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CERTIFICATE OF ANALYSIS

CEPTUHO®HUKAT 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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculPi#EadHE 38 me/ml
Mpoayxkr:  Keropon™ (keToponak) pacTBop Anst EHYTPUBEHHOTO M BHVTPHMbILLEUHOTO BECACHNS. 30 Mr/Mn
Batch No / : V220601 Batch Quantity / : 272727 ampules/ |
Cepusa Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001612492 Date of Analysis / : 31.08.2022
AHAJINTHYECKHI oTueT No Hara ananusa
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
Jara npousBoacrsa T'oaen 1o
Analysis performed according ND / Ananuz nposeaen no HJI: JITT1-001365-170222 j
Page 1 0of 4/ Crp. 1 u3 4
iﬂo Test / [TokazaTesn Results / Pe3yabTaTnl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHblii CBETIO-XenThli | / [lpo3pauHblit 6GecUBETHBIN wWin
pacTBop. CBETJIO-KENThI pacTBop.

2 Identification /
IMoganHHOCTL

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
YIEPKWBAaHUS OCHOBHBIX [HKOB Ha
XpOMaTorpamme UCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEPXKHUBAaHUS OCHOBHBIX NHKOB Ha
XpOMaTorpaMmme CTaHAAPTHOTO
pacTeBopa KeTopoJlaka TPOMeTaMHHa
H HanpoKceHa (pasmen
«KoniecTBeHHOE OTIpe/ieIcHUEN)

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
YOEPXUBAHUS OCHOBHBIX ITHKOB Ha
XpomaTorpamme UCTILITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpEMEHAM YIEPXHBAaHMS OCHOBHBIX
MHUKOB Ha XpoMaToTpaMMe
CTaHAapTHOrO pacTBOpa KeTopoJiaka
TPOMETaMMHA M HampokceHa (pazien
«Konu4ecTBEHHOE ONpEeLeneHHe»)

3 Clarity / Ilpo3pauyHocTn

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npemnapara He JOJDKHA NpeBbIInaTh
OMAJeCUEHLIMIO 3TATOHA CPAaBHEHUS L.

4 Color / lIgeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu miune BonHbI
430 um.

5 pH 7.35 From 6.9t07.9./0t1 6,9 no 7,9.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt cooTeercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

Checked by /
ITporepeno: Pardeep Kumar
Om

Approved by: Manager/Executive /
Onobpeno: MeHemkep / Pykosoaurens

Reprint Date /
Mata: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara : 31.08.2022

Prakash T

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: L85195AP1984PLC0O04507
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

CEPTUDHKAT AHAJIU3A Tel: +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscu%‘f’i’hj%’é?i?ﬁl\és,-S‘UTing/ml -
Ipoaykr: Ketopon™ (keToponak) pacTBOp U1 BHYTPUBEHHOIO M BHYTPHUMBILIEHHOTO BBEACHHS, 30 MI/ma
Batch No / : V220601 Batch Quantity / 2 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001612492 Date of Analysis / : 31.08.2022
AHaauTHYecKHii oTger Ne HJara ananuza
Date of Manufacture / : Jul.2022 Date of Expiry / 1 Jun.2025
HdaTta npoussojgcraa Toxen no
Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222

Page2 of 4/ Crp. 2 uz 4

6 Particulate matter / MexaHu4eckHe BKIKYEHUS

6A Visible particles /
BuaumMble 4acTUlpl

Complies / CootBeTcTRYET

Should correspond to requirements. /
B cooTBeTcTBHU C TPeGOBAHUAMM.

6B Invisible particles /
HeBHanMbIe YacTULIbI;

Impurity B / [Ipumecs B

Below Limit of Detection (LOD = 0.014 %)/
Hwuxe npeaena obuapyxenus ([10 =
0.014 %)

Impurity C / IIpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
TNPENIENa KONHUYECTBEHHOTO ONpeaeneHHs

Impurity D / Ilpumecs D

(ITKO = 0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Hwxe npenena o6napyxenus (IO

Any unspecified impurity /

=0.014 %)

1. Particles> 10 pm / 187 not more than 6000 per ampoule /
Yactuu pazmepom > He 6onee 6000 Ha amnyny;
10 mxm

ii. particles > 25 pm/ 13 not more than 600 per ampoule /
4acTHL, pa3MEpPOM > He 6osee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTeennsle npumecn
Impurity A / [Ipumech A 0.15% not more than 0.20 % / ne Gonee

0,20 %,;

not more than 0.50 % / He 6onee
0,50 %,;

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

not more than 0.20% / He 6Gonee
0,20 %.

Not more than 0.20 % / He 6onee

HU3Bnexaemelrii 06bem

EnvHuYHas HeuAeHTUUIM- 0.05% 0,20 %.
pOBaHHasl IPUMECH
Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee
npumMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomunansHoro (1,0 mi)

Remarks : The Product confirms to ND/
[Tpumeuanne: IMponykr cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3axmwouenne: OJOEPEHO

Hara: 31.08.2022

Mara: 31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Ankit I[Tposepeno: Pardeep Kumar | OnoGpeno: Menemxep / Pykoroauress
A - p OmPrakash ) L
— Byt
Reprint Date / Reprint Date / Reprint Date / |

Hata : 31.08.2022

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
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT 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

' Product : / Ketorol (Ketorolac) solution for intravenous and intramusculA#ii{{¢ciénss 30 me/ml

| ITpoaykr: Ketopost” (KETOPOSIAK) pacTBoOp AUIsl BHYTPUBEHHOTO M BHYTPHMBILLEYHOrO BBEACHHS, 30 Mr/mu
Batch No / : V220601 Batch Quantity / : 272727 ampules / |
Cepus Ne O6bem cepin 272727 amiys
Analytical Report No / : 890001612492 Date of Analysis / : 31.08.2022
AHaJMTHYCCKHIT oTUeT No JaTa ananausa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

Jara npousBoacTea I'ogen o

Analysis performed according ND / Auaaus nposeaen no HJ: JITT-001365-170222

Page3 of4/Crp.3u3z 4

9 Bacterial endotoxins /
BakTtepuanbHblie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=(0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EDQ/mr
KETopojiaka TpOMeTaMH1Ha.

10 Sterility (every 15th batch) /

CrepunbHOCTh (A5 Kax a0k
15-oii cepnu)

Complies / Crepunen

Must be sterile. / JlomkeH ObIThb
CTEPUIILHBIM.

11 Assay / KonuuecTeenHoe 29.53 mg/29.53 mr From 270mg to 33.0mg of
onpejaejieHHe CisH13NO;- C4H  1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13N03'C4H11NO3
(xeToposnaka TpoMeTaMUH) B 1 M.
12 Alcohol content / ITanon 11.55% From 10.60 % to 12.60 %. /

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

Remarks : The Product confirms to ND/
ITpumeuanue: [poaykT cootsercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /

IToarorosnexo: Ankit /

Checked by /
INpoepeno: Pardeep Kumar

L

—

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoantens

Om Prakash

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

T .
Reprint Date / \

Hara : 31.08.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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

| Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscu{W¥EERER%S -39 tng/ml

| HIpoaykr: Ketopon" (keToponak) pacTBop st BHYTPHBEHHOTO M BHYTPUMBILICYHOrO BBELCHMS, 30 MI/M
Batch No / : V220601 Batch Quantity / : 272727 ampules /
Cepus Ne O6wem cepiin 272727 amnyn
Analytical Report No / : 890001612492 Date of Analysis / : 31.08.2022
AHaanTHYecKHii oTyeT Ne Jara anannza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

Jara npou3BoACTBa Fopen no

Analysis performed according ND / Ananns nposenen no HJI: JI[1-001365-170222

Page40of4/Crp.4u3 4

13 Packaging / Ynakoska

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. /

Ilo0 1 mMn B amnoyisl u3
CBETO3aLLUTHOTO cTekna
kopuyHeBoro knacca I (USP). B
BEPXHEN 4acTH aMIyJbl HAHECEHbI
KONBLIO W TOYKa s paznoMa. Ha
amIlysly HaKJIEHBAKOT STUKETKY.

IMo 10 ammyn ¢ WHCTpyKimeit Mo
NPUMEHEHHIO NOMeLAT
B [IBX/amomunuesslii Gnuctep.

ITo 1 6amcTepy B MauKy 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. /

[Tlo 1 wMn B amnydsl wu3
CBETO3aLIMTHOTO CTEKNa KOPUYHEBOTO
WIM  TEMHO-KOPUYHEBOTO  LBETA
knacca I (USP). B BepxHeii yacTtu
aMmysibl HaHECEHbl KOJIBIO W TOYKa
[t pasnoMa. Ha ammyny HakneuBaioT

3TUKETKY.
[Nlo 10 ammyn ¢ WHCTpYKUMEHR @O
NPHUMEHEHUIO NOMELLIAIOT

B [IBX/amomuHueBbli 6nucTep.

ITo 1 6aKcTepy B nauky KapTOHHYIO;
11 cTauMoHapoB: 1o 2, 3, 5
6J11CTEPOB B Na4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBnu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MECTE NpH TeMMnepaTtype He Brile 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok roanoctn

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
[Ipumeuanue: Ilpoxykt cooTBeTCTBYET TpeGOBaHUAM H]I

Conclusion : APPROVED /
3axkmwouyenne: OJJOGPEHO

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

Ioarorosneno: Ankit ) Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautesis
_ A p | Om Prakash % \_/y"erWL"_"

Reprint Date / Reprint Date / Reprint Date / ! )

Jara: 31.08.2022 Hara: 31.08.2022 Hara : 31.08.2022

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2299, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




