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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

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

Ipoaykr: Ketopon" (keToposiak) pacTBop uist BHYTPUBEHHOIO W BHYTPHMBILLEHHOTO BBEAEHHsA, 30 MIr/mMn
Batch No / : V230298 Batch Quantity / : 27272 7ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001659700 Date of Analysis / : 25.04.2023
AHanuTHYecKMil oTueT Ne HdaTta ananu3a

Date of Manufacture / 1 Apr.2023 Date of Expiry / : Mar.2026

JlaTa npoH3BoACTBA I'ogen oo

Analysis performed according ND / Ananns nposeaen no HJI: JI1-001365- 170222

Page1of4/Crp.1u3 4

/
ITpo3payHbii 74
pacTBop.

CBETJIO-XEIThI

ig Test / [Tokazarenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear, light yellow solution. Clear colorless to pale yellow solution.

/  TlpospauHblii OeCLBETHBIH WM
CBETJIO-XKENThIH PacTBOP.

2 Identification /
IMoaIMHHOCTL

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
YIOEpPKHBAHHS OCHOBHBIX MMKOB Ha
Xpomarorpamme HCIIBITYEMOIO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yIOEpP)KHUBaHUSI OCHOBHBIX MHKOB Ha
XpoMaTorpamme CTaHOAPTHOTO
PAcTBOpA KeTOPONaKa TPOMeTaAMUHA
u HanpoKCeHa (paspmen
«KoJIM4ecTBeHHOE ONpe/IeNIeHHE)

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
YAEp)KUBAHNS OCHOBHBIX ITMKOB Ha
XpoMaTtorpamMmme HCNBITYEMOTrO
pacTBopa JOJDKHBI COOTBETCTBOBATD
BpEMEHAM YAEpP)KUBAHUS OCHOBHBIX
MHKOB Ha XpomaTorpamme
CTAHAAPTHOTO PACTROPA KRTOPATIAKA
TPOMETAMHHA ¥ HanpokceHa (pasjen
«KonuuecTBEHHOE ONpPENeTIEHUEY)

3 Clarity / IIpozpa4nocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenaparta He JOJKHA IPEBbIIATh
OMANECHEHIIHIO 3TAJIOHA CpaBHEHUA 1.

4 Color / ITseTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnuHE BOJIHBI
430 um.

5 pH 7.38 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpogykt coorsercTByeT TpeboranusM HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

G

Checked by /
[Tporepeno: Pradeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosgauresns
Manoj Kumar hﬂu

Reprint Date /
Jara: 25.04.2023

Reprint Date /
Hara: 25.04.2023

Reprint Date /
Hara : 25.04.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTU®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposnak) pacTBOp /st BHYTPUBEHHOIO M BHYTPHMbILLIEYHOrO BBEACHNUA, 30 mr/mi1
Batch No / : V230298 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001659700 Date of Analysis / : 25.04.2023
AHaauTHYECKHH oTuer No JlaTa aHam3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa mpouM3BOACTBA T'onen o
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHnuyeckue BKIIOYEHUSA

6A Visible particles /
Buanmble yacTULIBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBHY ¢ TPeOOBAHUSAMU.

6B Invisible particles /
HeBuauMble 4aCTHIIBI:

Liuputity B/ TTpimecs B

Impurity C / IIpumecs C

Impurity D / Ilpumecs D

Any unspecified impurity /
Enuavdnas HeuneHTuGUIU-
pOBaHHas NPUMeECh

i. Particles> 10 pm/ 19 not more than 6000 per ampoule /
Yactuu pasmepom > He Gonee 6000 na ammyny;
10 MxM

ii, particles > 25 pm / 00 not more than 600 per ampoule /
YacTULl pa3MEPOM > He 6oxee 600 Ha ammyIy.
25 MxM

7 Related substances / PoncTeeHHbIe npuMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

Not detected / He o6HapyxeHa

not more than .50 % / ne bhouep

0,50 %;

Less than LOQ (LOQ = 0.033 %) /
Hwke npenena KONUYECTBEHHOTO
onpeaenenus (ITKO = 0.033 %)

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

Below Limit of Detection (LOD =
0.014 %) / Hwxke npenena
obuapyxenus (II0O = 0.014 %)

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

0.05%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
Ipumeuanue: IIpoaykr cooTBeTcTBYeT Tpebosanmsam HJL

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Ramakant *

ot

Checked by /
IMpoeepeno: Pradeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTels
Manoj Kumar e

LU

Y

Reprint Date /
Jata: 25.04.2023

Reprint Date /
Hara: 25.04.2023

Reprint Date /
JlaTa : 25.04.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®UKAT AHAJIU3A
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponykr: Ketopon™ (keToponak) pacTsop st BHYTPHBEHHOTO M BHY'TPUMBILIEYHOTO BBeACHUs, 30 Mr/mn
Batch No / 1 V230298 Batch Quantity / 2 272727ampules /
Cepus Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001659700 Date of Analysis / 1 25.04.2023
AnanuTudyeckuii orgyer Ne Jara ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa nponzsojacrsa I'open ao

Analysis performed according ND / Anaans nposeaen no HJI: JI11-001365-170222
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Total impurities / Cymma 0.20 % Not more than 1.50% / He Gonee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BaexaeMblii 06bem He menee nomunansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxrepuanbHhble <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 EQ/mr
SHAOTOKCHHbI KETOpOJIaKka TPOMETaMUHa.

10 Sterility (every 15th batch) /
CTepHABHOCTD (A1 KAXKA0WH
15-o0ii cepuu)

NA

Must be sterile. / JlomkeH ObITh
CTEPUIIbHBIM.

11 Assay / KonimyecTeenHoe
onpejesieHue

29.61 mg/29.61 mr

From 270mg to 33.0mg of
Clng3NO3'C4H1 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pale) 33,0 MTr C15H13N03‘C4H11NO3
(keTopoJiaka TpoOMeTaMuH) B 1 M.

12 Alcohol content / ITanon

11.68 %

From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[pumeuanue: IlpoaykT coorsercrayer Tpebosanuam HJ

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IToaroroeneno: Ramakant @_
#4

%\M“

Checked by /
ITposepeno: Pradeep Kumar

=l

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosozgrens
Manoj Kumar M

Reprint Date /
Hara: 25.04.2023

Reprint Date /
Jata: 25.04.2023

Reprint Date /
Jara : 25.04.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad -
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com

500034, Telangana, India
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: KeTopon® {xeToponak) pacTBop /isi BHYTPUMBEHHOIO U BHYTPMMbILLIEYHOTO BBeIeHHs, 30 mr/m
Batch No / 1 V230298 Batch Quantity / : 272727ampules /
Cepus Ne O61bem cepuu 272727 amnyn
Analytical Report No / : 890001659700 Date of Analysis / 1 25.04.2023
AHanuTHYecKkui oTyeT No JaTa ananunza
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Hdarta npon3BoacTBa T'onen no
Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222
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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. /

Ilo 1 wMn B amnyirsl u3
CBETO3AIUTHOI'O cTeKIa
kopuuHeBoro kiacca I (USP). B
BEpXHEU 4YacTW ammyJibl HaHEeCEeHbI
KOJIBIIO U TOYKa AJs pasnoma. Ha
aMITyJly HaKJIEUBaIOT STHKETKY.

ITo 10 ammyn ¢ uHCTpykKuuei no
IPUMEHEHUIO NOMEILAIOT
B [IBX/amoMuHueBbIH 611cTeEp.

[To 1 6aucTepy B nauky 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 wMn B amoynsl U3
CBETO3AIIUTHOTO CTEK]Ia KOPUYHEBOT'O
WIM  TEMHO-KOPHYHEBOTO  IiBeTa
knacca I (USP). B BepxHeii gacTu
aMIyJsl HaHeCEeHbl KOJBLIO M TOYKa
11 pasnoMa. Ha amnyny HaKneuBaroT
ITHUKETKY.

I[lo 10 ammyn ¢ HHCTpYKLMEH II0
NPUMEHEHHIO NOMEHIAIOT
B [IBX/amoMuHueBslii 6auctep.

[To 1 6nucTepy B Na4Ky KapTOHHYIO;
is  CTammoHapoB: mo 2, 3, S
6JMCTEPOB B NAaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
OT CBETa MECTe Npy TemnepaType He Boinie 25 °C. He 3aMopaXXuBarts.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
ITpumeuanue: [IponykT cooreercTByeT TpeboBanusam HJJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToarorosieno: Ramakant
I\
2

Checked by /
Ipoeepeno: Pradeep Kumar

<

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Manoj Kumar

Reprint Date /
JHata: 25.04.2023

Reprint Date /
Hara: 25.04.2023

Reprint Date /
Jlarta : 25.04.2023

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: L85195AP1984PLC004507
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