusam HJ{ 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Onobpeno: Menemxep A Pykosogurens
Abhishek Chauhan \ E

Reprint Date /
Jata: 20.05.2023

Reprint Date /
Jara: 20.05.2023

Reprint Date /
Jlarta: 20.05.2023

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: L85195AP1584PLCO04507

www.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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon® (keToponak) pacTBOp [Jisi BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOTO BBEACHNS, 30 MI/M
Batch No / "1 V230373 Batch Quantity / 27272727 ampules /
Cepus Ne Oonem cepuu . 272727 amnyn
Analytical Reéport No/ ™ - ~i 890001664363 Date of Analysis /" 2 20:05:2023°
AHanuTHYEeCKHHA oTyeT No ! JlaTa aHam3a v id oo
Date of Manufacture / 2 May'—'2023 Date of Expiry/ @~ ' Apr-2026
JlaTa npoH3BoOACTBA - : Toxgen g0 e
Analysis performed accordmg ND / Ananns nposener mo HJI: JITT-001365- 170222

Page 4 of 5/Crp.4m35

No

Test / [Toka3aTeanb
Ne

Results / PesyabTaThl

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. /

I[lo 1 w™Mn B aMmoyael U3
CBETO3aLUUTHOIO cTeKna
xopuyneBoro kmacca I (USP). B
BEpXHEH 4acTH aMIlyjibl HaHECEHBI
KOJIBLIO W TOyKa JUii paszaoma. Ha
ammyny HaKJIeHBAIOT ITUKETKY.

[lo 10 ammyn ¢ HMHCTpYKUHEH nO
NPUMEHEHUIO MOMEIaoT
B [IBX/amomuHueBslii 61ucTep.

Ilo 1 6nucTepy B auKy 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. /

[lo 1 wMi B aMIylasl U3
CBETO3AMIMTHOFO CTEKJIA KOPUYHEBOTO
WM  TEMHO-KODMYHEBOIO  IIBETa
kiacca I (USP). B BepxHeit yactu
aMIyJibl HaHeceHbl KOJBLO H TOYKa
1Jst pasnoma. Ha amiyny HaKJeHBaroT

3TUKETKY.
Ilo 10 amnmyn ¢ MHCTPYKLMEH IIO
MIPUMEHEHUIO MOMELLIAT

B [IBX/antomuaueBsIi GncTep.

ITo 1 6nucTepy B IaUuKy KapTOHHYO;
nndg  cTauMoHapos; mo 2, 3, 5
GnucTepoB B NaYKy KapTOHHYIO.

Ilo 1 6nucTepy B nayky KapTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B coorerctBuu ¢ HJIL.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3alUIIEHHOM
OT CBETA MECTE MpH TeMIepaType He Boille 25 °C. He 3aMopaxuBaTh.

Remarks : The Product confirms

to ND/

[Tpumeuanue: [TpoaykT coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo: Ramakant

4

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

OpobpeHo: Meunemxkep)\/ Pyxosoamenb
Abhishek Chauhan §

Reprint Date /
Jara: 20.05.2023

Reprint Date /
Jlata: 20.05.2023

Reprint Date /
Jara: 20.05.2023

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: L85195AP1584PLCO04507

www.drreddys,com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

.

Ipoaykr: Keropon® (keToponak):pacTBop i BHYTPUBEHHOTO M BHYTPHMBIILIEYHOT O BBeAEHHU,- 30 Mr/Mn
Batch No / : V230373 Batch Quantity / : 272727 ampules / '
Cepus Ne O0BeM cepHH : - - 272727 amnyna
Analytical Report No / 7890001664363 Date of Analysis / ~ . 20.05.2023
AHAIHTHYECKHHA 0T4eT Ne. Y O HJaraamammsa ® - . - - - s .o - ]
Date of Manufacture / : May-2023 ° Date of Expiry / =* ¢ Apr-2026 '
JaTa npoussoacTna T'onen no 7 E

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

Page 50f 5/Crp. 53 5

No

N Test / Iloka3aTennb

Results / Pe3yabTaTh!

Specification / Hopma

16 Shelf-life / Cpox rognoctu

3 years. / 3 rona.

API name / Haumenosaune ADC:

Ketorolac tromethamine / KeToposaka TpoMeTaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepuu npouspoauteis ADC:

ABPHO009987

FP Manufacturer API Batch number /

Homep cepum cyberanumnu npoussoautens I'JId:

FEQA00140

API Manufactured by & country /
IMpouseoautens APC, cTrpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pepnu'c Jlaboparopuc JIta., Muaus

Remarks : The Product confirms to ND/

ITpumeuanue: lIpoaykr coorBercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3axawouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ramakant IMpoeepeno: Pardeep Kumar | OnobpeHo: Menemxep 4 PykoBoanTtesns
‘ Abhishek Chauhan \\
e Qt’r- -
Reprint Date / ' Reprint Date / Reprint Date /
Jara: 20.05.2023 Jara: 20.05.2023 Jara: 20.05.2023

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: L85195AP1584PLCO04507
www.drreddys.com



