Dr.Reddy’s Q':"

Dr. Reddy's Labecrateries Ltd
Forrmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P.. 1732 205, IND!IA
Tel: +51 93165 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keroponak) pacTBop AJisi BHYTPUBEHHOIO ¥ BHYTPUMBILIEUHOIO BBeAcHHUs, 30 Mr/mi
Batch No / : V240139 Batch Quantity / : 272727 ampules /
Cepns No O0bem cepunu 272727 ammyn
Analytical Report No / : 890001724240 Date of Analysis / : 26.03.2024
Ananutuyeckuii oryer Ne JlaTta anaansza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlata npon3BoacTBA I"oxen no

Analysis performed according ND / Anann3 nposeaen mo HJI: JII1-001365-170222

Pagel of S/Crp.1u3 5

i.:) Test / Iloka3aTesb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanne Clear light vyellow solution. / | Clear colorless to pale yellow solution.
IMpo3paunbit cBeTo-kenThidt | / Ilpo3pauHblii O€CLBETHBIH WU
pacTaop. CBETJIO-KENThI PAacTBOP.

2 Identification /
IMoaaMHHOCTH

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
yIEpXHBaHUA OCHOBHBIX IHKOB Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIOepXXHBaHUs OCHOBHBIX IHMKOB Ha
XpoMaTorpamme CTaHIAPTHOTO
pacTBopa KETopoJsiaka TPOMETaMHHa
" HamnpoKceHa (pasmen
«KonuuecTBeHHOE onpeneNneHues)

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
YAEPKUBAHHMS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCHBITYEMOTO
pacTBopa JOJXKHBI COOTBETCTBOBATD
BpEMEHaM YACPXHUBAHHS OCHOBHBIX
MUKOB Ha XpoMaTorpamme
CTaHJApPTHOrO pacTBOpa KeTopoJsiaka
TpOMeTaMUHa M HampokceHa (pasaen
«KonuuecTBeHHOE ONpeeNeHUE»)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspLusivn Lo/ QuuuieC ue Huss
npenapara He JOJDKHA NPEBBILATh
ONaJIeCUECHIHMIO 3TalOHa cpaBHeHuU 1.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu pyivHE BOJIHbL
430 uMm.

5 pH 7.36 From 6.9 t0 7.9./ OT1 6,9 mo 7,9.

Remarks: The Product confirms to ND/
INpumeuanue: [Ipoaykr cooreTcTBYET Tpebosannam HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar

Maurya @,
/

Checked by /
IIporepeHo: Pardeep Kumar

L=

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Rishu Sharma /.

N lu-1

Reprint Date / Reprint Date / Reprint Date /
Jara: 26.03.2024 Hara: 26.03.2024 Jara: 26.03.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 461 40 £900 2000, Fax: +61 40 4800 2929, Email: mail@drreddys.com

CIN: L35195AP1O24PLENOA5DT
wwve drizddys.com




Dr.Reddy’s Q,‘:’.

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Badd|,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +61 68166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBop UIsi BHyTPUBEHHOTO H BHYTPUMBILIEYHOrO BBECHHS, 30 MI/mi
Batch No / : V240139 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepru 2727277 amMnyn
Analytical Report No / : 890001724240 Date of Analysis / : 26.03.2024
AnanuTadeckuii oryer Ne Jlara ananusza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npoM3BOACTBA I'onen go
Analysis performed according ND / Anauau3s nposenen mo HJI: JI[1-001365-170222
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6 Particulate matter / Mexanuyeckne BKJIOYEHUS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuaumMbie 4acTHIBI B cooTBeTcTBHH C TPEOOBAHUSIMH.
6B Invisible particles /
HeBuauMele YyacTUIIbL:
i. Particles> 10 pm/ 13 not more than 6000 per ampoule /
Yactur pasMepom > He 6osee 6000 Ha ammyy;
10 MxM
ii. particles> 25 um/ 01 not more than 600 per ampoule /
YacTHI[ pa3MEpoOM > He 6onee 600 Ha ammyuy.
25 MKM
7 Related substances / PoacTBeHHBIe IpUMeCH
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6HapyxeHa not more than 0.50% / we 6Gonee
0,50 %;
Impurity C / IIpumecs C B _ not more than 0.50 % / He 6oJee
elow LOQ (LOQ = 0.033%) / i
Huxe npenena KOJHYECTBEHHOTO 0,50 %;
KO =0.033 %
Impurity D / [Tpumecs D onpezeneris ( ©) not more than 0.20% / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hmxe npenena obHapyxenus (I1O
=0.014 %)
Any unspecified impurity / o Not more than 0.20 % / He Gonee
0.06%
EnuHu4Has HEUIEHTHOHLH- 0,20 %.
pOBaHHAas MPUMECDH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [Tpomykr coorBeTcTBYeT TpeboBaHUsM HJI 3axawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: Santosh ar ITposepeno: Pardeep Kumar Opnobpeno: Menemkep / Pykosoaurens
Maurya o Rishu Sharma N
(B — Ky
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.03.2024 Jara: 26.03.2024 Jara: 26.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP19S4PLCO04507
wwiw.drreddys.com




Dr.Reddy’s Q,‘:‘

Dr. Reddy's Labcrateries Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBop AJisi BHYTPMBEHHOIO H BHYTPUMBIILEYHOTO BBeAeHH S, 30 mr/mn
Batch No / : V240139 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuu 272727 amiyat
Analytical Report No / : 890001724240 Date of Analysis / 1 26.03.2024
AHaJHTHYECKUH oTUeT N2 JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jarta npon3BoacTBa I'open 1o
Analysis performed according ND / Anasns nposenen no HJI: JII1-001365-170222
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HUsBiexaeMplii 00beM

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
puMecen 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakrtepnanbHble <=0.725 EDQ/mMr tromethamine. / He 6onee 5,8 E5/Mr
9HAOTOKCHHBI KeTOopoJlaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomkxes ObITb
CTrepuibLHOCTD (115 KaXIo# CTEPWIBHBIM.
15-oii cepun)
11 Assay / KosinuecTBeHHOe 29.74 mg/ 29.74 mr From 27.0mg to 33.0mg of
onpeaesieHue Ci5sH1i3sNO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0 Mr C15H13NO3'C4H11N03
(keTopoJaka TPOMETaMHH) B 1 ML
12 Alcohol content / tanon 11.77 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeuanne: [TpoaykT cooTBeTcTByeT Tpebosanuam H/JI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMonrorosneno: Santosh Kumar

Maurya .
A

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHe,rm%ep / PYKOBOZIUTEID

Rishu Sharma ﬁj)’lw""

Reprint Date /
Jara: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Reprint Date /
Hara: 26.03.2024

Ragistered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tolt 01 40 4900 2900, Fax: 491 40 4200 2939, Email: mail@direddys.com

CIN: LE5195AP1984PLC004507
wwdrieddys.com
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Dr. Reddy's Labcratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddli,

Distt. Solan, H.P., 173 205, INDiA
Tel . +61 58166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keroponak) pacTeop Jis BHYTPMBEHHOIO W BHYTPHMBbILIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V240139 Batch Quantity / : 272727 ampules /
Cepmna Ne O0beM cepun 272727 ammya
Analytical Report No / : 890001724240 Date of Analysis / : 26.03.2024
AHaJIHTHYECKHH oTYeT No Jlara anaausa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JiaTa npomsBoacTBa Topen 1o
Analysis performed according ND / Anasin3 nposenen no HJL: JIN1-001365-170222
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13 Packaging / Ynakoska

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. /

ITo 1 wmMn B amnoylnsl u3
CBETO3AILUTHOTO cTeKa
xopuunesoro knacca I (USP). B
BEPXHEH YacTH aMITyJlbl HaHECEHBI
KONBLO M TOYKa ansi pasznoma. Ha
aMITyJly HaKIE€UBAIOT 3TUKETKY.

ITo 10 ammyn ¢ HHCTPYKLHUEH MO
NPUMEHEHUIO MOMELIAIOT
B [IBX/antoMuHMEBbBIH OIUCTED.

ITo 1 6nucTepy B NaYyKy 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 Mnm B aMOoyiasl U3
CBETO3AILUTHOrO CTEKIa KOPUIHEBOTO
WIM  TEMHO-KOPUYHEBOTO  ILIBETA
xnacca 1 (USP). B BepxHeii yactu
aMIyJil HaHECEHBI KOJIBLO H TOYKa
11 pasioMa. Ha aMIyily HaKJICHBalOT

ITHUKETKY.
Mo 10 ammyn ¢ MHCTPYKUHEH IO
NPUMEHEHHUIO MOMEIAIT

B [IBX/anmomMunueBs1it O1ucTep.

ITo 1 6nucTepy B Ma4yKy KapTOHHYIO;
Ul craudoHapoe: 1mo 2, 3, 5
GIUCTEPOB B MayKy KapTOHHYIO.

ITo 1 6iucTepy B MaYKy KAPTOHHY!O.

14 Labelling / MapkupoBska

According to ND / B cootsetcTBuH ¢ H/I.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuniieHHOM
OT CBETA MecTe IIpU TeMIepatype He Bbime 25 °C. He 3aMOpaxuBaTs.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Mpumeuanue: [Tpoaykr coorBereTByet TpeboBanram HJI

Conclusion: APPROVED /
3akauenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar IMTposepeHo: Pardeep Kumar OnoGpeno: Menemkep / PyKoBOAMTEND
Maurya Rishu Sharma

ry o { u [
Reprint Date / Reprint Date / Reprint Date /

Jlara: 26.03.2024

Hara: 26.03.2024

Jata: 26.03.2024

Registerad Office

337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 451 10 4900 2900, Fax: 81 40 4300 2999, Email: rail@drraddys.com

CIN: LR5185AP1QS4PLCO0ASNT7
wwhwdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKr: Keropon" (keroponak) pacTBop /Uit BHYTPUBEHHOTO U BHYTPHMBILIEUHOrO BBEACHHA, 30 mr/mn
Batch No / : V240139 Batch Quantity / : 272727 ampules /
Cepun Ne O0bem cepun 272727 amnyin
Analytical Report No / : 890001724240 Date of Analysis / : 26.03.2024
AnanuTHdecknii oTuer Ne Jara anagusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npoH3BOACTBA I'oaen g0

Analysis performed according ND / Ananus nposesen no HJL: JIT1-001365-170222
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API name / HaumenoBaune ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Howmep cepuu npouszsoantensa ADC:

ABQHO005596

FP Manufacturer API Batch number /
Homep cepuu cyGeranuun npoussoantens LJID:

FEQA00499

API Manufactured by & country /
Ipoussoautens A®C, cTpaHa;

Dr. Reddy's Laboratories Ltd., India /
Jl-p Pennu'c JlaGoparopue Jita.. Munns

Remarks: The Product confirms to ND/
[Mpumeuanue: Ilpoaykt cootBeTcTBYeT TpeboBanuam HIL

Conclusion: APPROVED /
3axaouenue: OJOBPEHO

Prepared by /
IMoarorosnedo: Santosh Kumar

Maurya @.
<=

Checked by /
[Mposepeno: Pardeep Kumar

g

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykosoauresnb
Rishu Sharma /

/!
fine

Reprint Date / Reprint Date / Reprint Date /
Jara: 26.03.2024 Jata: 26.03.2024 Jata: 26.03.2024
Registered Office: 8-2-33%, Road Me. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel; 81 80 49060 2800, Faw: 4 10 4900 2998, Empil: mail@deredadys,com
Civ: LES195AP PLCOOAROT

wanwad rreddys.cam




