Dr.Reddy’s Q,’:‘

Dr. Reddy's Laboratories Ltd.

formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS .. Solan, H.P, 173 205, INDIA

CEPTHOUKAT AHANIN3A 1. 01 98166 56001-07

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul 441 EEHIRY: 36 The/ml

Ipoayxkr: Ketopon™ (ketoponak) PAacTBOp U1l BHYTPUBEHHOTO M BHYTPHMBILIGYHOIO BBEAEHMS, 30 Mr/Mi
Batch No / : V220290 Batch Quantity / : 209090ampules /
Cepns No O6beMm cepun 209090 amnyn
Analytical Report No / : 890001589524 Date of Analysis / : 03.05.2022
AHBaJuTHYecKH# oTyer Ne Jara anannsa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jata npoussogcrea T'ogen mo
Analysis performed according ND / Ananu3 nposeaen mo HJL: JII1-001365-170222 |

Page 1 0of4/Crp.1u3 4
iﬂo Test / Ilokasatens Results / PesyabTaTsi Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3paunbrit 6ecuBeTHBIN pacTBO. / Tlpo3pauHblii 6ecuBeTHBIN MM

CBETJIO-XKENTHIi pacTROp.

2 Identification /
MopnanuHOCTH

The retention times

XpOMaTorpamMmme

XpoMaTorpaMme

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) / Bpemena
YACPKMBAHUSA OCHOBHBIX NHWKOB Ha | YNEP)KUBAHHS OCHOBHBIX ITHKOB Ha

pacTBOpa COOTBETCTBYIOT BpEMCHaM pacTBopa OOJDKHBI COOTBETCTBOBAThH
YOCPXKUBAHUSA OCHOBHBIX HHKOB Ha BPEME€HaM YACP)XHUBAHUS OCHOBHBIX

pacTBOpa Ke€Topoaka TpOME€TaMUuHa CTaHOApPTHOTO pacTBoOpa KeTopoiaxka

of the main | The retention times of the main peaks

HCIIBITYEMOI'O XpoMaTtorpaMme HCHBITYEMOI'O

CTaHOAPTHOIO IMMHUKOB Ha XpomMmaTtorpaMme

U HAaIpOKCeHa (paszen | TpomeTamHHa M HampokceHa (paszen
«KonndectBeHHOE onpeneneHnes) «KonnuectBeHHOE onpenenenuer)

3 Clarity / ITpospauHocTs Complies / CooTeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuennus
npernapara He JOJDKHA NPERLIIIATh
OMANECUECHIMIO 3TAJIOHA CPaBHEHHU |,

4 Color / IlseTHoCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu miuHe BOJTHBL
430 um.
5 pH 7.25 From 6.9t07.9./016,9 10 7,9.

Remarks : The Product confirms to ND/
[pumeuanne: TponykT cooTBeTcTRYET Tpebosannsym HJT

Conclusion : APPROVED /
3armovuenue: OJJOBPEHO

Jlata: 03.05.2022

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

IMoxrorosneno: %a@akalﬁ IIposepeno: Pardeep Kumar Ono6peno: Menemikep / PykoBogurens
) \pah o — Amit Kumar X~
i ¥ et

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.05.2022

Hara: 03.05.2022

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Sofan, H.P., 173 205, INDIA

CEPTUOHUKAT AHAJIM3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxT: Keropon® (ketoponak) pacTBOp [/isi BHYTPMBEHHOIO U BHYTPUMBIIIEYHOTO BBeIeHUS, 30 Mr/mi1
Batch No / : V220290 Batch Quantity / : 209090ampules /
Cepns Ne O6beM cepun 209090 ammyn
Analytical Report No / : 890001589524 Date of Analysis / : 03.05.2022
AHaauTHuecKuii oTyeT No Jara anaauza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jara nponsBoacTpa T'ogen no
Analysis performed according ND / Ananu3 nposexen mo HJI: JITT-001365-170222
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6 Particulate matter / Mexann4yeckue BKIIOYeHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuauMere YacTHIbI B cooTBeTCTBHY ¢ TpeGOBAHUSIMH.
6B Invisible particles /
HeBuayMele 4acTHLBL:
i. Particles> 10 pm/ 37 not more than 6000 per ampoule /
Yactuu pasmepom > He 6onee 6000 Ha ammyy;
10 MxM
ii. particles > 25 pm/ 2 not more than 600 per ampoule /
YacTHUL pa3MepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHBIe mpumMecu
Impurity A / Tlpumecs A 0.15 % not more than 0.20 % / He Oonee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6Hapyxera not more than 0.50 % / He 6osee
0,50 %;
Impurity C / [Ipumecs C I;iiﬁ:tgﬁé;gg;&g ii;ﬁiéﬁ:ﬁ: not more than 0.50 % / He Oonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / ITpumecs D Less than LOQ (LOQ = 0.047 %) / Hixe not more than 0.20% / He Oonee
npenena KOJIM4ECTBEHHOTO ONpeaeseH s 0,20 %.
(TIKO =0.047 %)
Any unspecified impurity / Not more than 0.20 % / He Oonee
Enunndnas HeuneHTuQULIU- 0.08 % 0,20 %.
pOBaHHAS MPUMEChH
Total impurities / Cymma 0.28 % Not more than 1.50 % / He OGonee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HzBnekaemblii 06bem He menee HomuHanbHOTO (1,0 MiT)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykr coorBeTcTBYET TpeboBanusM HJJ 3akarwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: R;amakant_ IIpoBepeno: Pardeep Kumar Onobpeno: Menemwkep / PykoBoauresns
A\ kS Amit Kumar [, R,
Qo |
\ o e §
Reprint Date / ! Reprint Date / Reprint Date /
Hata: 03.05.2022 Jara: 03.05.2022 Jlara: 03.05.2022
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Dr.Reddy’s Q,'.'

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P,, 173 205, INDIA
CEPTUPUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and mtramuscul%ﬁ%&ﬂﬁs 50, mg/ml
IlpoaykT: Ketopon™ (keroponak) pacTBop [isi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOrO BBEACHHS, 30 Mr/mi
Batch No / : V220290 Batch Quantity / : 209090ampules /
Cepus Ne O6beM cepHu 209090 amnyn
Analytical Report No / : 890001589524 Date of Analysis / : 03.05.2022
AHaJHTHYeCKHI oTueT No Jata ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTa npousBoacTBa Tonen xo
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIT1-001365-170222
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[Tpumeuanne: [Tpoaykr cooreercreyer Tpedosannsm HJT

Prepared by /
IToarorosneHo: Ramakant

LLCC v\.

Checked by /
ITposepeno: Pardeep Kumar

— ( ) Amit Kumar

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajibHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/mr
HIOTOKCHUHBI KETOpOJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Crepuien Must be sterile. / Jlomked ObITh
CrepuabHoOCTb (I KaXKI0 CTEPUIILHBIM,
15-o0ii cepun)

11 Assay / KonuuecTBenHoe 29.64mg / 29.64mr From 270mg to 33.0mg of

ompeneieHue CisH13NO3-C4H;NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pife] 33,0 MI C]5H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 ML

12 Alcohol content / ITanon 11.77 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

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

3axkmouenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

=

Reprint Date /
Hara: 03.05.2022

Reprint Date /
Jara: 03.05.2022

Reprint Date /
Jara: 03.05.2022
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q..o Dr. Reddy's Laboratories Ltd.
) ) A .
Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA
CEPTHOUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 1njections, 30 mg/ml

Ipoaykr: Ketopon® (keToponak) pacTBOp /11 BHYTPHBEHHOIO M BHYTPUMBIIIEYHOT0 BBEAEHHU, 30 Mr/Mi
Batch No / : V220290 Batch Quantity / : 209090ampules /
Cepna Ne OoBem cepun 209090 ammyn
Analytical Report No / : 890001589524 Date of Analysis / : 03.05.2022
AHanuTHYECKHH 0TUeT No JlaTa ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTa mpou3BoacTBa Tonen go

Analysis performed according ND / Anaus nposeaen mo HJI: JIT1-001365-170222
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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.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 w™Mn B ammynsl ©3 | ina carton pack./

CBETO3AIUTHOTO crekna | I[To 1 wMn B aMOoyinsl U3

kopuuHeBoro kmacca I (USP). B CBETO3ALIUTHOTO CTEKJIAa KODUIHEBOTO
BEPXHEH 4acTW aMIlyibl HaHECeHbl | WIM  TEMHO-KODHYHEBOIO  LIBETA
KONbLUO M TOouka s pasiaoma. Ha | wiracca I (USP). B BepxHeil uactu

aMIIyJly HakJIeUBalOT dTUKETKY. aMIynbl HaHECEHB! KOJBLO M TOYKa
ITo 10 ammyn c WHCTpyKuuWel mo | A passnoMa. Ha amnyny HakieHUBamOT
IPUMEHEHHIO MOMEUIAIOT | 3ITUKETKY.

B [IBX/amomMuHueBslii Gnuctep. Ilo 10 ammyn ¢ HHCTpYKUHEH IO
ITo 1 6nucTepy B MauKy KapTOHHYIO. | NPUMEHEHHIO [OMELIAI0T

B [IBX/anmomMuHueBbIi 611cTED.

[To 1 6nucTepy B Na4Ky KapTOHHYIO;
I cTallMoHapoB: mo 2, 3, 5
6JMCTEPOB B @YKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBerctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amueHHOM
XpaHenue OT CBETA MECTe IIpH TeMIeparype He shime 25 °C. He 3aMOpaxuBaTs.

16 Shelf-life / Cpox roanocTn 3 years. / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoaykr cooTBercTByeT TpeboBanusM HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Rg;}nakam L IlpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens

[X 1AV v Amit Kumar S\~

Reprint Date / Reprint Date / Reprint Date /
Jara: 03.05.2022 Jara: 03.05.2022 Jata: 03.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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