Dr.Reddy’s ‘,’:‘

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®HKAT AHAJM3A www.drreddys.com

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

IIpoaykrT: Ketopon® (keToponak) pacTeOp JUls BHYTPUBEHHOTO ¥ BHYTPHMBIIIIEYHOrO BBEAEHUS, 30 MI/mun
Batch No / : V230866 Batch Quantity / :+ 272727 ampules /
Cepus Ne O6peM cepun 272727 ammyJx
Analytical Report No / : 890001699093 Date of Analysis / : 21.11.2023
AHaNUTHYECKHR oTYeT N JlaTa anajau3a

Date of Manufacture / : 10/2023 Date of Expiry / : 0972026
Jara npoM3BoACTBA T'onen 1o

Analysis performed according ND / Ananns nposeaen no HJI: JITT-001365-170222

Pagelof 5/Crp.1m3 5

1}:’ Test / IloxasaTens Results / Pe3yabraThi Specification / Hopma
1 Description / Onucanue Clear Colorless  solution. / | Clear colorless to pale yellow solution,
Tpo3pauHsiii GecLUBETHBIN pacTBOP. / TlpospauHblii GCCUBETHBIA MM
CBETJIO-KENTHIH PacTBOP.

2 Tdentification / The retention times of the main | The retention times af the main peaks
IoanHHBOCTH 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
yIep>KHBAHWA OCHOBHBIX NMKOB HA | YAEPXMBAHUA OCHOBHBIX TIMKOB Ha
XpOMarorpamMme HCOBITYEMOTO | XpOMaTorpamme HCIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMeHaM | pacTBOpa HOJXHbl COOTBETCTBOBATH
YIEpXXUBAHHA OCHOBHBIX NMMKOB Hd | BPEMEHAM YIEPXMBAHHMA OCHOBHBIX
XpOMaTorpamMmme CTaHAApPTHOIO | IHKOB Ha XpOMaTOTpaMMe
pacTBOpa KETOpONaka TPOMETAMHHA | CTaHZAapTHOTO pPacTBOpa KETOpoJiaka
% HalpoKceHa (paszmen | TpoMeTamMEHa M Hampokcena (paszen

«KomuyecTBeHHOE onpenencHye») « | «KoNnM4ecTBEHHOE ONPEAENEHHE)

3 Clarity / Ilpo3paunocTs Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
[penapara He [J0/DKHA NPEBLILIATh
ONAaNeclEeHIUIO 3TAI0OHA CpdBHEeHuU L.

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

He 6outee 0,20 npyu AJIMHE BOJIHBL
430 BM.
5 pH 7.40 From 6.9t079./016,9 no 7,9.

Remarks: The Product confirms to ND/

Ilpumeuanwue: [IpoaykT coorBeTcTRYET TpeboBaHmaM HT

Conclusion: APPROVED /
3axsmouenne: OJOBPEHO

Prepared by /
Tlonrorosneno: Pravesh Rana

A4

Checked by /
ITposepeno: Santpsh Kumar
Maurya ('_@"

OnobpeHo:

—

Approved by: Manager/Executive /

Menemxkep / Pykopgaarens
Manoj Kumar @Zf}

Reprint Date /
Jara:21.11.2023

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Jlara: 21.11.2023

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

CIN: L85135AP1984PLC004507
wiansr drreddys com




Dr.Reddy’s ":’.

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
CEPTHOHUKAT AHAJIU3A www.drreddys.com
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoayxT: Keropon” (keroponax) pacTsop I BHYTPHBEHHOTO M BHYTPHMBbILEUHOTO BBefcHNs, 30 Mr/Mn
Batch No / : V230866 Batch Quantity / : 272727 ampules /
Cepus No O6bem cepHH 272727 amnyn
Analytical Report No / : 890001699093 Date of Analysis / : 21.11.2023
AHaJuTHYeCKHH oTUeT No Jlara ananu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoM3BOACTBA Togen xo
Analysis performed according ND / Aranus nposeaen no HJL: JI[1-001365-170222
Page2 of S/Crp.2mu3 5

6 Particulate matter / MexanuuyeckHe BKJIKYEHHSA

6A Visible particles /
BuguMble YacTHLbY

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTcTBUH C TpeOOBaHHAMH.

6B Invisible particles /
HesuanMple yacTAMLIbL:

i. Particles> 10 pm/ 01 not more than 6000 per ampoule /

YacTuu pazMepom > He 6onee 6000 Ha ammyny;
10 Mxm

ii. particles> 25 pm/ 00 not more than 600 per ampoule /
HACTUL, pasMepoOM > He bonee 600 na ammyiy.
25 MKM

/
7 Related substances / PoacTBeHHble npHMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / ue Goiee

Impurity B / Ilpumecs B

Below LOD (LOD = 0.014 %) /
Hmxe npenena o6Hapyxenus (I1O
=0.014 %)

Impurity C / [Tpumecs C

Below LOQ (LOQ = 0.033%) /
Hrxe npenena KONHYeCTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / ITpumecs D

Below LOD (LOD =0.014 %) /
Hwuxe npenena o6napyxenns (10
=0.014 %)

Any unspecified impurity /
EnunnyHas HEeHAEHTUPHLU-
pOBaHHasA NpHMECH

Not detected / He obHapyxeHa

0,20 %;

not more than 0.50 % / He 6omee
0,50 %;

not more than 0.50 % / He 6ojee
0,50 %;

not more than 0.20 % / He 6onee
0,20 %.

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Mroduct coufinus o WD/
[Ipumeyanne: IIpoaykT cooTBeTcTBYET TpeboBanusam HIT

Cuunclusivii: APFROVED /
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotoeneno; Pravesh Rana | IlpoBepeHo: Santosh Kumar Ono6peno: Menemxep / Pykosoaurens
,é Maurya Cﬁ\s- Manoj Kumar @[‘
-~ C o .
Reprint Date / Reprint Date / Reprint Date /
Jlata:21.11.2023 Jara: 21.11.2023 Jara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":'.

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
CEPTUOHUKAT AHAJIA3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (ketoponak) pacTBop [uisl BHYTPHBEHHOTO U BHYTPUMBIIIEYHOr0 BBeACHUS, 30 MI/ma
Batch No / : V230866 Batch Quantity / : 272727 ampules /
Cepust Ne Oo6bem cepHH 272727 amnyn
Analytical Report No / : 890001699093 Date of Analysis / : 21.11.2023
AHanuTHYecKH oTyeT No JlaTa anan3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
dara npou3BoacTBa Toaen x0
Analysis performed according ND / Auann3 uposenen nmo HJI: JI[1-001365-170222
Page3 of S/Crp.3u3 5
Total impurities / Cymma 0.15% Not more than 1.50 % / He 6oiee
npumecei 1,50 %.
8 LIxtractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /

H3Bnekaemblii 00bemM

He menee HoMAHanbHoro (1,0 MIT)

9 Bucterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepuanbHbIe <=().725 EQ/mr tromethamine. / He 6onee 5.8 ED/Mr
3HAOTOKCHHBI KeTOopoJ1aka TPOMETaMHUHa,

10 Sterility (every 15th batch) / NA Must be sterile. / [lomken ObIToh

CTepuabHOCTb (IS KaKAOH
15-oit cepum)

CTEpHIBHBIM.

11 Assay / KonnyecTBeHHOE 29.57 mg/ 29.57 mMr From 270mg to 330mg of
onpeaeJieHue CysH13NOj3- C4H 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
po  33,0mr  CisHisNOs CsH 1 NO3
(xeToposiaka TPOMETaMHH) B 1 MII.
12 Alcohol content / Iranon 11.89 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanne: Ilpogykr cooTBeTcTBYET TpeboBanuim HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
ITonroToBACHO: Pra\?h-Rana

'l
~

Checked by /
IIposepeno: Santosh Kumar
Maurya

——

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PyKoroaHTe b
Manoj Kumar @L/H&[fl

Reprint Date /
Jara:21.11.2023

Reprint Date /
Jarta: 21.11.2023

Reprint Date /
Hara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 29599, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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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

CEPTHOUKAT AHAJI3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TlpoaykT: Keropon™ (keroponai) pacTBOp /it BHYTPHBEHHOTO H BHYTPHMBILIEHHOTO BECCHIL, 30 Mr/mn
Batch No / : V230866 Batch Quantity / : 272727 ampules/
Cepus Ne Obbem cepi 272727 amnyn

Analytical Report No / : 890001699093
AHannTHYecKHii oTyeT No

Date of Analysis / : 21.11.2023
JlaTa anajaunza

Date of Manufacture / : 10/2023

Jata npou3BoACTBA

Date of Expiry / : 09/2026
I'open 10

Analysis performed according ND / Ananus nposejen no HJL: HH-001365-170222

Page5of 5/Crp.5u3 5

API name / Hanmenosanne APC:

Ketorolac tromethamine / KeToponaka TpoMeTamith

INN / MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /
Howmep cepuit nponsBoautens ADC:

ABQH003814

FP Manufacturer API Batch number /
Tomep copun eyficrasinnn npomnoaanreng FIE:

FEQA00498

API Manufactured by & country /
Hpouseoantens ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepuni'c JlaGopatopuc Jita., Muausa

Remarks: ‘The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanme: IpoaykT cooTBeTcTRYET Tpeborannam HIT 3akmoyenue: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMozrotoeneHo: Pravesh Rana | TIposepeno: Santosh Kumar | Onobpeno: Menemkep / PyKosomiTes
y T Maurya ' Manoj Kumar Wﬂ

” Lo
Reprint Date / Reprint Date / Reprint Date /
Jara:21.11.2023 Hara: 21.11.2023 Jata: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.direddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBop s BHYTPHBEHHOTO W BHYTPHMBILLIEUHOTO BBEACHHS, 30 mMr/ma
Batch No / + V230866 Batch Quantity / : 272727 ampules /
Cepust Ne O0BbeM cepHE 272727 amnyn
Analytical Report No / : 890001699093 Date of Analysis / + 21.11.2023
AHaguTHYECKHH oTyeT Ne JlaTa anaau3za
Date of Manufacture / : 10/2023 Date of Expiry / + 09/2026
JlaTa NpoH3BOJACTBA Togen oo
Analysis performed according ND / Ananns nposexen no HJI: JI[1-001365-170222
Pagse4 of 5/Cip. 4 u3 5

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™Mn B amnynsl M3
CBETO3aLUKXTHOIO cTeKIa
kopuyHeBoro kiacca I (USP). B
BEPXHEH YacTH aMITyJbl HAaHECEHbI
KOJBLO M TOYKa A paznoma. Ha
aMITy.Jly HaKJIEHBAIOT STUKETKY.

[To 10 aMmyn ¢ HMHCTPYKHHMEHN MO
NpHMEHEHHIO TIOMEIIAIOT
B [IBX/anoMunKeBbiif 61ucTep.

ITo 1 6a1cTEPY 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. /

Ilo 1 wMn B aMmmyasl U3
CBETO3aMIMTHOrO CTEKJIa KOPHUHEBOTO
WIM  TEMHO-KOPHYHEBOIO  LiBeTa
knacca 1 (USP). B BepxHeit uactu
aMIyJbl HAHECEHBl KOJbLUO M TOYKa
s pasnoMa. Ha aMInynny Hak/€uBaroT
STHKETKY.

Ilo 10 ammyn ¢ UHCTpYKLHEH [0
[pUMEHEHUIO MOMELIAIOT
B [IBX/amoMunueBE1i 6aucTep.

[To 1 6mucTepy B Ma4Ky KapTOHHYIO;
Ui cranMoHapoB: mo 2, 3, 5
G1UCTEpPOB B Na4Ky KAPTOHHYIO.

Iy 1 GrueTepy B MAYKY KAPTOMIIYIO,

14 Labelling / Mapkuposxa

According to ND / B cooterctBuy ¢ HII.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3anuiieHHOM
OT CBETa MecTe Ipu Temmeparype He Beiie 25 °C. He 3aMopaxuBaTs.

16 Shelf-life / Cpok rognoctn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
INpumeyanne: Ipoaykt cooTBeTcTBYeT TpeboBaHnam HJI

Conclusion: APPROVED /
3akarwyenne: OJJOBPEHO

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

Ioarorosneno; Pravesh Rana | Iposepeno: Santosh Kumar | Ono6peHo: Menemxep / Pykosoantesns
/j Maurya Manoj Kumar \rh o

Reprint Date / Reprint Date / Reprint Date /

Jara:21.11.2023 Jara: 21.11.2023 Iata: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




