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Dr. Reday's Laboratories Ltd
Formulaticn Unit-6

Vill. Khol, Malagarh Road, Badidi,
Distt. Soian, H.P, 173 205, INDIA
Tel : +91 88166 56C01-02

CERTIFICATE OF ANALYSIS |
CEPTHO®HUKAT AHAJM3A '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon®™ (keToponak) pacTBop /Ui BHYTPUBEHHOIO H BHYTPHMBIIIEYHOro BBeAEHH, 30 Mr/mi
BatchNo / : V240421 Batch Quantity / : 272727 ampules /
Cepuis Ne O0BbeM cepuH 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AHaJInTHYEeCKHH 0TYeT Ne JlaTa aHaamu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npoH3BOACTBA TI'ogen no
Analysis performed according ND / Ananu3 npoBeaen mo HJI: JI1-001365-170222

Pagel of S/Crp. 1 u3 5

INpo3paynelit GeclBETHBLH pacTBOp.

1;: Test/ [lokasaTean Results / PesyabTaTbl Specification / Hopma
1 Description / Onucanue | Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblii OecCUBETHBIH WM
CBETJIO-XKEJIThIH PACTBOP.

2 Identification /
IMopgnuHHOCTL

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
YIEPKHUBaHUS OCHOBHBIX ITMKOB Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEPXMBAHUS OCHOBHBIX IHMKOB Ha
XpOMaTorpamme CTaHAapTHOTO
pacTBOpa KeTopoiaka TpOMeTaMHHa
" HarpoKceHa (pa3men
«KonuuecTBeHHOE OIpENeNeHUE)

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
YAep)KUBaHHS OCHOBHBIX TNHKOB Ha
XpoMaTorpaMme HUCIIBITYEMOIO
pacTBopa IOMKHBI COOTBETCTBOBATb
BpeMeHaM YAepXKUBaHUS OCHOBHBIX
[IMKOB Ha Xpomarorpamme
CTaHIAPTHOTO PACTBOPa KETOpONaKa
TpOMeTaMHHAa U HampoKceHa (paszzen
«KonuiecTBEeHHOE ONpeIeIeHHE)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He J0JDKHA MPEBBIIIATh
ONaJIECLIEHIIMIO 3TAJIOHA CpaBHeHus 1.

4 Color / I1eTHOCTEL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu on1He BOJIHEI
430 HM.

5 pH 7.36 From 6.91t07.9./0t16,9 10 7,9.

6 Particulate matter / Mexanuveckne BKITHMEHHR

Remarks : The Product confirms to ND/
[Tpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Prepared by /
[MoaroTosneHo: Pardeep

Checked by /

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoeoanTensb
Manoj Kumar "

ITposepeno: Pawzn Kumar

Kumar
g
Reprint Date /

Harta: 28.06.2024

Reprint Date /
Jlata: 28.06.2024

Reprint Date /
Jata: 28.06.2024

Registered Difice: 8-2-337, Road Nao. 3, Banjara Rills, Hyderabad - 500024, Telangana, tndia
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Product : /

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

Ipoaykr: Ketopon® (keToponak) pacTop Uil BHYTPHBEHHOTO Y BHYTPHMBILIEUYHOTO BBeIeHHs, 30 Mr/mn
Batch No / 1 V240421 Batch Quantity / : 272727 ampules /
Cepusa Ne O0Bem cepau 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AHaJinTHYECKHH oTyeT No Jara ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara nponsBojacTBa Tonen go

Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-001365-170222

Page2 of 5/Crp.2m3 5

No

Test / IToka3aTesn
No

Results / PesyabTaTsl

Specification / Hopma

6A Visible particles /
Bumumble 4acTULIBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUY ¢ TPeOOBaHUSIMH.

6B Invisible particles /
HeBuaumele 4acTHLBL:

i. Particles> 10 um/ 07 not more than 6000 per ampoule /
YacTul pamMepom > He 6onee 6000 Ha aMmITynLy;
10 MkM

ii. particles > 25 pym/ 00 not more than 600 per ampoule /
YaCTHL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoacTennble npumecu
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He 6osee

0,20 %;

Impurity B / Ilpumecs B

Not detected / He oOHapyxeHa

not more than 0.50 % / ue Ooinee
0,50 %;

Huxe npenena obnapyxenus (I10
=0.014 %)

Impurity C / ITprmecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Oonee
Huxe npeaena konuyecTBEHHOTO 0,50 %;
onpexnenenus (ITIKO = 0.033%)
Impurity D / Tlpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / e Oonee

0,20 %.

Any unspecified impurity /
EnuauvHas HeuaeHTuGULH-
pOBaHHas IpUMeCh

0.05%

Not more than 0.20 % / He OGoinee
0,20 %.

Remarks : The Product confirms to ND/
[Mpumeuanue: IlpoaykT cooTBeTCTBYET TpebopaHuam HJJ

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep Ilpoeepeno: Pawan Kumar Ono6peHo: Menemxkep / PykoBoanrens
Kumar Ci/ L Manoj Kumar )

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.06.2024 MHara: 28.06.2024 Hara: 28.06.2024
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Product : /

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

AHaJIMTHYeCKHH oTyeT Ne

JlaTa anajan3za

IIpoaykr: Ketopon® (keToponak) pacTBOp Uisi BHYTPUBEHHOTO H BHYTPHMBILIEYHOrO BBeAeHHUs, 30 Mr/ma
Batch No / 1 V240421 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024

Date of Manufacture /
JaTa npou3BoacTBa

: 06/2024

Tonen go

Date of Expiry/

: 05/2027

Analysis performed according ND / Auanus nposegen mo HJI: JI[1-001365-170222

Page3 of 5/ Crp.3u3 5

1;.:) Test / TlokazaTesb Results / PesynbTaTh! Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npUMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enexkaemblii 06bem He mMenee HomuHanbHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepuaibHble <= (0.725 E3/mr tromethamine. / He 6onee 5,8 EQ/mr
3HAOTOKCHHBI KeTOpoJiaka TPOMETaMMHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jomken ObITh
CTepuJIbHOCTL ()18 KQXKAOii CTEPHILHBIM.
15-0ii cepun)

1;.00 Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma

11 Assay / KonnuecTBeHHOe 29.76 mg/29.76 mr From 27.0mg to 33.0mg of

onpenejcHne Ci15H13NO3- CsH;1NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MrI C15H13NO3'C4H11NO3
(xeTopoiaka TpoMeTaMuH) B 1 MJI.

12 Alcohol content / ITanon 11.55% From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms

to ND/

[Tpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: Pardeep IIposepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBoapTens
Kumar CX/‘ Manoj Kumar ‘jb
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.06.2024 Hara: 28.06.2024 JHara: 28.06.2024
Registered Cifica: 8-2-337, Road No 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel 481 40 4807 2200, o LA A4S0 2808, Emeil: imaill@divaddys.com
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.direddys.com
CEPTUPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keToposiak) pacTBOp Ul BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBEAECHHS, 30 Mr/mu
Batch No / : V240421 Batch Quantity / : 272727 ampules /
Cepuis Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AHaJIHTHYeCKHH oT4eT Ne Jara anaauza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBa T'onen mo
Analysis performed according ND / Anasu3 mposenen mo HJI: JII1-001365-170222

Pagedof 5/Cip.4u35

No

Test / Iloxa3aTennb
No

Results / Pe3yabTaThl

Specification / Hopma

13 Packaging / Ymakoeka

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 Mn B amnyasl U3
CBETO3aIIUTHOIO crexia
xopuuyHeroro kimacca I (USP). B
BEPXHE# YacTd aMITyNibl HaHeCEeHEI
KOJbLO M TO4YKa s pasnoMa. Ha
aMIyJly HaKJIEUBAIOT 3TUKETKY.

ITo 10 amMmyn ¢ WHCTpyKLuMed mo
MIPUMEHEHHIO MIOMENIAI0T
B [IBX/anoMuHuEBBIi GnucTep.

ITo 1 6nucTepy B ayKy 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. /

[To 1 wMn B amoynsl ©3
CBETO3AIITHOTO CTEKIIa KOPHIHEBOTO
WX TEMHO-KOPUYHEBOTO  LIBETA
knacca I (USP). B BepxHeii uyactu
aMIIyJibl HAHECEHHI KONBIO M TOYKA
st pazioMa. Ha amnyny HakneusaroT
STHKETKY.

I[To 10 amMmyn ¢ UHCTpyKUHUEH o
MPUMEHEHHIO [TOMEIIAI0T
B [IBX/anmoMuHnEBLIH OnlcTEp.

ITo 1 6aucTepy B MauKy KapTOHHYIO;
U1 CcTaloHapoB: mo 2, 3, 5
OGNUCTEPOB B MAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBETa MECTe IIpH TemmnepaTtype He Beiwe 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
ITpumeyanue: IIpogykT cooTBeTCTBYET TpeboBaHuAM HJJ

Conclusion : APPROVED /
Saxmoyenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Pardeep

Checked by /
IIpoeepeno: Pawan Kumar

P -

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautesns
Manoj Kumar

-

Kumar J/
Reprint Date /

Hara: 28.06.2024

Reprint Date /
Jara: 28.06.2024

/ Reprint Date /
Jlara: 28.06.2024

Registered

Tel: +01

Cild: Ls LCO04L07
WAL drrecdys.com

Cifice: 8-2-337, Road io. 2, Banjara Hills, Hyderabad - 506034, Telangana, India
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Product : /

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

IIpoAykT: Keropon® (keroponak) pacTBOp juisi BHYTPHBEHHONO M BHYTPHMBIIIEYHOrO BBeACHHS, 30 Mr/mn
Batch No / 1 V240421 Batch Quantity / : 272727 ampules /
Cepss Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001745694 Date of Analysis / : 28.06.2024
AnajuTudeckuii oTuyeT No Jara anajusza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npoH3BOACTBA T'opeH 1o

Analysis performed according ND / Ananu3s nposeaed no HJI: JII1-001365-170222

Page Sof 5/Crp. Sm3 5

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka TpoOMETaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npounssoautenst AQC: ABQF006833
FP Manufacturer API Batch number / FEQA00570

Homep cepun cy6cTanumu npouzsogutens IJID:

API Manufactured by & country /
IlpousBogurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlTabopatopuc JIta., Unnus

Remarks : The Product confirms to ND/
IMTpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axaouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Pji IIporepeno: Pawan Kumar Ono6peno: Menemxkep / PykoBonurensb
Kumar {] Manoj Kumar

Reprint Date / Reprint Date / ' Reprint Date /

Hara: 28.06.2024 Jata: 28.06.2024 Jara: 28.06.2024

Registered 2ffice: 8-2-337, Road No. 3, Banjora Hills, Hyderabad - 505034, Telangana, India
Tel: +91 40 3800 2360, Fax- +91 40 4308 2829, Email: mail@drraddys.com

CIN: L35195AP1984PLCDO4207

wvawvdrieddys.com




