Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTeop ulsl BHYTPHBEHHOTO M BHYTPHMbILIEYHOTO BBeJeHHS, 30 mr/mn
Batch No/ 1 V230548 Batch Quantity / + 272727 ampules /
Cepns Ne O0nem cepin 272727 amnyn
Analytical Report No / : 890001678550 Date of Analysis / : 29.07.2023
AHaauTHYecKHi oTyeT No Jlara aHasm3a

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npou3BoaCTBA T'open no

Analysis performed according ND / Ananus nposenen no BJI: JIII-001365-170222
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i:) Test / IlokasaTeb Results / PesyabTarsl Specification / Hopma

1 Description / Onucanne Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblii cBeTIO-kenThit | / Ilpo3payHblif OeCUBETHBIN KIH
pacTBop. CBETIIO-XKEJIThIH pacTBoP.

2 Identification /
IHoagMuHHOCTH

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
yAEepXKUBAHKUS OCHOBHBIX THKOB Ha
Xpomarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIep)KUBAHUS OCHOBHBIX TUKOB Ha
XpoMaTorpamme CTaHOapPTHOTO
pacTBOpa KeTopojaka TpoOMeTaMHHa
" HanpokceHa (pa3nen
«KONUYECTBEHHOE OTIPEACIICHUEN)

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
VIOEP)KUBAHHA OCHOBHBIX IIMKOB Ha
XpoMaTorpamme UCIIBITYEMOTO

pacTBopa HOJDKHBI COOTBETCTBOBAThH
BpEMEHAM YAEpPXKUBAaHUA OCHOBHBIX
ITUKOB Ha XpoMaTorpaMmme
CTaHAApPTHOIO pPacTBOpa KETOpoJlaKa
TpOMETaMHMHa M HanpokceHa (paszen
«KonnuecTBeHHOE ONpe/ieTICHHUE)

3 Clarity / Ilpo3pauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He J0JDKHA MPeBbIIIaTh
OTAJIECTIEHIIMIO 3TajIOHa CpaBHeHUs L.

4 Color / IlBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1JIMHE BONHBI
430 HM.

5 pH 7.37 From6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
[Mpumeuanue: IIpoaykt,coorBercTBYeT Tpeboranusm HJI

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Prepared by / -
IMonrorosieno: Pravesh Rana

Checked by /
IMpoeepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PykoBoauTtesb
Manoj Kumar @j

Reprint Date /

Hara: 29.07.2023

Reprint Date /
JlaTa: 29.07.2023

Reprint Date /
Jata: 29.07.2023

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoayxr: Ketopon® (xeToposak) pacTBop uisi BHYTPHBEHHOTO ¥ BHYTPMMBILIEYHOro BBeIeHUs, 30 Mr/mit
Batch No / : V230548 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001678550 Date of Analysis / : 29.07.2023
AHaJHTHYeCKHIi oTyeT Ne Jara ananu3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3BoaCTBA Toxen 10
Analysis performed according ND / Ananus nposeaen no HJ/L: JII1-001365-170222
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Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

6 Particulate matter / MexaHH4YecKkHe BKJIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuauMeie 4acTHLIBI B coOTBETCTBUHU C TPeOOBAHUSIMH.
6B Invisible particles /
HeBupuMble YacTHULBL:
i. Particles> 10 pm/ 02 not more than 6000 per ampoule /
YacTtuw pasMepoM > He 6onee 6000 Ha ammyiy;
10 MxM
il, particles>25 pm/ 00 not more than 600 per ampoule /
YacTHUI| pa3MEpOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBenHble MpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %,
Impurity B / [Ipumecs B Not detected / He o6Hapyxena not more than 0.50 % / He Oonee
0,50 %;
Below LOQ (LOQ = 0.033%) /
Impurity C / IIpumecs C Hike npeziena KoNU4ecTBEHHOTO not more than 0.50 % / He 6oiee
onpeaenenus (ITKO = 0.033 %) 0,50 %;
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hwxe npenena o6HapyxeHus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnunnuHas HenaeHTUUIH- 0.05% 0,20 %.
pOBaHHas NPUMEChH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akmouenue: OJIOBPEHO

Prepared by /

1

Checked by /

Approved by: Manager/Executive /

Jara: 29.07.2023

Hara: 29.07.2023

Moarorosneno: Pravesh Rana | ITposepeno: Pardeep Kumar | Ono6peno: Menemwxkep / Pykosoauteb
- — Manoj Kumar Yt ed
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.07.2023
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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  Tel:+9198166 56001-02
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Product : /

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

IIpoaykr: Ketopon® (keToposiak) pacTBOp JUlsl BHYTPMBEHHOTO M BHYTPMMBIILEYHOrO BBEACHUS, 30 mMr/mu
Batch No / 1 V230548 Batch Quantity / + 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001678550 Date of Analysis / : 29.07.2023
AnannTHdecKHii oTuer Ne JlaTa anaJjn3sa

Date of Manufacture / : Jun-2023 Date of Expiry/ : May-2026

Jara npoussoacTBa T'oaen mo

Analysis performed according ND / Ananus nposegen mo HJL: JII1-001365-170222
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Total impurities / Cymma 0.20 % Not more than 1.50 % / Hé 6omnee
npUMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HsBnexaeMblii 06beM He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuabHbie <=0.725 EQ/Mr tromethamine. / He Gonee 5,8 EQ/mr
3H/I0TOKCHHBI KeTOpoJjlaka TpOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITH
CTepuJIbHOCTE (U151 KaX a0 CTEPUIILHBIM.
15-0ii cepun)

11 Assay / KonnyecTBeHHoe 29.70 mg / 29.70 mr From 270mg to 33.0mg of

ompeaesieHue CisH;3NOj3-C4H [ 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 Mr C15H13NO3‘C4H11NO3
(xeTopoJyiaka TpOMeTaMuH) B 1 MiL
12 Alcohol content / dTanon 11.83 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

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

Ipumeuanue: Ipoaykr coorBercTByeT TpeboBanuam HJI 3akmouenne: OJJOBPEHO

Prepared by / (L
IMoarorosneno: Pravesh Rana

Checked by /
IIposepeno: Pardegp Kumar

e ————

Approved by: Manager/Executive /
Onobpero: Menekep / PykoBoauTensb

Reprint Date /
Jara: 29.07.2023

Reprint Date /
Hata: 29.07.2023

Manoj Kumar Nrad tz.u£
Reprint Date / —
JHara: 29.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Ketopon® (keToponak) pacTBOp [Ulsi BHyTPMBEHHOTO ¥ BHYTPMMBbIILIEYHOIO BBENIeHHS, 30 mr/mn
Batch No / : V230548 Batch Quantity / : 272727 ampules /
Cepus Ne O0BeM cepHH 272727 amnyn
Analytical Report No / : 890001678550 Date of Analysis / : 29.07.2023
AHanuTHYecKHi oTyer Ne Jlara ananusa
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npoH3BOACTBA I'onen 10
Analysis performed according ND / Anasm3 nposegen mo HJI: JII1-001365-170222
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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. /

Ilo 1 wMa B aMmnyiasl U3
CBETO3aIMTHOTO cTeKIa
kopuuHeBoro knacca I (USP). B
BepXHel YacTH aMITyJibl HaHECEHHI
KOJIBIO 4 ToYKa Jng pasnoma. Ha
aMITy;Ty HaKJIEUBAIOT ITHKETKY.

[To 10 amMnyn ¢ HMHCTPYKLMEH no
MIPUMEHEHHIO TIOMELLAIOT
B [IBX/antoMunueBsIit GnucTep.

ITo 1 6nucTepy B Ma4dKy KapTOHHYFO.

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. /

ITlo 1 M1 B aMIoyJasl U3
CBETO3AIIUTHOTO CTeK/Ia KODUYHEBOTO
WIH  TEMHO-KOPUYHEBOTO  LiBETa
knacca I (USP). B BepxHell 4acTu
aMIyJibl HaHEeCEeHbl KOJIbLO U TOYKa
1S pasnoma. Ha amItysly HaKJIeHBarOT

ITUKETKY.
ITo 10 amMmyn ¢ HMHCTpYKUMEH IO
IpHMEHEHUIO [OMEILAI0T

B [IBX/antomMuHueBbIi 61HCTED.

ITo 1 6siucTepy B Na4Ky KapTOHHYIO;
s craguoHapoB: mo 2, 3, 5
0JIMCTEPOB B MAYKy KapTOHHYIO.

[To 1 6nucTepy B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorBetcTBuu ¢ HJL.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuiiensom
OT CBETA MECTE IIpU TeMilepaType He Bbille 25 °C. He 3aMOpaXHBaTh.

16 Shelf-life / Cpok ropaocTH

3 years. / 3 roza.

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoaykt,coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /

IlonrotorneHo: Pravesh Rana | Ilpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoantens
cj,/« Manoj Kumar

Reprint Date / Reprint Date / Reprint Date / =

Hara: 29.07.2023 Hara: 29.07.2023 Jlara: 29.07.2023
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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  Tel:+91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Iponykr: Ketopon® (keToponak) pacTBOp [Ulsi BHYTPHBEHHOTO H BHYTPUMBIILEYHOIO BBeACHUS, 30 Mr/Ma
BatchNo / : V230548 Batch Quantity / : 272727 ampules /
CepHa Ne O0BbeM cepHH 272727 amniyn
Analytical Report No / : 890001678550 Date of Analysis / : 29.07.2023
AHaJHTHYECKHI 0TYeT No JaTa anajusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

JlaT2 npoH3BojcTBa I'oneHn xo

Analysis performed according ND / Anasn3 nposenen mo HJI: JII1-001365-170222
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API name / HaumenoBanne ADC:

Ketorolac tromethamine / KeTopoyaka TpoMeTaMUH

“Howmep cepuy cyGcTaHIAN MTPOH3BOANTe s FJI®:

INN /MHH: Ketorolac / Ketoposak
API manufacturer batch number / ABPHO010196
Homep cepnu npomseoantens ADC:

FP Manufacturer API Batch number / FEQA00134

Ipomssoautean APC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jla6oparopuc Jita., Unnus

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoayky cooTBeTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by / /é,
ITogrorosneno: Pravesh Rana

Checked by /
[Tposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoaireb
Manoj Kumar @jl

Reprint Date /
Hata: 29.07.2023

Reprint Date /
Jara: 29.07.2023

Reprint Date /
Hara: 29.07.2023
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