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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
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIporyKT: Keropon® (keroponak) pacTBop st BHyTPHBEHHOIO M BHYTPHMBILUEYHOTO BBeAeHHs, 30 mMr/mn
Batch No / 1 V240235 Batch Quantity / : 272727 ampules /
Cepsn Ne O0neM cepHH 272727 amnyn
Analytical Report No / : 040002492162 Date of Analysis / : 19.04.2024
AnaJuTH4yecKknii oTyer Ne JlaTa anaauza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoH3BoICTBA I'onen no

Analysis performed according ND / Auanns nposeaen no HJI: JII1-001365-170222
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[Tpo3pauHblii GecUBETHBINH pacTBOP.

i.:) Test / IlokazaTenb Results / PesyabTaTsl Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OecuUBETHBIM WU
CBETIO-XKENTHI pacTBOP.

2 Identification /
IoaNMHHOCTD

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
yIepKUBaHUSA OCHOBHBIX ITHKOB Ha
XpoMarorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIEPXKUBAHUS OCHOBHBIX MHKOB Ha
XpoMaTorpamme CTaHIApPTHOTO
pacTBOpa KeTOpoJiaka TpOMETaMHHa
u HampoKceHa (pazmen
«KOJHMYECTBEHHOE OMpeeIEHUE)

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
YIEP)KUBaHHUS OCHOBHBIX ITMKOB Ha
XpOMaTorpamme HCIBITYEMOTO
pacTBopa NOJDKHBEI COOTBETCTBOBATH
BpEMEHaM Yep)KUBaHHs OCHOBHBIX
MTHKOB Ha XpOMAaTOrpamMmme
CTaHJapTHOTO PacTBOpa KETOpoOJakKa
TpOMETaMKMHa ¥ HampokceHa (paszzen
«KoniyecTBeHHOE OnpeaeIeHHe)

3 Clarity / IIpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHIUS
npenapara He IOJDKHa NPEeBbIILIATh
ONAIECICHINIO ITATIOHA CPaBHEHUA I.

4 Color / LiBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu AnuHE BOJIHBI
430 M.

5 pH 7.38 From 6.9t07.9./0t16,9 no 7,9.

6 Particulate matter / Mexannueckne BKJIIOYEeHUS

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTBYET Tpebopanuam HJ

Conclusion : APPROVED /
3akarwuenune: OJOBPEHO

Hara: 19.04.2024

Jara: 19.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Rama Kant IMposepeno: Pardeep Kumar | Omo6peno: Menemxep / PykoBoauTens
) Kusum Lata —
i , e
Reprint Date / Reprint Date / Reprint Date /

Jarta: 19.04.2024

Registered Onice: -2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507

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 www.drreddys.com
CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Kertopon® (keToposnak) pacTBOP AJis BHYTPHBEHHOIO W BHYTPUMBIIIEYHOTO BBeleHus, 30 Mr/ma
Batch No / : V240235 Batch Quantity / : 272727 ampules /
Cepria Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002492162 Date of Analysis / : 19.04.2024
AHaJluTHYecKMii oTdeT Ne JlaTa ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BOACTBA T'open go
Anallysis performed according ND / Anann3 nposenen no HJI: JII1-001365-170222
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1}? Test / IlokazaTennb Results / PesyabTaTtsl Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BunuMble 4acTHIbI B co0TBETCTBHM C TPeOOBAaHUSIMU.
6B Invisible particles /
HepupnMble YyacTHLBL:
i. Particles > 10 pm/ 12 not more than 6000 per ampoule /
YacTun pazmepom > He 6osee 6000 Ha ammyiy;
10 MKkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHL, pa3MepoM > He Gosee 600 Ha ammyiy.
25 MxM
7 Related substances / PoacrBenHble IpuMecH
Impurity A / [IpuMecs A 0.15% not more than 0.20% / He 6omnee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Oosee
Hwxe npenena o6Hapysxernus ([10 0,50 %;
=0.014%)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onee
Huxe npenena KOJIMYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He O6onee
Hwxe npenena o6Hapyxenus (I10 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EnvHMYHasS HeMaeHTUD UL 0.06% 0,20 %.
pOBaHHas IIPUMEChH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykT coorsercTyer Tpebopanmnam HJL Zaxmoyenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosneno: Rama Kant I[Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaurenb
%\)"\ % G‘L’ Kusum Lata w o
Reprint Date / | Reprint Date / Reprint Date /
Hara: 19.04.2024 Hara: 19.04.2024 Hata: 19.04.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
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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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (xeToposnak) pacTeop Ui BHYTPMBEHHOIO ¥ BHYTPHMBILIEUHOrO BBEACHUS, 30 Mr/mu
Batch No / : V240235 Batch Quantity / : 272727 ampules /
Cepusn Ne Oo6nem cepuu 272727 amnyn
Analytical Report No / : 040002492162 Date of Analysis / : 19.04.2024
AHaJuTHYecKHH oTUeT No JaTa ananau3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npoussoacTsa I'onen mo
Analysis performed according ND / Ananus nposegen mo H/I: JIT1-001365-170222
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i.? Test / Iloka3zaTenn Results / PesysibTaThl Specification / Hopma
Total impurities / Cymma 0.21 % 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) /
H3BnexaeMblii 06beM He menee HomuHansHoro (1,0 mun)

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

15-0ii cepum)

10 Sterility (every 15th batch) /
CTepuAbHOCTD (A1 KaX10H

NA

Must be sterile. / JlokeH ObITh
CTEPHILHBIM.

i,? Test / IlokazaTenanb Results / PesyabTaThl Specification / Hopma
11 Assay / KoinuecTBeHHO€ 29.88 mg /29.88 mr From 270mg to 33.0mg of
onpeieseHue CisHi3NO3- C4H 1 1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
Ao 33,0 Mmr C15H13NO3'C4H1[N03
(keTopoyiaka TpOMETaMHUH) B 1 M.

12 Alcohol content / 3TaHon

12.02 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama Kant IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautenb
O‘ Kusum Lata :
crd :
Reprint Date / Reprint Date / Reprint Date /
Mara: 19.04.2024 Jara: 19.04.2024 Jara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +31 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTeop juisi BHYTPHBEHHOTO U BHYTPUMBIIIEYHOrO BBEACHHS, 30 Mr/mn
Batch No/ 1 V240235 Batch Quantity / : 272727 ampules /
Cepust Ne O0beM cepun 272727 amnyn
Analytical Report No / : 040002492162 Date of Analysis / : 19.04.2024
AnanurH4yecknii oruer Ne JlaTa aHau3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npou3BoacTBa I'open o

Analysis performed according ND / Anann3 nposeaen no HJI: JITT-001365-170222
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No

Ne Test / IToka3aTenb

Results / Pe3syabTaThl

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 Ma B amnyiasl U3
CBETO3AIUTHOTO CTeKNa
kopuuHesoro kiacca I (USP). B
BEpXHEN YacTH amIlyNbl HaHEeCCHBI
KOJIbII0O M TOuYKa Juis pasioMa. Ha
aMIIyJly HaKJIeUBAIOT 3TUKETKY.

Mo 10 ammyn ¢ HWHCTpyKUMe# 1o
NPUMEHEHUIO NOMeLLaloT
B [IBX/amoMuHueBbIi Onuctep.

[To 1 6nucTepy B NaYKy 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. /

ITo 1 ™Mn B aMmIoyiasl U3
CBETO3aIIKMTHOrO CTEKJIa KOPUUHEBOIO
WIA  TEMHO-KOPHYHEBOTO  LBETA
xiracca I (USP). B BepxHed yacTu
aMIyJibl HaHECEeHb! KOJNIBIO H TO4YKa
Juis paznoma. Ha aMmyny HakjieuBaroT
3THUKETKY.

I[To 10 ammyn ¢ HHCTPYKIUEH 110
TIPHUMEHEHHIO MTOMEILAIOT
B [IBX/anroMuHueBbIH OnKCTED.

ITo 1 6nucTepy B MaukKy KapTOHHYIO;
UIg  cTalMoHapoB: mo 2, 3, 5
OJIMCTEPOB B AYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootercTuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aluieHHOM
OT CBETA MECTe MPH TeMneparype He Boie 25 °C. He 3aMOpaxX1BaTh.

16 Shelf-life / Cpok rogHoctu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /
[Moaroroenero; Rama Kant

i

Checked by /
Ipoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Meuemxep / PykoBoauTens
Kusum Lata

poa

Reprint Date / \
Jlara: 19.04.2024

Reprint Date /
Jara: 19.04.2024

Reprint Date /
Hara: 19.04.2024

Reglstered Ofiice: 8-2-337, Road No. 3, Bapjars Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

g | ®.
) ‘0. Vill. Khol, Nalagarh Road, Baddi
DI'. ReddY S ° Distt. Solan, H.p, 173 205, INDIA
; Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®HKAT AHAJTM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon" (keToponak) pacTsop U1 BHYTPHBEHHOTO H BHYTPUMBILIEHHOrO BBE/ACHNA, 30 mr/mn
Batch No / 1 V240235 Batch Quantity / : 272727 ampules /
Cepua Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 040002492162 Date of Analysis / : 19.04.2024
Ananurndyeckuii oTuer Ne Hdarta anaausa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa mpoH3BOACTBA Tonen 10
Analysis performed according ND / Anann3 nposegen no HJL: JIIT-001 365-170222
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API name / HanmenoBanue ADPC: Ketorolac tromethamine / Ketoponaka TpOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun nponssoguTens ADC: ABQF006832
FP Manufacturer API Batch number /
Homep cepuu cyberanuun nponssoautens IJID: FEQA00569
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IlpouzBoautear APC, crpana: JI-p Peqnn'c Jla6oparopuc JiTa., MHaus
Remarks : The Product contirms to N/ Conclusion : APPROVED /
Ipumeuanue: IIpoyKT COOTBETCTBYET TPEOOBAHHAM HIT 3axuouenue: QIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Rama Kant IIporepeno: Pardeep Kumar | Omo6peno: Menemxep / Pykosoaurens
f Kusum Lata ,
Qb L Wy
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.04.2024 Jara: 19.04.2024 Jara: 19.04.2024
Reglstered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +51 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



