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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoaykT: Ketopon" (keToposak) pacTBop Julsi BHYTPUBEHHOTO ¥ BHYTPHUMbILLIEYHOTO BBEACHWUS, 30 Mr/ma
Batch No / : V230208 Batch Quantity / : 272727ampules /
Cepust Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001651441 Date of Analysis / : 17.03.2023
AnanuTudyeckuii otueT Ne Jlara ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Hdata npousBoacrBa I'ogen no
Analysis performed according ND / Anann3s nposenen mo H/I: JII1-001365-170222

Page 1 of4/Crp. 1 w3 4

ig Test / IlokazaTennb Results / Pe3yabTaThbi Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
Ilpo3pauHblit cBeTno-kentslif | / IlpospauHblif OecUBETHBIH WM
pacTeop. CBETJIO-XKENTBIH PacTBOP.

2 Identification /
IToaMHHOCTDL

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) / BpemeHa
yIEPKUBaHKUs OCHOBHBIX MHKOB Ha
XpoMmarorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yAEepXXUBaHKUs OCHOBHBIX NHKOB Ha
XpoMarorpamme CTaHIapTHOTO
pacTBopa KeTopoJsiaka TpOMeTaMuHa
1% HaIlpoKceHa (pazmen
«KoJMuecTBEHHOE OlpeieeHre»)

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
YIEPKMBAHHUS OCHOBHBIX TIMKOB Ha
XpomarorpaMmme HCIIBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATb
BpEMEHaM YJEpXKUBaHUs OCHOBHBIX
TIHKOB Ha XpoMmaTorpamme
CTaHOapPTHOTO pacTBOpPAa KETOpOJakKa
TpOMEeTaMHHa U HallpokceHa (pa3zen
«KonuuecTBeHHOE OIpe/IeIeHHEY)

3 Clarity / IIpo3pauynocTs

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / UnanectieHims
npenapara He JOJDKHA [PEBbIIIATh
ONaJIECUCHLMIO 3TAJIOHA CpaBHEHMUS 1.

4 Color / IIBeTHOCTBL 0.04 Not more than 0.20 at 430 nm. /
He 6ouee 0,20 npu JIMHE BOJIHBI
430 um.

5 pH 7.37 From 6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/

ITpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

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

IToaroroeneHo: AnkajVerma [TpoBepeno: Ramakant Onobpeno: Mengapkep / Pykopoaurens
M&t Ajay Sharma @

Reprint Date / Reprint Date / Reprint Date /

Jara: 17.03.2023 Hara: 17.03.2023 Jara : 17.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoxykT: Ketopoa™ (keToponak) pacTeop A1s BHYTPUBEHHOIO ¥ BHYTPUMBILICHHOTO BBEACHMS, 30 mr/mi
Batch No/ : V230208 Batch Quantity / : 272727ampules /
Cepust Ne O0BbeM cepHH 272727 amayn
Analytical Report No / : 890001651441 Date of Analysis / : 17.03.2023
AHaInTHYEeCKHi oTyeT No JlaTa anajgusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara npoussojicrsa T'ogen o

Analysis performed according ND / Asaaus nposeaen no HJL: JIT1-001365-170222
Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHnyeckne BKJIKYEHUA
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BusMmble 4acTHLIbI B COOTBETCTBUM C TPEOOBAaHUAMH.

6B Invisible particles /
HesuanmMsbie yacTULb:

i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTun, pazmepoM > He 6osee 6000 Ha ammyy;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUl pa3smMepoM > He 6osnee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHbIEe HPUMeECH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Gomnee
- . B 0,20 %;
Impurity B / I[Ipumecs B Below Lm;lt of Detection (LOD = not more than 0.50 % / He Oonee
0.014 %) / Huwxe npenena 0.50 %:
b 0,

o6uapyxenust (ITO = 0.014 %)

Impurity C / ITpumecs C not more than 0.50 % / He Oonee

Less than LOQ (LOQ = 0.033 %) / 0,50 %,;

Huxe npenena KOJIHYECTBEHHOTO
onpenenenns (ITKO = 0.033 %)

Impurity D / Ipumees D not moro than 0.209% / He Bomee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Hwxe npenena
obuapyxenus (IT0 = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Oonee
EnuHnuHas HenaeHTuduum- 0.06% 0,20 %.

poBaHHasA NprUMeECh

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Mpumeuanue: IIpomyxt cootBercTayeT TpebosarusM HJJ 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankaj Verma [Tposepeno: Ramakant Ono6peno: MeHepkep / PykoBoaurensb
A , Ajay Sharma @
. -
Reprint Date / Reprint Date / " Reprint Date /
Hara: 17.03.2023 Jara: 17.03.2023 Jara : 17.03.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTHO®HUKAT AHAJIM3A
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon" (keToponak) pacTBop /14 BHYTPUBEHHOTO ¥ BHYTPUMBILICHHOrO. BBEACHHA, 30 Mr/mn
Batch No / 1 V230208 Batch Quantity / 1 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001651441 Date of Analysis / : 17.03.2023
AHanuTHYEeCKH i oTueT Ne Jlara ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
llaTa npousBsoacTsa Tojen 10

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222

Page3 of4/Crp.3u3 4

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npumecew 1.50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

UsBaekaeMblii 00bem

He menee nomunaishoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
bakrepHajbHble <=0.725 EQ/Mr tromethamine. / He 6onee 5,8 ED/Mr
3HAOTOKCUHBI KEeTOpoJlaka TPOMETaMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH ObITb

CTepuwIbHOCTb (M5 KAMKAOH
15-o0ii cepun)

NA

CTEPUJIBHbIM.

11 Assay / KoiinyecTBeHHOE 29.99 mg / 29.99 mr From 270mg to 33.0mg of
onpeneseHue CsH13NOj3 C4H1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pice} 33,0 Mr C15H13NO3‘C4H|1NO3
(keToposiaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / dTaHon From 10.60 % to 12.60 %. /

11.57 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cooreTcTBYET TpeGosanusam HJL

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

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

INoaroroeneHo: Ankaj Verma [Iposepeno: Ramakant Ono6peno: Menezzkep / Pykosoaurens
@ Ajay Sharma @,

Reprint Date / Reprint Date / Reprint Date /

Hara: 17.03.2023

Hara: 17.03.2023

Iara : 17.03.2023
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CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJI3A

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

Ipoaykr: Keropon” (KeToposiak) pacTBop 1 BHYTPUBEHHOIO W BHYTPUM piLueyHoro BeeaeHus, 30 mr/ma
Batch No / : V230208 Batch Quantity / : 272727ampules /
Cepus Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001651441 Date of Analysis / : 17.03.2023
AHandTHYecKHi oTyeT Ne HMata anaamnsa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npon3BoaACTBA T'ogen 10

Analysis performed according ND / Anaju3 npoBe/es 1o HI: JII1-001365-170222

Page 4 of 4/ Crp. 4 u3 4

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 w™Mx B aMmmoylsl H3
CBETO3aLUTHOIO CTeKJI1a
xopuuHesoro kiacca I (USP). B
BEPXHEW YacTH aMMyJibl HaHECEHBI
KONBLO M TOuka st pasnoma. Ha
aMIIyJly HaKJIeHBalOT STUKETKY.

[To 10 ammyn ¢ HHCTPyKUHMEH MO
NpUMEHEHHUIO NOMEILA0T
B [IBX/amomMuHueBblit 61MCTED.

[To 1 6rnucTepy B Na4Ky 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. /

[lo 1 wMn B  aMmnylsl W43
CBETO3AILUTHOIO CTEKIIa KOPUUHEBOTO
WIM  TEMHO-KOPMYHEBOIO  LiBETa
knacca I (USP). B Bepxuei 4vactu
aMIynbl HaHECEHBl KOJBLO M TOUKa
115 paznoma. Ha amImyty HakJjieHBaoT
3THUKETKY.

[To 10 ammyn ¢ MHCTPYKLMEH IO
NIPYMEHEHUIO [TOMEILAIOT
B [IBX/anioMuHUEBbIH OIHCTED.

[To 1 6nucTepy B NMayKy KapTOHHYIO;
1S cTaudoHapoB: mo 2, 3, 5
ONIUCTEPOR B AYKY KAPTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B cootetcTBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3alMILEHHOM
OT cBeTa MecTe NpH Temnepatype He Bbiure 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roaHocT

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanue: [TpoAyKT COOTBETCTBYET tpebosannsm HIT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankaj Verma

'/

Checked by /
TTporepero: Ramakant

Bt

Approved by: Manager/Executive /
Ono6peno: Mene
Ajay Sharma

ep / Pykosomurens

Reprint Date /
Jara: 17.03.2023

Reprint Date /
Jara: 17.03.2023

/
L §

Reprint Date /
Jlara : 17.03.2023
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