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

Vill. Khot, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56C001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToponak) pacTBOp AJisi BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBEACHH, 30 MI/mi1
Batch No/ : V220349 Batch Quantity / : 272727ampules /
Cepus Ne Q0Bbem cepuH 272727 amnyn
Analytical Report No / : 890001597614 Date of Analysis / : 17.06.2022
AnajguTnyeckni oryer Ne Jara ananiusa
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
JaTta npousBojacTBa T'open a0

Analysis performed according ND / Ananu3 nposeaex nmo HJL: JII1-001365-170222
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No

Test / [Toka3aTenb
Ne

Results / PesynbTathl Specification / Hopma

1 Description / Onucanue

Clear  colorless
IIpo3paunslii 6eclIBETHBIN PacTBOP. /  Tlpo3pauHslif OeCUBETHBIH WIH

solution. / | Clear colorless to pale yellow solution.

CBETJIO-XKEJITHIH pacTBop.

2 Identification /
IToanHHOCTL

of ketorolac

The retention times of the main | The retention times of the main peaks
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

tromethamine and | Ketorolac tromethamine and naproxen

naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIEPKUBAHUSA OCHOBHBIX [MKOB Ha | YJEPKHBAHHA OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa JOJDKHBI COOTBETCTBOBATH
YIEPKUBAHUST OCHOBHBIX [MHMKOB Ha | BpPEMEHAM YIEPKUBAHWS OCHOBHBIX

HCIIBITYEMOT'O XpoMarorpamme HCIIBITYEMOTI'O

XpoMaTorpamme CTaHAAPTHOTO | IHKOB Ha XpoMaTorpamMme
pacTBopa KeTopoJiaka TPOMeTaMHHA | CTaHAApTHOTO pPacTBOpa KeTopoJiaka
" HaIlpOKCEHa (pasmen | TpomeTamMHMHA U HallpoKceHa (pasnen
«KonuvecTBeHHOE OIpEENEeHHEN) «KoJIMiecTBEHHOE OTIPEAEIEHHE)

3 Clarity / IlpospauHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUuUs
npemnapara He JI0JDKHA IPEBBILIaTh
omnaJecLeHUIo 3TaIOHA CpaBHEHMS L.

4 Color / IIBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu [IMHE BOJIHbE
430 HmM.
5 pH 7.31 From 6.9 t0 7.9./ 01 6,9 mo 7.9.

Remarks : The Product confirms to ND/
[Tpumeuanye: [TpogykT coorBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Jara: 18.06.2022

Jara: 18.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Naresh Kumar | IIposepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykosoaurens
&/ Rishu Sharma 7.
g [Kyflort
Reprint Date / Reprint Date / Reprint Date / /A

Jlara : 18.06.2022

Registered Gffice: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoponak) pacTBOp Uil BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOrO BBEACHHS, 30 MI/Mit
Batch No / : V220349 Batch Quantity / : 272727ampules /
Cepus Ne O0Bem cepuu 272727 amnya
Analytical Report No / : 890001597614 Date of Analysis / : 17.06.2022
AHaguTHYecKHii oTyeT Ne Jata ananuza
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
JlaTa mpou3BoACTBA Togen g0
Analysis performed according ND / Ananns nposenen mo HJI: JI[1-001365-170222
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6 Particulate matter / MexaHH4YecKHe BKJIIOYEHHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BunuMble 4acTHLB! B cooTBeTCTBUH ¢ TpeOOBaHUAMIL
6B Invisible particles /
HeBuauMsbie yacTHLpL:
i. Particles > 10 pm/ 23 not more than 6000 per ampoule /
Yactuy pasMepoM > He 6onee 6000 Ha ammyy;
10 mxMm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUIll pa3MeEPOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoacTeeHHble NpHMecH
Impurity A / Ilpumecs A 0.14% not more than 0.20 % / nHe Oonee
0,20 %;
Impurity B / [Tpumecs B BB e A CloGHapypIEha not more than 0.50 % / He Gonee
Less than LOQ (LOQ = 0.033 %) / Hivke 0,50 %;
Impurity C / ITpumecs C fpenera “0?1'{‘,?52? ;‘8;0.; ;1 peneieiz not more than 0.50 % / He OGonee
0,50 %;
- Below limit of detection (LOD = 0.014 %) / S
Impurity D / [Ipumecs D Huske npesieia KoNUYECTBEHHOT0 not more than 0.20% / He Oonee
onpenenenus (I1IKO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Goinee
ENMHKUYHAsA HeWeHTUHIN- 0.07% 0,20 %.
pOBaHHas IPUMECH

Remarks : The Product confirms to ND/
Ipumeuanue: [TpogykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenune: ONOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Naresh Kumar

6 g

ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meuennce)%/ PykoBoaurens
Rishu Sharma {)

G’

f
i

Reprint Date /
Jara: 18.06.2022

Reprint Date /
Hara: 18.06.2022

Reprint Date / /
JlaTa : 18.06.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpogykT: Ketopon® (keToponak) pacTBop it BHYTPMBEHHOTO ¥ BHYTPHMBILIEYHOrO BBeACHHUS, 30 Mr/mn
Batch No / 1 V220349 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepun 272727 amimyn
Analytical Report No / : 890001597614 Date of Analysis / : 17.06.2022
AHaauTHYecKHil oTyer Ne Jara ananausa
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
JlaTa npoH3BoACTBa T'onen o

Analysis performed according ND / Ananans nposenen no HJI: JII1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BnekaemMblii 00bem

He menee HomuHanbHoTo (1,0 M)

9 Bacterial endotoxins /
BakrepuanbHbie
3HAOTOKCHHbI

<=0.725EU/mg /
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6osee 5,8 ED/Mr
KETOopoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepunbHOCTD (4J1 KaN0i
15-0ii cepun)

Not applicable

Must be sterile. / HomkeH ObITh
CTEPUIBHBIM.

11 Assay / KosninuecTBeHHoOe 29.62mg / 29.62mr From 27.0mg to 33.0mg of
onpeneneHue Ci5sH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pile] 33,0 MIr C15H13NO3'C4H11NO3
(keToponaka TPOMETaMHH) B 1 MJI.
12 Alcohol content / ITaHon 11.51 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumeyanue: [TponykT cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

Prepared by /
IMoarorosieno: Naresh Kumar

5

Checked by /
ITpoeepeno: Pardeep Kumar

N -

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens

Reprint Date /
JaTa: 18.06.2022

Reprint Date /
Jarta: 18.06.2022

Rishu Sharma
) €1
7

7

Reprint Date /
Jlara : 18.06.2022
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Tel: +91 40 4800 2900, Fax: +91 40 4900 2395, Email: mail@drreddys.com

CIN: LE5195AP1984P1LC004507

www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Naiagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®HUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBOp ISt BHYTPUBEHHOTO H BHYTPHMBILIEYHOrO BBEAEHH, 30 Mr/mi
Batch No / : V220349 Batch Quantity / : 272727ampules /
Cepus Ne Oo0Bem cepuu 272727 amnyn
Analytical Report No / : 890001597614 Date of Analysis / : 17.06.2022
Ananurndeckuii oTueT Ne Jara ananusa
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2025
JaTa npou3soacTea T'ogen fpo
Analysis performed according ND / Auanus nposegen no HJI: JII1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PV(C/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, S blisters
Mo 1 wma B ammynsl U3 | inacarton pack./
CBETO3aLIMTHOTO crekna | [lo 1 wMn B  aMnoynsl W3
kopuyHeBoro kyacca I (USP). B | cBeTO3alIMTHOrO CTeK/1a KOPHYHEBOTO
BepXHedl YacTH aMIyfbl HAHECEHBI | WIM  TEMHO-KOPDHYHEBOTO  LIBETA
KOJBLO ¥ Touka A pasnoma. Ha | wiacca I (USP). B BepxHed uacTu
aMIIyJly HaK/I€HBAIOT 3THKETKY. aMITyJisl HaHECEHBl KONBLO M TO4YKa
Ilo 10 ammyn c uHCTpyKumed no | mns pasnoma. Ha ammyny HakienBaroT
NPHMEHEHHIO MOMEILAIOT | ITHKETKY.
B [IBX/ayiroMHUHHEBBII GIUCTED. [Io 10 amMmyn c HMHCTpyKLHMEH Mo
[To 1 6ircTepy B Na4YKy KAPTOHHYO. | NPHMEHEHHIO MOMELLAI0T
B [IBX/amomMuHueBbIit OIHCTEP.
Ilo 1 6nucTepy B NavyKy KapTOHHYIO;
JUIA  CcTalloHapoB: mo 2, 3, 5
GIHCTEPOB B [TA4YKy KapPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1uymeHHOM
XpaHeHHe OT CBETa MecTe IIpH Temneparype He Boiie 25 °C. He 3amopaxuBaTh.
16 Shelf-life / Cpok roaHocTu 3 years. / 3 roza.

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooTBeTcTBYeT TpeboraHusM HJI

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /
INoarotosneno: Naresh Kumar

Checked by /
IIpoepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Rishu Sharma

finr

Reprint Date /

Hara: 18.06.2022

Reprint Date / Reprint

Jara: 18.06.2022

Date / A

Jara : 18.06.2022
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