Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lig,
Formulation Unit-&

Vill. Khol, Nalazarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDia
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToposak) pacTBOp Uisi BHYTPUBEHHOIO U BHYTPHMbILICHHOTO BBEACHAMS, 30 mr/mn
Batch No / : V230053 Batch Quantity / 1 272727ampules /
Cepust Ne O0Bem cepum 272727 amnyn
Analytical Report No / : 890001643153 Date of Analysis / : 31.01.2023
Ananurnyeckui ordyet No JlaTa anannsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTta npousBoacTBa Togen po
Analysis performed according ND / Ananns nposegen mo HJI: JIT1-001365-170222

Page 1 of4/ Crp. 1 u34

iﬂo Test / Moka3zaTens Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear light vyellow solution. / | Clear colorless to pale yellow solution.
[Ipo3payHsli cBeT0-%enThiit | /  [lpo3pauHblii  OecuBETHBIH  HAH
pacTBop. CBETJIO-KENTHIH PacTBOP.

2 Identification /
HoaanHHOCTDL

3 Clarity / ITpospaunocis

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
yIOEPXKVBaHUA OCHOBHBIX NHMKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHAM
yIep>KUBaHUWA OCHOBHbIX IHKOB Ha
Xpomarorpamme CTaHIaPTHOro
pacTBopa KeTopojlaka TPOMETaMHHa
U HanpokceHa (paznen
«KonuuecTBeHHOE OTIpe/IeSICHHUE))

Cowmplies / Covisercisyet

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) / BpemeHa
VIOEpXXHBAaHHS OCHOBHBIX MMHKOB Ha
XpoMarorpaMme UCIBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBAThH
BpeMeHaM YACPKUBAHUA OCHOBHbIX
MHKOB Ha XpoMaTorpamMmmMe
CTaHJAPTHOTO pacTBOpa KeTopoJiaka
TpOMETaMKHa U HalpoKceHa (pasien
«KosnnyecTBeHHOE ONnpeacIeHHe»)

Tl vpalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHUUs
npemnapara He A0JDKHA NPEBBILIATH
onanecUeHIMio STajloHa cpaBHeHus L.

4 Color / LiBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy nj1HE BOJIHBI
430 um.

5 pH 7.34 From 6.9t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
[Mpumeuanue: [Tpogyxt cooTBeTcTBYET Tpeboranusm HJI

Conclusion: APPROVED /
3axaouenne: OJJOGPEHO

Prepared by /

IToaroroeneno: Pardeep Kumar

S

Checled by /
IMposeperno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuteb
Manoj Kumar h J

L

Reprint Date /
Hara:31.01.2023

Reprint Date /
Jara: 31.01.2023

Reprint Date /
Hata : 31.01.2023

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: L85195AP1934PLC0O04507
www.drreddys.com
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CEPTUOHUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Keropoa” (keToponak) pacTeop Uil BHYTPHBEHHOIO W BHYTPHUMbILLIEYHOIO BBEAEHHS, 30 Mr/mi
Batch No / : V230053 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001643153 Date of Analysis / : 31.01.2023
AHajuTHYecKH i oTueT No Jarta ananusa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JlaTa npou3BoaCTBA Togen mo

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / Mexanudeckue BKIIOYEHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buaumbie yactuupl B cooTBetcTBUM € TPEOOBAHUAMH.

6B Invisible particles /
HeBuaumMble YacTHLEL:

1. Particles> 10 pm / 19 not more than 6000 per ampoule /
YacTtun pazmepom > He Gonee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm / 00 not more than 600 per ampoule /
YacTUL pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHnble npuMecu
Impurity A / I[Ipamecs A 0.15% not more than 0.20% / ne 6onee
0,20 %;
Impurity B / [lpumecs B Below Limit of Detection (LOD = 0.014 %)/ not more than 0.50 % / He Gonee
Hwmxe npeaena odHapyxenus ([T0 = 0,014 %) 0.50 %:
Impurity C / lpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / ne Gonee
npeacna KONWHCCTREHHOIO ONpeacncHNs O 50 %

(ITKO = 0.033 %)

1 0,
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0014 %) / not Ionore than 0.20 % / ne Oonee
Humxe npenena odHapyxenus (IO = 0,014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvHuyHas HeuaenTudUIH- 0,20 %.
pOBaHHasl MPUMECH 0.05%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumeuanue: [poaykt cootsercTByer Tpebosanmam HJL 3akawdenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Pardeep Kumar [Iposepero: Himesh Kumar | Ono6peno: Menemwxkep / Pykosoaurens
Reprint Date / Reprint Date / Reprint Date /
Jarta:31.01.2023 Hara: 31.01.2023 Jara :31.01.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoaykr: Ketopon" (keToponiak) pactsop 151 BHYTPUBEHHOIO M BHYTPUMBILIEHHOIO BBEACHMS, 30 Mr/mn
Batch No / : V230053 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001643153 Date of Analysis / : 31.01.2023
AxaaurTudyeckni oryer Ne JlaTa ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npou3BoAcTBa I'onen 1o
Analysis performed according ND / Ananus mposenen mo HJI: JII1-001365-170222
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N3BaekaemMblii 00beM

Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HoMuHambHOTO (1,0 M)

9 Bacterial endotoxins /
BakrepuaibHble
HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EB/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/mr
KETOpOJaka TpoMeTaMHHa.

15-oi1 cepun)

10 Sterility (every 15th batch) /
CTepuabLHOCTD (AJ151 KaXKAOI

COMPLIES

Must be sterile. / JlosbkeH OBITh
CTEPUJIBHBIM.

11 Assay / KonuuecTBeHHoe

29.56 mg/29.56 mr

From 270mg to 33.0mg of

11.71 %

onpenesieHHe CisH13NO;3-CsH 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 Mmr C|5H|3NO3'C4H11NO3
(keTopoJjaka TpoMeETaMuH) B 1 MIL
12 Alcohol content / 3Tanon From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanwue: Ilpoaykr cootBercTByeT TpeboBanuaM HJI

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

-

(Ve

Checked by /
[Iporepeno: Himesh Kumar

N

Approved by: Manager/Execulive /
OnobpeHo: Menemkep / PykoBoguresb

C}%—\C;Manoj Kumar

Reprint Date /
JHara:31.01.2023

Reprint Date /
Hara: 31.01.2023

Reprint Date /
Hara : 31.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Labcrataries Lig.
Formulation Unit-¢

¥ill. Kno!, Nalagarh Road, Baddi,
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AnanuTHdyeckui ordyer Neo

Jlara ananuza

CEPTUPUKAT AHAJIN3A
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposiak) pacTBop Uil BHYTPHBEHHOTQ U BHYTPUMBILICYHOTO BBEAEHHS, 30 Mr/mu
Batch No / : V230053 Batch Quantity / : 272727ampules /
Cepusi Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001643153 Date of Analysis / : 31.01.2023

Date of Manufacture /
JaTa npou3BoACTBA

: Jan.2023

T'open no

Date of Expiry /

: Dec.2025

Analysis performed according ND / Anannz nposeaen mo 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. /

ITo 1 Mn B amnoyasl M3
CBETO3aLUUTHOTO CTeKJa
kopuunesoro kmacca [ (USP). B
BEpXHEIl 4acTW aMITyJbl HaHECEHbI
KOJIbLIO M TO4Ka AnsA pasnoma. Ha
amIyJly HakJICHBalOT 3TUKETKY.

ITo 10 ammyn ¢ HHCTpykuueil no
NpUMEHEHHIO NoMeLIaoT
B [IBX/anmoMuHueBbIii Gnuctep.

ITo 1 6mucTepy 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. /

[Tlo 1 wMnm B aMOy’ael ©3
CBETO3aLIUTHOTO CTEKJ1a KOPHUHEBOTO
WA ~ TEMHO-KOPMYHEBOTO  LBEeTa
knacca I (USP). B Bepxueii wactu
aMITyJlbi HaHECEHbl KOJBLO M TOYKa
At pasioMa. Ha amnysty HakjienBaioT

STHKETKY.
IIo 10 amnyn ¢ UWHCTPYKLHeH no
NPVMEHE HHO OMELIAIoT

B [IBX/antoMuHKEBEII OnUCTeD.

ITo 1 6nucTepy B Mauky KapTOHHYIO;
Uil cTaudoHapoB: mno 2, 3, 5
6J1CTEPOB B NaYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercTBrn ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auumeHsEoM
OT CBETa MECTe IIpHU TeMIlepaType He Boiwe 25 °C. He 3amMopaxuBatsb.

16 Shelf-life / Cpox roanocTu

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /
[ToarororneHo; Pardeep Kumar

-

—

Checked by /
Hposepero: Himesh Kumar

N

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoapTesns
Manoj Kumar -

@ AL

Reprint Date /
Jata:31.01.2023

Reprint Date /
Hara: 31.01.2023

Reprint Date /
Jara : 31.01.2023

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