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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTH@H:KAT AHA_J!IBA Www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon" (ketoposiak) pacTBOp JUIsi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBCACHHA, 30 mr/mMa
Batch No / : V230502 Batch Quantity / : 272727 ampules /
Cepns Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001677879 Date of Analysis / : 27.07.2023
AnaguTHdeckHil oruer Ne JlaTa aHau3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3BoACTBA TI'ogen go
Analysis performed according ND / Anajin3s nposejed no HJ;: JIT1-001365-170222

Page 1 of 5/Crp.1mu35

1;.2 Test / [lokazaresb Results / Pe3y1bTaThbl Specification / Hopma

1 Description / Onucanne Clear pale yellow solution. / | Clearcolorless topale yellow solution.
Ipo3pa4Hblii ceTsio-kenThid | / Tlpo3pausbii  OeCUBETHBIA WU
pacTBop. CBETJIO-KENThIH pacTBop.

2 Identification /
IMopnvHHOCTH

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
yIEpXKUBAHUS OCHOBHBIX NHKOB Ha
XpOMaTorpamMMe UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEp)KVBaHKs OCHOBHBIX NHMKOB Ha
XpoMaTorpamMmMe CTaHAAPTHOTO
pacTBOpa KeTopoJiaka TPOMETaMKMHa
U HaMpOKCeHa (paznen
«KOJIU4ECTBEHHOE ONPEAENEHUEN)

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
yIEpXHUBAHUs OCHOBHBIX IHMKOB Ha
XpOMaTOrpamMmMe HCTIBITYEMOTO
pacTBOpa [NOJKHBI COOTBETCTBOBATH
BpEMEHaM YACPXKUBaHHsA OCHOBHBIX
MHMKOB Ha XpoMaTorpaMme
CTaHJApTHOrO PacTBOpa KETOpOJiaKa
TpOMeTaMHHa K HanpoKceHa (paszen
«KOoNnyecTBEHHOE OTpe/IeNIEHUE)

3 Clarity / Ilpo3payHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
ripenapara He J0JDKHA NPeBbIaTh
OMANECLICHIIMIO 3TAllOHa CpaBHEHMA L.

4 Color / IlseTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1IMHE BOJHE
430 M.

5 pH 7.37 From 6.9 t0 7.9./ 0t 6,9 0o 7.9.

Remarks : The Product confirms to ND/
[Tpumeyanue: [IpoaykT cooTBeTcTByeT Tpebosannam HJ

Conclusion : APPROVED /
3akmouenne: QJIOBPEHO

Prepared by /
IMonroropineHo: Pardeep

Checked by /

IMposepeno: Santosh Kumar
Maurya

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

t‘“"

Kumar f
Reprint Date /

Jara: 27.07.2023

Reprint Date /
Hara: 27.07.2023

Reprint Date /
Jara: 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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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
CEPTADUKAT AHAJIU3A www.drreddys.com

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

IIpoayxr: Keropon® (keToponiak) pacTBOp /Ulsi BHYTPHBEHHOrO W BHYTPHMbILIEUHOTO BBeaeH s, 30 mr/mn
Batch No / : V230502 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001677879 Date of Analysis / : 27.07.2023
AnaJuTHYeCcKUii oTueT No JaTta ananusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npoussoacTBa I'ogen oo

Analysis performed according ND / Anasnuns nposeaen mo HJI: JITT-001365-170222
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6 Particulate matter / MexaHH4YecCKHe BKINOYECHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumble 4acTHLBI B cooTBeTCTBUH C TPEOOBAHUAMM.
6B Invisible particles /
HeBHAMbIE YaCTHUIIBL:
i. Particles > 10 pm/ 24 not more than 6000 per ampoule /
Yacrtur pa3mMepom > He 6onee 6000 Ha ammyIy;
10 Mmxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTull pasMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIE NPpUMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / IIpumecs B Not detected / He oGHapysena not more than 0.50 % / He Ooree
0,50 %;
Below LOQ (LOQ = 0.033%) /
Impurity C/ [Ipumecs C Hinke npenena KOTHUECTBEHHOTO not more than 0.50 % / nHe O6onee
onpenenenns (ITKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6oxee
Huxe npenena ooHapyxenus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / Below BDL (BDL= 1722 / Huxe Not more than 0.20 % / He 6oiee
EnnHudHas HeuneHTUUIH- nopora peructpauwu (IIP =1722 %) | 020 %.
pOBaHHas IPUMECD

Remarks : The Product confirms to ND/
[pumeuanue: ITpoaykt cooTseTcTBYeT Tpebosanusm HJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarororneno: Pardeep Iposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaure/ib

Kumar - Maurya (-" 7 Manoj Kumar @l
‘_',.-'—'_'_ . |

Reprint Date / Reprint Date / Reprint Date /

Jara: 27.07.2023 Hara: 27.07.2023 Jara: 27.07.2023
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIMU3A

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

Mponykr: Keropon® (keroposiak) pacTBop i BHYTPHBEHHOIO M BHYTPHMbILUEYHOIO BBEACHHA, 30 mr/min
Batch No / : V230502 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuH 272727 amnyn
Analytical Report No / : 890001677879 Date of Analysis / 1 27.07.2023
AHa/mTHYECKHH oTyeT Ne JaTa ananuza
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jara npou3soacTsa I'ogen g0

Analysis performed according ND / Anasiu3s nposejes no HJ; JIT1-001365-170222

Page3of S/Crp.3m3 5

Total impurities / Cymma 0.15% Not more than 1.50 % / He 6oxee
npUMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 06beM He Menee HomuHanbsHOro (1,0 M)
"9 | Bacterial endotoxirfis / —<=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakrepnanbHble <=0.725 E2/mMr tromethamine. / He Gonee 5,8 E3/mMr
SHAOTOKCHHBI KETOpOJIaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CrepuiibHOCTb (AJ151 KaXKAOH
15-0ii cepun)

Complies / COOTBETCTBYET

Must be sterile. / JIomkeH OBIThH
CTEPUIILHBIM.

11 Assay / KosinuecTBeHHOE 29.83 mg/ 29.83 mr From 27.0mg to 33.0mg of
onpeaeJieHHe CisH;3NO3-C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0mr CisHisNO; C4HiiNO3
(xeTopoyiaka TpoOMeTaMuH) B 1 M.
12 Alcohol content / ITaHon 11.68 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[pumeuarue: IIpoRyKT COOTBETCTBYET TPeOOBAHHAM HJT

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarorosieHo: Pardeep

Checked by /
ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautenb
Manoj Kumar

Jlata: 27.07.2023

Hara: 27.07.2023

Kumar Maurya / (
Q‘F/': - @’___,.__ hn [Le
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.07.2023

Raglsterad G- ¢

1-2-237, Road Mo 2, Baninre M
S0 4800 LG, = A A
Clid 1851954

vovw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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

IIpoayKT: Ketopon™ (keToponak) pacTBop i BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOrO BBE/ICHHA, 30 mr/mn
Batch No / : V230502 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepnu 272727 amnyn
Analytical Report No / : 890001677879 Date of Analysis / : 27.07.2023
AHajJuTHyecKuH oTyeT Ne Jara anajiusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

JlaTta npon3BoAcCTBa I'onen g0

Analysis performed according ND / Ananus nposeaen no HJL: JIIT-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 Mi B aMIynsl U3
CBETO3AIWTHOTO cTeKIa
kopuyHesoro kmacca 1 (USP). B
BEpXHEM YacTH aMIyJbl HaHECEHBI
KOJIBIIO M TOYKa Juis pasnoma. Ha
aMITyJ1y HaKJIEUBalOT ITHKETKY.

IMo 10 aMmya ¢ HHCTpYKLHMEH IO
MPUMEHEHHIO MOMEeLaoT
B IIBX/amoMHHKEBBIH OnucTep.

ITo 1 6rucTepy B MavKy 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 Mn B aMmnonynsl u3s
CBETO3AIMTHOTO CTEKIIa KOPUIHEBOTO
WIH  TEMHO-KOPHYHEBOTO  LBeTa
xiracca I (USP). B BepxHe# wacTu
aMIIyJibl HAaHECEHBI KONBIO M TOYKa
Ju1s pasjioma. Ha amnyiy HaKJIeHBarOT

ITUKETKY.
IIo 10 ammyn ¢ HMHCTpYKUuMe# 10
TIPUMEHEHHIO MOMELIAIOT

B [IBX/amomuHueBsli OucTep.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
A cTandoHapoB: mo 2, 3, 5
GNUCTEPOB B MaUKy KapTOHHYIO.

o 1 6nucTepy B Mauky KapTOHHYO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuimeHHoM
OT cBETa MECTe IpH Temrmeparype He Bbile 25 °C. He 3aMopaXuBaTh.

16 Shelf-life / Cpox roguoctn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykrt cootBeTcTBYET TpebosannsM HJI

Conclusion : APPROVED /
Zaknwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneno: Pardeep [poeepeno: Santosh Kumar | Onobpero: Menemkep / PykoBoauTENh
Kumar [ Maurya (%7 Manoj Kumar hﬂ]ﬂ;‘i{’
Reprint Date / Reprint Date / Reprint Date /

Jata: 27.07.2023 Jara: 27.07.2023 Jara: 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 : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : /

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

Ipoaykr: Keropon" (keToponak) pacTBOp /I BHYTPHMBEHHOTO ¥ BHYTPHMBILEYHOrO BBEACHHS, 30 Mr/mn
Batch No/ 1 V230502 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepHn 272727 ammyn
Analytical Report No / : 890001677879 Date of Analysis / : 27.07.2023
AnajiaTnyeckuii oTyer No Hara ananusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

Jlara npoH3BoACTBA TI'ogen no

Analysis performed according ND / Anain3 nposenen mo HJL: JIT1-001365-170222

Page Sof 5/Crp.Su3 5

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / Keroponiaka TpOMETaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepuit nponseoantens AD

C:

APHO010125

FP Manufacturer API Batch number /

Homep cepuun cyGCTaHINH NPOH3B

oautesas IJID:

FEQA00141

API Manufactured by & country
Ipousoautenr ADC, ctpana:

/

Dr. Reddy's Laboratories Ltd., India /
J-p Pemuu'c JJaboparopuc Jita., Uupus

Remarks : The Product confirms

to ND/

[Mpumeuanue: [poaykT coorsercTayer TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
IoarorosneHo: Pardeep

Checked by /
[Tposepeno: Santosh Kumar
Maurya

—

Approved by: Manager/Executive /
Opobpeno: Menemkep / PyKoBoIHTENTb

Manoj Kumar @," jﬁ

Kumar i
Reprint Date /

Jlata: 27.07.2023

Reprint Date /
Jlata: 27.07.2023

Reprint Date /
Hara: 27.07.2023

Clly: 1853954

wivw.drreddys com




