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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Ipoaykr: Ketopon™ (keroponak) pacTBop A/ BHYTPUBEHHOIO U BHYTPHUMBILICUYHOTO BBeAeH!s, 30 Mr/mn .

Batch No / : V220807 Batch Quantity / : 272727ampules /
Cepus Ne Obbem cepun 2727277 amnyn
Analytical Report No / : 890001623126 Date of Analysis / : 20.10.2022
ApanuTnyeckuii oruer Ne JMarta ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
JaTta npousBoacTea T'ogen po
Analysis performed according ND / Auaans nposeaen no HJI: JII1-001365-170222

Pagelof4/Crp.1u34

IMpo3padHblii GecUBETHBIA pacTBOp.

i.? Test / Noka3zarean Results / Pe3yabTathl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauyHblli 6eclUBETHLIH WK
CBETJIO-XKENThIH pacTBop.

2 Identification /
IMoanuuHoCTL

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
YIEpXKHMBaHHMS OCHOBHBIX MHKOB Ha
XpoMmarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIOEpXUBaHUS OCHOBHBIX MUKOB Ha
XpoMmaTrorpamme CTaHAAPTHOTO
pacTBopa KeTopoJiaka TpOMETaMHHa
U HanpoKCceHa (paznen
«KonH4ecTBEHHOE onpelelieHUe»)

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
YIEPKMBaHHS OCHOBHBIX [TMKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBopa IOMKHbI COOTBETCTBOBATH
BpeMEHaM YAEpXKUBaHHUA OCHOBHBIX
MUKOB Ha XpoMaTorpamme
CTaHAApTHOrO pacTBOPa KETOpoJaka
TPOME€TaMHHa M HanpokceHa (pasnen
«KonuuecTBeHHOE OnpeneieHUE))

3 Clarity / Ipo3pausnocTts

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JOoJDKHa NpeBbIliaTh
onajieCUEeHLUIO 3TalIOHa cpaBHeHUs 1.

4 Color / llgeTHoCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu pyivHe BONHLI
430 um.

5 pH 7.34 From 6.9t0 7.9./0T16,9 no 7,9.

Remarks: The Product confirms to ND/
[Ipumeuanue: Hpoaykt cooTBeTcTBYeT TpebGoBanuam HJJ

Conclusion: APPROVED /
3axaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pardeep Kumar l’lposepeH‘T: Himesh Kumar | Ono6peHo: MeHemxkep / PyKOB;CL’lI-ITCI[b
e i} 3 /
-l — Manaj Kumar \\_‘;E{:J
Reprint Date / Reprint Date / Reprint Date /
Jara:20.10.2022 Jara: 20.10.2022 Hara : 20.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 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. Kho!, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorola_ci solution for intravenous and intramuscular injections, 30 mg/ml ]
TIpoayer: Keropoa' (KeTopolak) pacTBOp A/ BHYTPUBEHHOTO M BHYTPUMBILICYHOrO BBEACHUSA, 30 Mr/mA
Batch No / 1 V220807 Batch Quantity / : 272727ampules / '
Cepus Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001623126 Date of Analysis / : 20.10.2022
AHaJIHTHYeCKHI oTuyeT No Jara ananusa

Date of Manufacture / : Sep.2022 Date of Expiry / ¢ Aug.2025

HJara npoussojcrea I'ogen no

Analysis performed according ND / Auannz nposenen no HJL: JIT1-001365-170222
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6 Particulate matter / Mexannyeckue BKAKYEHHUS

6A Visible particles /
Buaumble 4acTHLbI

Complies / CooTeTcTBYET

Should correspond to requirements. /

B cooTtBeTcTBMU ¢ TpeGOBAHUAMM.

6B Invisible particles /
HeBuauMebie yacTHLpI:

Impurity B / TIpumecs B

Impurity C / Ilpumecs C

Impurity D / IIpumecs D

Any unspecified impurity /

Not Detected

Less than LOQ (LOQ = 0.033 %) / Hixke
npeaena KonMueCTBEHHOrO ONpeaeeHus
(TKO =0.033 %)

Below Limit of Detection (LOD = 0.014 %) /

Hwmxe npeacna odHapyxenus (T10 = 0.014 %)

1. Particles> 10 pm/ 15 not more than 6000 per ampoule /
YacTuy pazmMepom > He 6osee 6000 Ha ammyny;
10 Mmxm

ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHLL pa3MEPOM > He 6onee 600 Ha ammyIy.
25 MKM

7 Related substances / PoacrBeHHble npumecu
Impurity A / Hpumecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50 % / He Oouee

0,50 %;

not more than 0.50 % / He OGosee

0,50 %,

not more than 0.20 % / He Oonee

0,20 %.

Not more than 0.20 % / He 6onee

rpuMeceit

0.07%
Ennnuynas HenaeHTUULH- 0,20 %.
pOBaHHas NMpUMech
Total impurities / Cymma 0.22% Not more than 1.50 % / He 6Gonee

1,50 %.

Remarks: The Product confirms to ND/
Ipumeuanue: Ilponykr coorBeTcTBYeT TpeGoBanusam HJI

Conclusion: APPROVED /
3akmwuenne: OJJOBPEHO

Jata:20.10.2022

Hara: 20.10.2022

Hara : 20.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Pardeep Kumar [Iposepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosogmrens
r;.(ff (—;_j,f > Manoj Kumar o il
- . ~ =
Reprint Date / Reprint Date / Reprint Date /

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

500034, Telangana, India

Tel: +91 40 4900 2909, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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CEPTUOHUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 175 205, IND|A
Tel : +91 98166 56001-62
www.drreddys.com

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

 Hpoaykr: KeTopos' (KeToponak) pacTBOp st BHYTPHBEHHOTO W BHYTPHUMbILIEYHOrO BBEACHUA, 30 Mr/mn
Batch No / : V220807 Batch Quantity / 1 272727ampules /
Cepust Ne O6bem cepuin 272727 amnyn
Analytical Report No / : 890001623126 Date of Analysis/ : 20.10.2022

AHaJHTHYeCKHIl oT4eT Ne

Jdara anannsza

Date of Manufacture /
Jara npouzBojacrea

: Sep.2022

Tojaen go

Date of Expiry /

: Aug.2025

Analysis performed according ND / Auanus nposeaen mo HJI: JIT1-001365-170222
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8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baekaemblii 06bem He menee HomMHansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
IH/IOTOKCHHDI KETOponaka TpOMeTaMU1Ha.

10 Sterility (every 15th batch) / Must be sterile. / Jomxen ObiTh
CrepnabHOCTb (ISt KAXKAOF COMPLIES CTepUNILHBIM.
15-0ii cepuu)
11 Assay / KonudecreenHoe 29.89 mg/29.89 mr From 270mg to 33.0mg of
onpeeseHHe Ci1sH13NO;3- C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
Ao 33,0 MrI C]5H13NO3‘C4H|1NO3
(keTopoJsiaka TpoMeTaMHH) B 1 M.
12 Alcohol content / ITanon 11.49 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: Iponyxr cootBercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IMoarorosnexo: Pardeep Kumar

—

Checked by /
ITporepeno: Himesh Kumar

—=

—
——

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosoantens
Manoj Kumar j '

"

L,
g b

Reprint Date /
Harta:20.10.2022

Reprint Date /

Hara: 20.10.2022

Reprint Date /
Jara : 20.10.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hillz, Hyderabad -

500034, Telangana, india

Tel: +91 40 2900 2800, Fax: =91 40 4509 2959, Einail: mail@drreddys.com

CiN: L85185/4P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToposiak) pacTBOp Anisi BHYTPUBEHHOTO M BHYTPUMbILIEYHOTO BBEACHHS, 30 MI/Mu
Batch No / : V220807 Batch Quantity / : 272727ampules / |
Cepusn Ne ' |O0bem cepun 2727727 amnyn
Analytical Report No / : 890001623126 Date of Analysis / : 20.10.2022
AHajuTHYeCKHii oT4yeT No Jara anaauza
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Jarta npoussoacTBa I'ogen oo
Analysis performed according ND / Anasus nposeaen no HJI: JII1-001365-170222
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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. /

[lo 1 wMn B amnynsl u3
CBETO3aLLATHOTO cTex1a
KopuuHeBoro kjacca I (USP). B
BEPXHEH 4acTH aMmIlyjlbl HaHECEHbI
KOJIBLO W TOYKa AJNA paszioma. Ha
aMIyJly HaKJIEUBAIOT dTUKETKY.

ITo 10 amnyn ¢ uHCTpyKUMER no
NPUMEHEHUIO MOMELIAIOT
B [IBX/anomunuessiit 6aucTep.

ITo 1 6nucTepy 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. /

[lo 1 MI B aMmiydbl U3
CBETO3aLIUTHOIO CTEKJIa KOPUYHEBOTO
WKW TEMHO-KOPHUYHEBOrO  LIBETa
knacca I (USP). B BepxHeil uactu
aMMyJibl HAHECEHBI KONbLO M TOYKa
14 pasnoMa. Ha ammyny HakieusaroT
STUKETKY.

Ilo 10 amnyn c HHCTpyKLHed no
NPHUMEHEHUIO MOMEIIAlT
B [IBX/antoMmuHuesslii Gructep.

[To 1 6nucTepy B nauky KapTOHHYIO,
Julst  cTauMoHapoB: mno 2, 3, 5
OJHCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
OT cBeTa MeCTe NpU TeMInepaType He Bble 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok roanocru

3 years. / 3 roaa.

Remarks: The Product confirms to ND/
[Tpumenanue: [lpoaykr coorBeTcTBYeT TpeboBanusm HJT

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pardeep Kumar IMposepenp: Himesh Kumar | Ono6peno: Menemxep / Pykosoautens
= D__f_/”—:" Manoj Kumar ) /
= < \}n Lkt
L i
Reprint Date / Reprint Date / Reprint Date /
JlaTa-200 10 20727 Jara: 20,10.2022 Hara : 20.10,2022

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4500 2399, Email: mail@drreddys com

CiN: L85195AP1984PLCO04507
www.drreddys.com

TR T



