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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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Keroposn" (keroponak) pactsop /1 BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBEACHH, 30 mr/mn
Batch No / : V230503 Batch Quantity / : 272727 ampules /
Cepug No O0bem cepHH 272727 amnyn
Analytical Report No / : 890001677971 Date of Analysis / : 27.07.2023
AHAJHTHYECKHH oTUeT No JlaTa anajn3za
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jara npou3BoicTBa I'osel go
Analysis performed according ND / Ananus nposenen no HJL: JIT1-001365-170222

Page 1 of 5/Ctp. 1 m3 5

N . .
Noo Test / IlokasaTenb Results / PesybTaThl Specification / Hopma
1 Description / Onucanne Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3paunblit ceeTno-kenTelii | / [lpo3payHblii OeCLBETHBINM MM
pacTBop. CBETNO-)KEThIH pacTBOP.

2 Identification /
IMoanuHHOCTDH

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
yIEpPXXHMBAHUSI OCHOBHBIX INMUKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIEP)KUBAHUA OCHOBHBIX IUKOB Ha
XpOMaTorpamme CTaHIApPTHOTO
pacTBopa KeTopoJyiaka TpOMETaMHHa
" HanpoKceHa (paznen
«KOJIMUECTBEHHOE OTIPEAETECHUEN)

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
yIEPKUBAHHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme UCIBITYEMOTO
pacTBOpa JODKHBI COOTBETCTBOBATH
BpEMEHaM YIEpPXKUBAHHUS OCHOBHBIX
MHKOB Ha XpoMarorpaMmme
CTaHJApTHOTO PacTBOpa KeTopoJaka
TPOMETaMMHA M HallpOKCceHa (paznen
«KonuuecTBEeHHOE ONPEJIENeHUE)

3 Clarity / Ilpo3pa4yHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHa NpeBbILIaTh
OnaNecUeHIMI0 STA0OHa cpaBHEHHUA L.

4 Color / I1eTHOCTD 0.03 Not more than 0.20 at 430 nm. /
He 6osee 0,20 npu IUIMHE BOIHEBI
430 M.

5 pH 7.42 From 6.9 to 7.9. /0T 6,9 mo 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt cootBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axarouenue: OJIOGPEHO

Prepared by /
TNoarorosieno: Pardeep

Kumar f

—

Checked by /

[TporepeHo: Saptosh Kumar
Maurya ‘%l’],

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTes
Manoj Kumar

Lt

Reprint Date /

Jata: 27.07.2023

Reprint Date /
Hara: 27.07.2023

Reprint Date /
Hara: 27.07.2023

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
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIH3A ' ’

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

Ilponykr: Kertopon" (keToponak) pacTBOp /Ul BHYTPHBEHHOTO U BHYTPHMBILICYHOIO BBEACHHA, 30 mr/mn
Batch No / : V230503 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001677971 Date of Analysis / : 27.07.2023
AnajuTHyecKHii oTyer Ne Jara anaausza

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa mpoH3BoAcTBA T'open mo

Analysis performed according ND / Ananuz nposefen 1o HJI; JIT1-001365-170222
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6 Particulate matter / Mexann4yeckne BKJIIOYEHUS

6A Visible particles /
Buaymele yacTHULBI

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B COOTBETCTBUH C TPEOOBAaHUSAMHU.

6B Invisible particles /
Hesunynmeie 4aCTHIIbI:

i. Particles> 10 pm/ 11 not more than 6000 per ampoule /
Yacrul pasMepom > He Gonee 6000 Ha ammyy;
10 Mmxm

ii, particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUL pa3MEPOM > He Gostee 600 Ha amIyay.
25 MKM

7 Related substances / PoacTBeHHbIEe NpUMeECH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Oomee

Impurity B / [Ipumecs B

Below LOD (LOD =0.014 %) /
Hwxke npenena oGHapyxenus (IO
=0.014 %)

Impurity C / IIpumecs C

Below LOQ (LOQ = 0.033%) /
Husxe npenerna KOJIUYECTBEHHOTO
onpeznenenus ([TKO = 0.033 %)

Impurity D / [Tlpumecs D

Below LOD (LOD =0.014 %) /
Hinke npenena o6Hapyxenus (I1O
=0.014 %)

Any unspecified impurity /
EnvHmdHas HeMaeHTUGHLH-
pOBaHHAas [TPUMECH

Below BDL (BDL~= 1722 / Hixe
nopora perucrpauu (ITP =1722 %)

0,20 %;

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

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

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

Not more than 0.20 % / He Oonee
0,20 %.

Remarks : The Product confirms to ND/
Tpumeuanue: [IpoaykT cooTseTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: Pardeep Tpoepeno: Santosh Kumar | Ono6peno: Menemxkep / PykosognTesb
Kumar :f . Maurya bl Manoj Kumar @ L {?
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.07.2023 Hara: 27.07.2023 Hara: 27.07.2023
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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
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon™ (keToposiak) pacTBop Juls BHYTPHBEHHOTO ¥ BHYTPHMBILUEUHOTO BBeAenis, 30 mr/va
Batch No / : V230503 Batch Quantity / : 272727 ampules /
CepHa Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001677971 Date of Analysis / : 27.07.2023
AHaJuTHueckHii oTyer Ne Jara asain3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jlara npoH3BOACTBA TI'open mo
Analysis performed according ND / Ananus nposejen mno HJI: JII1-001365-170222
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Total impurities / Cymma 0.15% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BiiekaemMblii 00beM He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg/ —Not more than 5.8 EU/mg of ketorolac
bakrepuaibHble <=0.725 E3/Mr tromethamine. / He 6onee 5,8 EQ/Mr
IHAOTOKCHHBI KETOpOJiaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITb
CTepuibHOCTL (1151 Kama0M CTEPUIBHBIM.
15-oii cepumn)

11 Assay / KonnyecTBeHHOe 29.81 mg/ 29.81 mr From 270mg to 33.0mg of
onpegeneHue C1sH13NO3-C4H11NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13N03'C4H11N03
(xeTopoJsiaka TPOMETaMHH) B 1 MIL

12 Alcohol content / ITanon 11.68 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms

to ND/

IMpumeuanue: Ipoaykr coorsereTByer TpeboBanuiM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

JlaTa: 27.07.2023

Jara: 27.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep IIposepeno: Saptosh Kumar | Ono6peno: Menemwxkep / PykoBoaurens
Kumar t Maurya (3% Manoj Kumar v

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS

" CEPTHOUKAT AHANI3A " Oeddhscom
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (xeToposiak) pacTeop Ul BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHHUS, 30 mr/mut
Batch No / : V230503 Batch Quantity / : 272727 ampules /
Cepus Ne O06bemM cepiH 272727 amnyn
Analytical Report No / : 890001677971 Date of Analysis / : 27.07.2023
AuaauTnyecknii oTuer Ne Jara anaiuza
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3BOACTBA Tonen no
Analysis performed according ND / Anasn3 nposesen no HJI: JI[1-001365-170222
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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 aMnyiasl U3
CBETO3aLIMTHOTO CTeKIIa
xopuuHeBoro kiacca I (USP). B
BEpXHEM YaCTH aMITyJIbl HAHECEHI
KOJBLIO W Touka Mg pasitoma. Ha
aMITyJTy HAKJIEHUBAIOT dTUKETKY.

ITo 10 ammyn ¢ HHCTpYKLHMEH IO
MPUMEHEHUIO OMEILAIOT
B [IBX/anmomMuHueBbI# OIHCTED.

ITo 1 6aucTepy B NaYyKy 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.
[0-ampoules-and-a-patientinformation
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 ™M1 B aMoyjJsl u3
CBETO3ALIUTHOrO CTEKJIa KOPUIHEBOIO
WIM  TEMHO-KOPHYHEBOTO  LIBETa
kracca I (USP). B BepxHeit yactu
aMIIyNIl HAHECEHbl KONbLO U TO4YKa
JutA pazmoma. Ha amItyty HaKJeusaroT
ITHUKETKY.

[To 10 aMmyn c MHCTPYKLMEH IIO
HPUMEHEHUIO TIOMEILAI0T
B [IBX/anmomMuHKeBbIH 6amcTep.

ITo 1 6iucTepy B MauKy KapTOHHYIO,
oa1  cTaioHapoB: mo 2, 3, 5
61HMCTEPOB B MaYKy KapTOHHYIO.

ITo 1 6nucTepy B MaYyKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3awuiiessom
OT CBETa MECTe NpH TeMmepatype He Beime 25 °C. He 3aMopax1BaTh.

16 Shelf-life / Cpox roaHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
T[Mpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: Pardeep ITposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosongresnb
umar ) aurya N~ anoj Kumar @f

Reprint Date / Reprint Date / Reprint Date /
Jara: 27.07.2023 Hara: 27.07.2023 Hara: 27.07.2023

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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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

CERTIFICATE OF ANALYSIS
CEPTA®HKAT AHAJTH3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoayKT: Kertopon" (keroposiak) pacTBOp U1 BHYTPHBEHHOIO U BHYTPHMBILIEHHOTO BBEACHHS, 30 mr/mn
Batch No / : V230503 Batch Quantity / : 272727 ampules /
Cepua Ne O06neM cepiu 272727 amnyn
Analytical Report No / : 890001677971 Date of Analysis / : 27.07.2023
AHanuTHYECKHH oTYeT Ne JlaTa ananu3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jara npon3BoJcTBa Togen o

Analysis performed according ND / Auanus nposegen no HJI: JII1-001365-170222
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API name / Haumenosaune ADPC:

Ketorolac tromethamine / KeTopoJjiaka TpOMETaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepum npouspoautenss APC:

APH010125, ABPH010196

FP Manufacturer API Batch number /
Homep cepui cy6crannuu nponspoaurens I'JID:

FEQA00141, FEQA00134.

API Manufactured by & country /
IIpoussoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
Jl-p Penn'c Jladopatopuc JIta., Muaus

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoaykT cootseTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaouenune: OJJOGPEHO

Prepared by /
[Noarorosneno: Pardeep

Checked by /
[Iporepeno: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menexep / Piiijljmﬂh

Hara: 27.07.2023

Hata: 27.07.2023

Kumar Maurya ¢ g Manoj Kumar
. &
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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