Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT 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
www.drreddys.com

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

Ilpoaykr: KeTopon" (keToponak) pacTBop st BHY TPYBEHHOTO W BHYTPHMBILLEUHOro BeseHns, 30 mr/mn
Batch No / : V230304 Batch Quantity / : 272727ampules /
Cepus Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001660365 Date of Analysis / : 29.04.2023
AnanuTnueckuii orger Ne JlaTa ananusa

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

JaTa npou3BoacTBa T'open no

Analysis performed according ND / Anaun3 nposexen no HJI: JIIT-001365-170222

Page1of4/Crp.1u34

Nol

IIpo3paunslit CBETIIO-XKENThIH

pacTBop.

No Test / TlokasaTennb Results / PesyabTaTht Specification / Hopma
1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpo3spauHblii OecLBETHBIH WU
CBETII0-XKENTHIH pacTBop.

2 Identification /
IMonIHHHOCTL

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
yAepXUBaHUS OCHOBHBIX MHKOB Ha
XpOMaTOrpamMMe HCIILITYEeMOro
" pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIep)KUBAHUS OCHOBHBIX [HKOB Ha
XpoMaTorpamMmMe CTaHJapTHOTO
pacTBOpa KeTOpoJaka TPOMETaMUHA
7 HalpoKCeHa (paspmen
«KonuuecTReHHOE OTpeaeeHue»)

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
yIAepXHBaHUsi OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBOpa [IOJDKHBI COOTBETCTBOBAThH
BpeMeHaM YINEPXKHBAHHA OCHOBHBIX
[TUKOB Ha XpoMaTorpamme
CTaBIapTHOTO PacTBOpa KETOpOJaKa
TPOMETaMHHA U HalpokceHa (pasien
«KonuuecTBeHHOE onpeneeHUe»)

3 Clarity / I1pospaunocThb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuust
npenapara He NOJDKHA MPEeBbILIATh
OMaNeCEHIHI0 STAI0HA CpaBHEHHA 1.

4 Color / llgeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy utMHE BOJIHBI
430 HMm.

5 pH 73 From 6.91t07.9./016,9 10 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [IpoaykT coorBercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarotoBeHo:; S)ilivani

-—

I

’

Checked by /
[Nposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
Manoj Kumar

Pym?menb

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jarta : 29.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Ketopon® (keToponak) pacTBOp AJIsi BHYTPHBEHHOTO W BHYTPHMbILIEYHOro BBeAeH s, 30 mr/ma
Batch No / 1 V230304 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001660365 Date of Analysis / 1 29.04.2023
AHaJINTHYECKHI oT4yeT No Jara anaiuza
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
J{aTa Npou3BOACTBA Togen 10
Analysis performed according ND / Anaan3s nposeaen mo HJI: JI[1-001365-170222

Page 2 of 4/ Cr1p. 2 u3 4

1}? Test / [MokasaTenb Results / Pe3yabTaThl Specification / Hopma
6 Particulate matter / MexaHuuecKue BKIIOUEHHUS

6A Visible particles /
Buaumeble HacTUIbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBETCTBIY C TPeGOBaHHSIMHU.

6B Invisible particles /
HeBunumele 4acTHLBI:

0.014 %) / Hwxe npenena
obnapyxenus (ITO = 0.014 %)

Any unspecified impurity /

pOBaHHas MPHUMEChH

EnunuyHas HenaeHTUUIH-

0.05%

i. Particles> 10 pm/ 13 not more than 6000 per ampoule /
YacTuu pazMepom > He 6onee 6000 Ha ammyJy;
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUL pa3MepoMm > He 6onee 600 Ha amITyny.
25 MKM
7 Related substances / PoicTBeHHbIe npUMecH
Impurity A / [Ipumecs A 0.14% not more than 0.20 % / He 6onee
0,20 %;
3 o,
Impurity B / [Tpumecs B Not detected / He o6apyxena not more than 0.50 % / ne 6Gonee
0,50 %;
Impurity C / [Tpumecs C Less than LOQ (LOQ =0.033 %)/ | not more than 0.50% / He Gonee
Hike npexaena KonumdecTBeHHOro | 0,50 %;
onpenaenenus (ITKO = 0.033 %)
Impurity D / [Ipumecs D Below Limit of Detection (LOD = not more than 0.20% / He OGonee

0,20 %.

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

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoxykT coorBeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IMoaroroenedo: Shivani

Ar

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoajiresib
Manoj Kumar <
AL

Reprint Date /
Hara: 29.04.2023

Reprint Date /
Jarta: 29.04.2023

Reprint Date /
Jara : 29.04.2023
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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 : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ilpoaykr: Ketopon" (ketoponak) pacTsop AJisi BHYTPHBEHHOTO M BHYTPHMBbILIEHHOT0 BBeAeHHs, 30 Mr/mn
Batch No / : V230304 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepum 272727 amnyn
Analytical Report No / : 890001660365 Date of Analysis / : 29.04.2023
AHaJMTHYeCKHI oTueT No Jara anannsa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npon3BoacTBa Tonen no

Analysis performed according ND / Ananu3 nposenen mo HJL: JII1-001365-170222

Page3of4/Crp.3uz 4

1}00 Test / [Toka3zaTens Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6Gonee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL)/
HUzenekaemblii 00bLem He Menee nomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTrepnanbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHbI KETOpOJlaKka TPOMETaMMHa.

10 Sterility (every 15th batch) / Must be sterile. / omkeH OBITH
CTepuJIbHOCTD (AJIA KaKI0MH NA CTEPWIbHBIM.
15-0ii cepun)

11 | Assay/ KosnuecTBennoe 29.41 mg/29.41 mr From 27.0mg to 33.0mg of
onpenejeHue CisH13NOs-C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MTI C15H13NO3'C4H11NO3
(xeToponaka TpOMETaMHH) B 1 ML
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.27 % Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3akauenue: OJJOGPEHO

Prepared by /
ITogrorosneno: Shivani

AT

Checked by /
[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosogurenb
Manoj Kumar 11

Reprint Date /
Hara: 29.04.2023

Reprint Date /
Hara: 29.04.2023

Reprint Date /
Jlata : 29.04.2023

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
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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 ; 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml '
.| Hpoaykr: Ketopon" (keToposiak) pacTBOp A/1si BHYTPMBEHHOT® M BHYTPHMbILIEYHOTO BBeACHMS, 30 Mr/mn

Batch No / : V230304 Batch Quantity / : 272727ampules /
Cepns Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001660365 Date of Analysis / : 29.04.2023
Aunanuruyeckuii orger No JlaTa aHaau3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTa npou3BoACTBA T'ogen no
Analysis performed according ND / Auanu3 nposegen no HJI: JII1-001365-170222

Page4 of 4/ Crp. 4u3 4

No

No Test / ITokazaTeanb

Results / PesyabTaThl

Specification / Hopma

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. /

[lo 1 Mo B amoyisl U3
CBETO3AILUTHOTO cTeria
kopuuHeBoro knacca 1 (USP). B
BEpXHEH YacTH aMIyJbl HaHEeCEeHbI
KOJBLIO M TOYKa Ui pasioma. Ha
ammyny HaKJIEHMBalOT STHKETKY.

[To 10 amMmyn ¢ HMHCTpYKLHEH no
ApUMEHEHHIO HOMEILAOT
B [IBX/anmoMuHieBbIl OnHCTED.

[To 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 wMn B aMmmoynel  u3
CBETO3AIUTHOTO CTEKJIa KOPUYHEBOTO
WIX  TEMHO-KOPUYHEBOTO  LBETa
knacca I (USP). 'B BepxHeh uactu
aMIyJjbl HaHECEHBI KOJbLO MU TOYKa
Inst pa3noMa. Ha amnyny HakjaeuBaoT
ITUKETKY.

IIo 10 ammyn ¢ HMHCTPYKUHEH M0
MPUMEHEHUIO MOMELAIOT
B [IBX/antoMuHUeEBbI OIUCTED.

Mo 1 6nucTepy B MauKy KapTOHHYIO;
JUIL  cTallMoHapoB: Mo 2, 3, 5
611MCTEPOB B [TAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBun ¢ HJI.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuinieHHoM
OT CBETa MeCTe NpH TemrepaType He Bbiie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 Toaa.

Remarks: The Product confirms to ND/
IMpumeuanue: [IpopykT coorBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
Honarorosnexo: Shivani

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykoBoauTensb
£ | Manyj Kuiua w&

A
Reprint Date /
Hara: 29.04.2023

Reprint Date /
Hara: 29.04.2023

Reprint Date /
JlaTa : 29.04.2023
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