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CERTIFICATE OF ANALYSIS

CEPTH®OHIKAT AHAJII3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

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

Hpoaykr: Ketopon” (keToponak) pacTBOp st BHYTPHBEHHOIO W BHYTPHMbILIEUHOTO BBEACHHS, 30 MI/M1
Batch No / : V220759 Batch Quantity / : 272727ampules/
Cepus No Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001617866 Date of Analysis / : 23.09.2022
AnanuTHueckmii oTuer No JaTa ananuza

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

lara nponssogcrsa Topen jo

|Analysis performed according ND / Ananus nposeaen no HJI: JITI-001365-170222

Page 1 of4/Crp.1u3 4

( i.oo Test / [Tokazarens Results / Pe3yibTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

Tlpospa4Helit 6ecuBeTHbIN pacTBop.

/ Tlpo3pauHblii GecUBETHBI WK
CBETJIO-XKEINThIN pacTBOp.

2 Identification /
IloanuHHOCTDL

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
YAEPXKHUBaHKUA OCHOBHLIX NHUKOB Ha
XpoMarorpamme UCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaMm
YAEPKUBAHHUS OCHOBHBIX NHUKOB Ha
XpoMaTorpamme CTaH/IapTHOI o
pacTBopa KeTopoJlaka TPOMETaMHHA
U HalrpoKceHa (pazmen
«KonuuecTBeHHOE OnMpenenenyen)

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
YIOEPXUBAHUA OCHOBHBIX IMKOB Ha
XpoMmarorpamme UCIIBLITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATD
BpPEMEHAM YAEPXKHBAHUS OCHOBHBIX
UKOB Ha XpoMaTorpamme
CTAHAAPTHOIO PacTBOpPA KETOpOJaKa
TPOMETamMMHa M HanpokceHa (pasmen
«KonuyecTBeHHOE OnpeieneHue»)

3 Clarity / IIpo3paunocTsb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npenapara He JOJDKHA NPEBLIIIATh
OMaJIECUCHLUMIO 3TAJIOHA CPaBHEHHs I,

5 pH

4 Color / IlgeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He Gosee 0,20 npu [UTMHE BOJIHBI
430 um.
7.30 From 6.91t07.9./0716,9 no 7.9.

Remarks: The Product confirms to ND/
TIpumeuanue: [poaykT cooTeeTCTBYET Tpebopanuam HJJ

Conclusion: APPROVED /
3akaouenue: OJJOBPEHO

Prepared by /
Iloaroroeneno: Naresh Kumar

(b

Checked by /
[Tposepeno: Himesh Kumar

< ~-

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonutens
== Manoj Kumar

bt

Reprint Date /
Mara:23.09.2022

Reprint Date /
MHara: 23.09.2022

Reprint Date /
Hara : 23.09.2022

Resi ior .4 Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tai: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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 Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml o _]
Ipoavkr: Keropos” (keToponak) pacTBop i1st BHYTPUBEHHOTO 1 BHYTPHMBILICYHOrO BBCACH A, 30 Mr/ma
Batch No / : V220759 Batch Quantity / 2 272727ampules /

Cepust Ne O6bem cepuun 272727 amnya
Analytical Report No / : 890001617866 Date of Analysis / 1 23.09.2022
ApanuTHyeckuii oTuer Ne Jara ananuza

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

Jara npoussoacrea I'open g0

| Analysis performed according ND / Ananu3s nposenen no HJI: JITT-001365-170222

Page2 of 4/ Crp. 2 uz 4

6 Particulate matter / Mexannyeckue BKI0OUYEHUS]
6A Visible particles / Complies / CooTseTcTBYyET Should correspond to requirements. /
Buanmsie yacTuup! B cooTBeTcTBUM ¢ TpeGOBaHUsMHY.
6B Invisible particles /
Hesunumblie yacTHIb:
i. Particles> 10 um/ 09 not more than 6000 per ampoule /
YacTuy, pazmepom > He 6onee 6000 Ha ammiyy;
10 mxmM
ii. particles> 25 um/ 00 not more than 600 per ampoule /
YacTHL pasMepoM > He Gonee 600 Ha ammy.y.
25 MKM
7 Related substances / Poxcreentsie mpumecu
Impurity A / ITpumecs A 0.14% not more than 0.20 % / we 6onee
0,20 %;
Impurity B / Ilpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Gonee
Huxe npeaena o6uapyxenns (IO = 0.014 %) 0.50 %:
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Hixe not more than 0.50 % / ne OGonee
npengnia KOMUYECTBEHHOro onpeacneHns O 50 (y .
(TTKO = 0.033 %) D
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %)/ | 1Ot Ionore than 0.20% / ne Gonee
Hike npeaena obuapyxenus (110 = 0.014 %) 0,20 %.
Any unspeciﬁed lmpurlty/ Less than LOQ (LOQ =0.05 %) / Hke Not more than 020 % / He 60Hee
Enunnynas HenneHTuduIu- npeaena KoJMYECTBEHHOTO ONpeNeNeRus 0,20 %.
POBaHHas MPUMECH (ITKO = 0.05 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

Remarks: The Product confirms to ND/
[Tpumeuanue: [ponyKT cooTeTeTRYeET TpeboBanuam HJT

Conclusion: APPROVED /
3akmouenue: OJJOEPEHO

Prepared by /
Hoaroroeneno: Naresh Kumar

Es

Checked by /
Iposepeno: Himesh Kumar

~. ——

v

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoantens

Manoj Kumar

]

Reprint Date /
Harta:23.09.2022

Reprint Date /
Hara: 23.09.2022

Reprint Date /
Hara : 23.09.2022
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P.

- Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A —

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

Hpoaykr: Keropon™ (ketoponak) pacTeop s BHYTPUBEHHOTO M EHYTPUMBILICHHOIO BBEACHHS, 30 MI/aMII
Batch No / : V220759 /Batch Quantity / : 272727ampules/ |
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001617866 Date of Analysis / 1 23.09.2022
AHajiuTHYeckuii oTueT Ne Jata ananuza

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

Jara npousBoacrea Tojxen jio

Analysis performed according ND / Ananus nposegen no HJI: JIT1-001365-170222

Page 3 of 4/ Crp. 3 u3 4

’78 Extractable volume / 1.0ml/ 1.0 mn Not less than labe] claim (1.0 mL) /
UsenekaeMblii 06bem He menee HomuHansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuannbubie <=0.725 ED/mMr tromethamine. / He Gonee 5,8 ED/mr
HAOTOKCHHbBI KeToponaka TpOMETaMM1Ha.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / Jlomken ObITb
CrepuabHocTb (1151 Kax a0 CTEPHITLHBIM.
15-0ii cepum)

11 Assay / KonuuecTeennoe 2950 mg/ 29.50 mr From 270mg to 33.0mg of
onpegeneHue C1sH13NO;3- C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mMr
pa(e} 33,0 MT C15H13NO3'C4H11NO3
(xeToposaka TpoMeTaMuH) B 1 M.

12 Alcohol content / 3Tanon 11.76 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Hpumeuanne: Iponykr coorBercrayer Tpe6oBanusam HJJ 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroeneno: Naresh Kumar IIposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosoautens

@ C)J——/—h‘ Manoj Kumar X } (

i~ \ i, St &

Reprint Date / Reprint Date / Reprint Date /
HaTa:23.09.2022 Hara: 23.09.2022 Hara : 23.09.2022

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
CIN: L85195AP1984PLCO01507
www.drreddys.com
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rP_roduct i/

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

Ipoaykr: Keropon™ (KeToponak) pacTeop Aist BHYTPHBEHHOTO M BHYTPHMBILICUHOTO BECACHUS, 30 MI/Mu
Batch No / : V220759 Batch Quantity / 1 272727ampules /
Cepust Ne Oobbem cepun 272727 amnyna
Analytical Report No / : 890001617866 Date of Analysis / 1 23.09.2022

AHanurnueckmii oruer Ne

JlaTa ananuza

Date of Manufacture /
Jara nponssoacrea

: Aug.2022

TIogen g0

Date of Expiry /

: Jul.2025

Analysis performed according ND / Ananus nposenen o H/I: JI1-001365-170222

Page4 of 4/ Cr1p. 4u3 4

13 Packaging / Ynakogska

I 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 w™Ma1 B ammyisl u3
CBETO3aLIUTHOTO cTekna
kopuyHesoro knacca I (USP). B
BEpXHEH YacTH ammysibl HaHeceHs
KONLLIO M TOYKa Juisi pasnoma. Ha
aMITyJly HaKJIEUBalOT STHKETKY.

[To 10 ammyn ¢ uHCTpYKuMeil o
NPUMEHEHHIO NOMeLIaloT
B [IBX/antoMunneBbIi Giuctep.

ITo 1 6nmcTepy 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. /

Ilo 1 ™Mn B amoyns u3
CBETO3AILUTHOIO CTEK1a KOPUYHEBOTO
WK~ TEMHO-KODHYHEBOTO  [IBETA
xnacca I (USP). B BepxHeil yacTtu
ammyJjibl HaHECEHbl KOJbLO M TOYKa
LUt pasnoMa. Ha aMIyny HakJieMBaroT
3THUKETKY.

Mo 10 amMmyn ¢ HMHCTpyKIMeH o
NPUMEHEHHIO OMELIAIT
B [IBX/amomunuersiit Gaucrep.

ITo 1 6nxcTepy B NauKy KapTOHHYIO;
Uis  cTauMoHapoB: mno 2, 3, 5
GIHCTEPOB B MTAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootsetctannu ¢ HJI.

15 Storage conditions /
XpaHeHune

In a place protected from light below 25 °C. Do not freeze. / B 3amumessom
OT CBE€TA MECTE NpU Temnepatype He Beie 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok rognocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/ p
[pumeyanue: IlpoaykT cootsercTByer TpeboBanusam HJI

Conclusion: APPROVED /
3axaiovenue: OTOEPEHO

Prepared by /
Tloarorosneno: Naresh Kumar

Checked by /
INpoeepeno: Himesh Kumar

& =]

A

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoautenn
~—— | Manoj Kumar /

hu [ (

Reprint Date /
Hara:23.09.2022

Reprint Date /
Harta: 23.09.2022

Reprint Date /
MHara : 23.09.2022
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