‘.‘ Dr. Reddy's Laboratories Ltd.
? [ ] ) N
Formulation Unit-6
Dr. Red dy s ". Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +491 98166 56001-02
CERTIFICATE OF ANALYSIS | . drred dys.com

CEPTHO®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[IpoayKT: Keropon” (ketoponak) pacTsop s BHYTpHBEHHOTO H BHYTPHMBILEYHOTO BBeAeHUs, 30 Mr/myr
Batch No/ : V230853 Batch Quantity / : 272727 ampules /
Cepust Ne O6Bem cepun 272727 amMnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AHANHTHYECKHH oTHeT Ne Jata aHayu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
|/laTa MpOM3BOACTBA T'ogeH no
Analysis performed according ND / Ananus nposegen mo HJ{: JII1-001365-170222
Page 1 of S/ Crp. 1u3 5
I;oo Test / IlokasaTens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear Colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblif GecHBETHBIH pacTBOp. / Tlpo3pauHblit OecuBeTHBIE HIM
CBETJIO-XKENTHIA PacTBOP.
7 Identification / The retention times of the main | The retention times of the main peaks
Tlonnuxuocts peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) /Bpemena | (Assay  section)  / Bpemeuna
YACPXHBAHHAA OCHOBHbIX THKOB Ha YACPXHWBAHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamMmme HCIIBITYEMOIO XpomMmaTorpamMme HCIIBITYEMOTO
pacTtBopa COCTBCTCTBYIOT BpEMEHAM pacTBOpa JOJDKHBI COOTBETCTBOBATH
YAEPXHBAHUsAT OCHOBHEIX ITMKOB Ha BpEMECHaM YAEpP>XHUBAHHUA OCHOBHLIX
XPOMaTorpamMmme CTAHJAPTHOTO | TIHKOB Ha XpOMATOrpamMmme
pacTBOpa KeToposiaka TPOMETaMHHa | CTaHAAPTHOrO pacTBOpa KeTOpoJiaka
71 HanpoKceHa (pasmen | TpomeTaM#uHa M HanpoKCeHa (paszen
«KonuyecTBeHHOE OnpelelicHHe») «KonuiecTBEHHOE ONPEACIICHHEY)
3 Clarity / IIpo3pauHocTb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecLe s
nperapara He J0JiXHa NPEBbILIAaTh
OMNAJIECICHLIYIO 3TallOHa CPaBHEHUA I
4 Color / IpeTHOCTL 0.03 Mot moro than 0.20 at 430 nm. /
He 6onee 0,20 rmpyu [UIHHE BOJHBI
430 =M,
5 pH 7.34 From 6.9 t0 7.9. /01 6,9 10 7.9,
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipimeuanne: [ponykt cooTeeTcTBYET TpeboBanusam HJI 3akmogenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana | [lposepeno: Rama Kant Onobpeno; Menemxep / Pyrosa b
£ Q ,Lvllb'—'d‘,_-- Manoj Kumar ﬁwu »
Reprint Date / Reprint Date/ ~ Reprint Date / s
Jara:15.11.2023 Hara: 15.11.2023 Jlara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 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. Khal, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS drreddys.com

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopoa™ (ketoponiak) pacTBop [Jis BHYTPMBEHHOIO U BHYTPHMBILIEUHOTO BBeeHUS, 30 Mr/mn
Batch No / : V230853 Batch Quantity / : 272727 ampules /
Cepusi No O6beM cepHH 272727 amnysn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AHaauTHYECKHH oTyeT Ne Jata aHajm3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoH3BOACTBA T'onen 1o

Analysis performed according ND / Auamu3 nposegen o HJI: JII1-001365-170222
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6 Particulate matter / MexaHH4YCCKHE BKIIOYEHHSA

6A Visible particles /
Buaumsie yacTHLILI

Complies / CooTBeTCTBYET

Should correspond to requirements, /
B COOTBETCTBUH C TpeOOBAHHAMH.

6B Invisible particles /
HeBuaumeie yacTHLbL:

i, Particles> 10 pm/ 06 not more than 6000 per ampoule /
Yactuu pasmMepom > He 6onee 6000 Ha ammnyiy;
10 MKM -

ii. particles > 25 um/ 00 not more than 600 per ampoule /
4acTULl pa3MepoM > He H6onee 600 Ha amIyIy.
25 MKM

7 Related substances / PoacTBenHbie npumech
Impurity A / IlpuMecs A 0.15% not more than 0.20 % / He Gonee

Impurity B / Ilpumecs B

Below LOD (LOD =0.014 %) /
Hwxe npepena o6napyxerus (I10
=0.014 %)

Impurty C/ [Ipumecs C

Below LOQ (LOQ = 0.033%) /
Hibxe npenena KoJM4eCTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / [Tpumecs D

Below LOD (LOD = 0.014 %) /
Hxe npenena obnapyxenus (I1O
=0.014 %)

Any unspecified impurity /
Envnuunas HeupaeHTHQUIU-
pOBAHHAL PUMECH

0.06%

0,20 %;

not more than 0.50 % / we 6omnee
0,50 %,;

not more than 0.50% / He 6Gonee
0,50 %;

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

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

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoayKT cooTBeTCcTBYET Tpeboranuam HJJ

Conclusion: APPROVED /
3axarouenne: OJJOGPEHO

Prepared by /
INoaroroBiieHo: Praxzsh Rana

Checked by /
IlpoBepero; Rama Kant

i‘lu.talt‘-g”-

Approved by: Manager/Executive /
Onobpeno: Meneaxep / Pykosoanren
Manoj Kumar '

-

Reprint Date /
Jata:15.11.2023

Reprint Date /
Harta: 15.11.2023

Reprint Date /
Ilata: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PL.C004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS |\ qrreddys.com
CEPTHOHUKAT AHAJTA3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ilponykr: Ketopon® (keToponak) pacTBOp fUlst BHYTPHBEHHOIO ¥ BHYTPMMBIIIEYHOrO BBEIEHNS, 30 MIr/mur
Batch No/ 1 V230853 Batch Quantity / :+ 272727 ampules /
Cepus Ne O6neM cepun 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AHaJHTHYECKHIL oTHeT Ne JlaTa agaausa

Date of Manufacture / : 10/2023 Date of Expiry / : 0972026
Jlata npoH3BOACTBA Tozen g0

Analysis performed according ND / Aramws nposenen wo HJL: JITI-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50% / He 6Gonee
npumeced 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
U3zsnexaeMblit 00beM He Menee HomuHansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 E3/Mr tromethamine. / He 6onee 5,8 ED/mr
IRAOTOKCHHBI KETOPOJIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / omken 6b1Th
CrepuasHOCTh (1151 KAX A0 CTEPMILHBIM.
15-oii cepnm)

11 Assay / KonuuecTBeHHOE 29.61mg/ 29.61 mMr From 27.0mg to 33.0mg of
onpejesieHne Ci5H3NO3 C4H; INO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0mMr CysH;sNOs-CsH(1NO;
(xeToponaxa TpoMeTaMuH) B 1 M.
12 Alcohol content / ITaHox 12.01 % From 10.60 % to 12.60 %. /
Ot 10,60 % o 12,60 %.

Remarks: The Product confirms to ND/
[Npumeuanue: TIpoAyKT COOTBETCTBYET Tpebosanusm HJT

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

ITogrotoeneHo: Pravesh Rana | IIposepeno: Rama Kant OnobpeHo: Menemxkep / PykoBoaANTSIb
’?1 Al el Manoj Kumar ; w.?l

Reprint Date / Reprint Date/ =~ Reprint Date /

Jata:15.11.2023 Jara: 15.11.2023 Hata: 15.11.2023

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: £85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS .y drreddys.com

CEPTUOHKAT AHAJTU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml A
Ilpomyser: Ketopon™ (keToposiak) pacTBOp /1 BHYTPHECHHOTO H BHYTPUMBIIEYHOrO BBCACHHS, 30 mMr/mn
Batch No / : V230853 Batch Quantity / : 272727 ampules /
Cepns Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AnajnuTHYECKHIt oT4eT Ne JlaTa aHaH3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jara npoussoacTea I'open xo
Analysis performed according ND / Auanu3 nposeaen no HJL: JII-001365-170222
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13 Packaging / Ynarogxa

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 ampouvles and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

[lo 1 ™Mo B amnoyisl M3
CBETO3aIUTHOTO cTera
xopuyHesoro kmacca I (USP). B
BEPXHEM YaCcTH amIyNbl HaHECEHbI
KOJMBLO M TOYKa AnsA pasnoma. Ha
aMIyJy HaKIeMBalOT 3THKETKY.

ITo 10 ammyn ¢ MHCTPYKLMEH MO
NPUMEHEHUIO MOMeNIatoT
B IIBX/anmomunuesblii 6xcTep.

ITo 1 GuMcTepy B Ma4YKy 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. /

IlNlo 1 Mg B amMoynsl w3
CBETO3aIUTHOTO CTEK]Ia KOPUYHEBOrO
Wi TEMHO-KOPHYHEBOrO  1[BETa
wmacca I (USP). B BepxHed 4actu
aMnyJiel HAaHECEeHBl KOJbUO M TOHKa
s pasnoma. Ha aMmnyny HakfeuBaroT
STHKETKY.

Ilo 10 aMmyn ¢ MHCTpYKIMEH 10
NprMeHE HUIO NOMEeUIAloT
B [IBX/amoMUHHEBEIH OINCTED.

[To 1 6aucTepy B NayKy KAPTOHHYIO;
UL cTalMoHapoB: mno 2, 3, 5
6CTEepOoB B NaYKy KAPTOHHYIO.

[To 1 6nucTepy B NauKy KapTOHHYIO.

14 Labelling / MapkHpoBka

According to ND / B cooterctauu ¢ HIL.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3aluulICHHOM
OT CBeTa MecTe NP TeMIlepaType He Bbiwe 25 °C. He 3aMOpaXKHBaTE.

16 Shelf-life / Cpok ropHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ipumeuanse: Ilpoaykr coorBeTcTBYeT TpeboBanuam HJ

Conclusion: APPROVED /
3aknwyenne: OJJOFPEHO

Ono6peno: Menemxep / PykoBoanTegb
Manoj Kumar AQL

Hata:15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroToryeHo: Prave)zh Rana Hposepeﬂoi'}i{ama' [Kant

¥ et
Reprint Date / Reprint Date/ Reprint Date /

Jara: 15.11.2023

Hara: 15.11.2023

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: L85195AP1984PLC004507

www.drreddys.com




q .‘ Dr. Reddy's Laboratories Ltd.
’ e k n
Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

. Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS .\ irred dys.com

CEPTUOHUKAT AHAJIN3A

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

HposykT: Kertopon” (ketoponak) pactsop juis BHYTPHBEHHOIO U BHYTPHMBILEYHOrO BBeAeHNS, 30 Mr/Mmn
Batch No / £ V230853 Batch Quantity / : 272727 ampules /
Cepis Ne O61eM cepun 272727 amnyn
Analytical Report No / : 890001700856 Date of Analysis / : 15.11.2023
AnanurHvieckuii order Ne Jara ananusa
Date of Manufacture / : 1072023 Date of Expiry / : 0972026
Jdara npou3BojacTBa Topen 1o
Analysis performed according ND / Ananuz nposegen wo HJI: JI[1-001365-170222
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API name / Haumenopanue ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMiii

INN / MHH: Ketorolac / Ketoposiak

API manufacturer batch number /

Homep cepun nponsoautens APC: i

FP Manufacturer API Batch number /

Howmep cepuun cyberanuun npoussomrenst [JID; g

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipoussoaurens ADC, crpana: J-p Pennu'c Jla6oparopuc JITa., Uanus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

I[Tpameuanse: [lpoayxT coorsercTByeT TpeboBanusm HIT 3akmouenue: OJJOBPEHO

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

IlogroroeneHo: Pravesh Rana HposepeHO:‘ a Kant Onobpeno: Meremkep / Pyko ';Lrjma
— it Manoj Kumar ™

Reprint Date / Reprint Date / * Reprint Date /

Hara:15.11.2023 Jata: 15.11.2023 Hata: 15.11.2023

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: L85195AP1984P1.C004507
www.drreddys.com




