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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  1¢): +91 98166 56001-02
CEPTUOPHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykT: Ketopon™ (keToposiak) pacTBOp /il BHYTPUBEHHOr0 M BHYTPHUMBILIEYHOIO BBEAEHN S, 30 Mr/mn
Batch No / : V230026 Batch Quantity / : 272727ampules /
Cepnsa Ne Q6beM cepHH 272727 amnyn
Analytical Report No / : 890001641141 Date of Analysis / : 19.01.2023
AHaaHTHYeCKHI oTueT Ne Jata ananusza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JaTta npousBoJcTBa Tonen no
Analysis performed according ND / Anann3 nposegen mo HJL: JIT1-001365-170222
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/
IIpo3paunrkiit CBETIIO-XKEIThI A

pacTBop.

1;.? Test / IlokasaTeib Results / Pe3yabTaThi Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/ Tlpo3pauHslf OecUBETHBIM WK
CBETJIO-XKEJThIH pacTBop.

2 Identification /
Hop1uHHOCTH

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
YAEpPKUBaHUA OCHOBHBIX IHKOB Ha
XpOMaTorpamMmme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YIEPWURAHMA OGHORHRIX TIMKOR HA
XpoMaTorpaMmme CTaHJAPTHOTO
pacTBOpa KeTOpoJiaka TPOMeTaMHHa
" HanpoKceHa (pa3men
«KonnuecTBeHHOE ONpeaeneHue»)

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
yIOep)KVBaHKHs OCHOBHBIX ITMKOB Ha
Xpomartorpamme UCIIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATD
RNEMCHAM  YICPKHWBAHUSA OCHORHRIX
MIHKOB Ha XpoMaTorpamme
CTaHJapTHOIO PAacTBOpa KETOopojaka
TpOMEeTaMHHa M HampokceHa (paszen
«KonmyecTBeHHOE ONpeAeieHUE»)

3 Clarity / IIpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenaparta He JOJKHA NIPEBBILIATD
omnajieciieHHIO ITAJIOHa CpaBHEHHU L.

4 Color / IlBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6osee 0,20 npu [yiHHE BOIHbBI
430 HM.

5 pH 7.37 From 6.9t07.9./0T16,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: ITponykr cootBercTByet Tpebosanusm HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarotoeneno: Shivani Devi

A

Checked by /
ITpoeepero: Ramakant

Qup

Approved by: Manager/Executive /
Onobpeno: MeHemxep / Pykosoaurerb
Manoj Kumar ,m m /

Reprint Date /
Jlata:19.01.2023

Reprint Date /
Jara: 19.01.2023

Reprint Date /
Jara : 19.01.2023
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Dr. Reddy's Laboratories Ltd.

q..
’ °® Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56C01-02

CEPTUO®UKAT AHAJM3A www.drreddys.com

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

Ipoaykr: Ketopon® (keToposiak) pacTBOp Jiisi BHYTPUBEHHOTO W BHYTPUMBILIEYHOro BBEAEHUS, 30 Mr/mn
Batch No / : V230026 Batch Quantity / + 272727ampules /
Cepnst Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001641141 Date of Analysis / : 19.01.2023
AHaJlUTHYECKHId oT9eT No Jara anannsa

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

JlaTta npou3zBoacTBa T'omen oo

Analysis performed according ND / Ananaus nposenen mo HJ/I: JITT-001365-170222
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6 Particulate matter / MexaHuueckue BKJIIOYEHHS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Bupaumele qacTuipbl B coorseTcTBHM ¢ TpeOGOBAHUSIMH.

6B Invisible particles /
HeBupuMble YaCTHIIBI:

i. Particles> 10 pm/ 42 not more than 6000 per ampoule /
YacTtul pasmMepom > He 6onee 6000 Ha ammyIy;
10 MkM
ii. particles >25 pm/ 01 not more than 600 per ampoule /
4acTUL pa3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHble npumMecu
Impurity A / [Tpumecs A 0.14% not more than 0.20% / He Oonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He obnapyxena not more than 0.50% / He Gonee
0,50 %;
Impurity C / [Ipumecs C Less than LOQ (LOQ = 0.033 %) / Hinxe not more than 0.50 % / He Oonee
Ipeaena KOJNMYECTBEHHOro ONnpeaeneHus 0 50 %

(IIKO =0.033 %)

3 0,
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %)/ not 1:10re than 0.20 % / He 6oinee
Hwxe npenena obuapyxenus (110 = 0.014 %) 0,20 %.

Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvHu4Has HeuaeHTUULH- 0,20 %.
poBaHHas IIPUMECH 0.05%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIponykT coorBeTcTBYeT TpeboBaHMsIM HJJ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Shivani Devi ITpoeepeno: Ramakant Onobpeno: Menemiep / Pykosojirens
AT’ &L&O‘Jﬂ/ _ Manoj Kumar A i s /rl
/ { Ty s
Reprint Date / Reprint Date / Reprint Date /
Jarta:19.01.2023 Jara: 19.01.2023 Jara : 19.01.2023
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Dr. Reddy's Laboratories Ltd

[EX3
’ °® Formulation Unit-6
Dr’ Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 101 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

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

Ilpoaykr: Keropon™ (ketoponak) PacTBOp U BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBeACHMS, 30 Mr/mi
Batch No / : V230026 Batch Quantity / : 272727ampules /
Cepua Ne O0nbem cepun 272727 amnyn
Analytical Report No / : 890001641141 Date of Analysis / : 19.01.2023
AHajguTHYecKkni oTyeT No Jarta ananmnza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Jlara npoussojacrea T'ogen go

Analysis performed according ND / Ananu3s nposeaen no HJI: JI1-001365-170222
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Total impurities / Cymma 0.25% Not more than 1.50% / He 6Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnekaemblii 06Lem He menee nomMuHansHoro (1,0 min)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bbakrepuancubie <=0.725 E3/mr tromethamine. / He Gonee 5,8 EQ/Mr
3HAOTOKCHHBI KETOpoJIaka TPOMeTaMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JomxeH 6bITh
CrepniabHocTsb (1)1 KaxA0ii COMPLIES CTEPUIILHBIM.
15-oit cepun)
11 Assay / KoiuyecteenHoe 29.66 mg / 29.66 mr From 270mg to 330mg of
omnpeaeseHne CisH13NO3 C4H 1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mmr C15H13NO3‘C4H11N03

(KeTOpUIaKa 1pumetamun) 8 1 miL.

J'WIE

12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.59 % 0Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanne: [pomykT coorsercTyet TpeGopanuam HJT 3axmnoyenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani Devi Iposepeno: Ramakant OnobpeHo: Menemkep / KOBOMTEIb
/Aq’ ﬁw w Manoj Kumar { -
Reprint Date / Reprint Date / Reprint Date /
Jara:19.01.2023 Hara: 19.01.2023 Hara : 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS ¢ +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToponak) pacTBOp MUisi BHYTPUBEHHOIO M BHYTPUMBbILIEUHOTO BBeJieHUs, 30 Mr/mi
Batch No / : V230026 Batch Quantity / : 272727ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001641141 Date of Analysis / : 19.01.2023
AHaTuTHYEeCKHH oTYeT No JlaTa ananusa

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa mpoM3BOACTBA Tomen g0

Analysis performed according ND / Auanus nposeaen no HJI: JIIT-001365-170222
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13 Packaging / Ynakoeka

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. /

I[To 1 wmMn B amoymnsl u3
CBETO3alIUTHOTO cTexa
xopu4yHeBoro kinacca I (USP). B
BEpXHEeH YacTH ammyibl HaHeCeHbI
KOJBLO W TOYka Ansd pasnoma. Ha
aMITyJly HakJIeMBaIOT ITHKETKY.

ITo 10 ammyn ¢ WHCTpYKIHMe#N 0o
NPUMEHEHHIO OMELIAIOT
B [IBX/amoMHHHEBBIT 6rHCTED.

Mo 1 6nucTepy B mauky 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. /

Ilo 1 wMn B amnynsl u3
CBETO3ALIMTHOIO CTEKJIa KOPHUHEBOTO
WM TEMHO-KODUYHEBOTO  IBETa
knacca I (USP). B BepxHeit yactu
aMITyJIbl HaHeceHBl KOJBLO W TOYKA
Ut pasnoma. Ha aMImyny HakiieHBaroT
STUKETKY.

Mo 10 ammyn ¢ AHCTPYKTIHEH 1o
MIPUMEHEHHIO NOMEIIAIOT
B [IBX/amoMuHueBsli GrucTep.

ITo 1 6nucTepy B nauky KapTOHHYIO,
Ul cTauuMoHapoB: no 2, 3, 5
OJIHMCTEPOB B MAa4Ky KapTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B cooteerctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3ammnumensom
OT cBeTa MeCTe IIpH TeMIeparype He Boile 25 °C. He 3amopaxuBarsb.

16 Shelf-life / Cpox rognocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
Ipumeuanue: Ilponykt cooTBeTcTByeT TpebGoBanusam HJT

Conclusion: APPROVED /
3akauenue: OJJOBPEHO

Prepared by /
Iloarotrosnexo: Shivani Devi

V.

Checked by /
IIporepeno: Ramakant

dulpd

Approved by: Manager/Executive /
Onobpero: Menemkep / Pykoso,
Manoj Kumar :

?EIHTGH b

Reprint Date /
Jara:19.01.2023

Reprint Date /
Jara: 19.01.2023

Reprint Date /
Jara : 19.01.2023
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