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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
IIpoAykT: Keropon® (keToponak) pacTBOp AJisl BHYTPUBEHHOIO W BHYTPHMEBIIIEYHOTO BBefeH s, 30 mr/mn
BatchNo / : V250022 Batch Quantity / 1 454545 ampules /
Cepusa Ne O0Bem cepun 454545 amnyn
Analytical Report No / : 890001787559 Date of Analysis / : 28.01.2025
AHasluTHYecKHi oTueT No JlaTa anaanza
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
Jata npon3BoAcTBa Togen 10
Analysis performed according ND / Anauu3 nposenen mo HJI: JII1-001365-230124
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[Tpo3pauHblii GeCLBETHEIN pacTBOp.

—
I;.? Test / IlokazaTeanb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / Ilpo3paunsrit
pacTBOp OT GECLBETHOrO 10 CRETIIO-
XKENTOro LBeTa.

2 Identification /
Hognunuocts

HPLC/B3XX

Compilies as prescribed/

CooTBETCTBYET

The retention times of the main
pcaka m the chromatogram ot teat
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
yIEpP)KHBAHHS OCHOBHBIX MHKOB Ha
XpoMaTrorpamme HCIBITYEMOTO
PacTBOpa AOKHBI COOTBETCTBOBATH
BpeMeHaM yIep>HBaHHA OCHOBHBIX
NMKOB Ha XpOMaTorpamMmMe
CTaHJapTHOTO pacTBopa (pasgen
«KoIMYeCTBEHHOE ONpeneIeHUE»)

UV- spectrophotometry /
V®-cnextpodoTomeTpus

Complies as prescribed/

COOTBETCTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / V®-
CHEKTPBI MOTJIOLIEHUA
HCIBITYEMOTO PacTBOpa H pacTBOpa
CTaHJapTHOro ofpasila KeTopoJiaka
TpoMeTamuHa B obsactd ot 200 mo
400 HM IOMXKHBI HIMETH MAKCUMYMBI
MOTJIOLIEHHS Npy 322+2 HM.

Remarks : The Product confirms to ND/
IMpumeuanne: ITpoaykt coorsercTyeT Tpebopanuam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

i
/
Fd

[

Checked by /
[porepeHo: Santosh Kumar
Maurya ﬁ,

{
=

OpnobpeHno:

Abhishek Chauhan

Approved by: Manager{Executive /

Menempkep)/ Pykoponurens

Reprint Date /
Jlata: 28.01.2025

Reprint Date /
Hara: 28.01.2025

Reprint Date /
Hara: 28.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85135AP1984PLCO04507
www.drreddvs.com
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CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTBOp JUIsl BHYTPUBEHHOIO M BHYTPHMbILLIEYHOTO BBEACHHUS, 30 Mr/mu
Batch No / 1 V250022 Batch Quantity / : 454545 ampules /
Cepus Ne O0neM cepun 454545 amnyn
Analytical Report No / : 890001787559 Date of Analysis / : 28.01.2025
AHaIUMTHYECKHIi oTUeT No JaTa anannza
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
Jlara npou3BoACTBA T'omen go
Analysis performed according ND / Anasus nposeen no HJI: JIT1-001365-230124
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[
1;.:) Test / [TokasaTenn Results / Pe3yabTaThl Specification / Hopma
3 Clarity / IIpo3pauHocTsb Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension . /
OnasnecueHLys Mpenapara He
JIOJKHA TPEBBIIIATh ONaJIECLSHIIHIO
3TanoHa cpaBHeHus L.
4 Color / IIBeTHOCTL 0.07 Absorbance should be not more
than 0.20 at 430 nm. /
[MornouieHe DOMHKHO OBITH HE
6onee 0,20 npy ATHHE BOJHBI
430 M.
5 pH 72 From 6.9t07.9./0t1 6,9 no 7,9.
6 Particulate matter / Mexann4eckne BKIIOYEHHSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
BuauMble 9acTHIIEI /
B cOOTBETCTBHHU C TPEOOBAHUAMMU.
6B Invisible particles /
HeBuaumble yacTUIIpL:
i. Particles > 10 pm/ 01 not more than 6000 per ampoule /
YacTHu pasMepoM > He Gonee 6000 Ha ammyiy;
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUl] pa3MepoM > He 6osee 600 Ha amImyJy.
25 MKM
7 Related substances / PoncTBeHHbIe TpUMecH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akarouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Hoarorosneno: Pravesh Rana | ITposepero: Santosh Kumar | Opno6peno: Menemkepy/ Pykospautens

Z Maurya @ Abhishek Chauhan

4—”, =

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.01.2025 Hara: 28.01.2025 Hara: 28.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon" (keToponak) pacTBop [/Isl BHYTPHBEHHOTO ¥ BHYTPHMbILIEYHOrO BBeIeHUs, 30 Mr/mMn
Batch No / 1 V250022 Batch Quantity / : 454545 ampules /
Cepusa Ne O0BbeM cepHH 454545 amnyn
Analytical Report No / : 890001787559 Date of Analysis / : 28.01.2025
AHaJIuTHYeCKHi oTyeT No JlaTa ananusza
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JlaTa npou3BoAcTBa I'onen mo
Analysis performed according ND / Anaan3 nposeaen mo HJI: JII1-001365-230124
Page3of S/Crp.3u35
ig Test / IlokazaTennb Results / Pe3yjabTaTbl Specification / Hopma
Impurity A / [Tpumecs A 0.08 % not more than 0.20 % / He OGonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hinxe npenena obHapyxeHus (ITO 0,50 %;
=0.014 %)
Impurity C / Tipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hmxe npenena o6Hapyxenus (IO 0,50 %:
=0.010 %)
Impurity D / [Tpumecs D not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Huxe npenena obnapyxenus (I10 ’
=0.014 %)
Individual unidentified Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He 6Gonee
impurity / Ennanynas Hwxe npeeiia KOJMYECTBEHHOTO 0,20 %.
HEUAEHTUQUIMPOBAHHAS onpeaenenus (IIKO = 0.050 %)
npHUMeCh
Total impurities / Cymma 0.1 % Not more than 1.50 % / He Gonee
npumeceit 1,50 %.
8 Extractable volume / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
H3BnekaeMblii 06beM measured volume of 10 ampoules) /
He menee 10,0 Mt (00beMm,
M3MEpeHHbIIt Ha OCHOBaHHU
obBenuMHeHHOro coaepxumoro 10
aMITy)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IlpoaykT cooreTcTBYeT TpeboBaHuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana | ITposepeno: Santosh Kumar | Onobpeno: Menemxep f PykoBonurens
Maurya Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.01.2025 Hara: 28.01.2025 Hara: 28.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4500 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
wwvr.drreddys.com



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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND}A
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoaykT: Ketopon™ (keToponak) pacTBOp Ui BHyTPHBEHHOIO U BHYTPUMBILIEYHOr0 BBeaeHHs, 30 Mr/mn
Batch No / : V250022 Batch Quantity / : 454545 ampules /
Cepus Ne O6Bbem cepHH 454545 amnyn
Analytical Report No / : 890001787559 Date of Analysis / : 28.01.2025
AnaauTHYecKHii oTyeT No JlaTa ananu3sa
Date of Manufacture / : 0172025 Date of Expiry / : 12/2026
JaTa npoH3BOACTBA Togen no
Analysis performed according ND / Anaau3 nposenen no HJE: JII1-001365-230124
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1}? Test / TlokazaTesb Results / PeayabTaTsi Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepnanbHblie /<=0.725 EQ/Mr Ketorolac Trometamol. / He Gosee
SHAOTOKCHHBI 5,8 EQ/Mr KeToposnaka
TpOMeTaMUHa.

Must be sterile. / JomxeH OBITE
CTEPUWIbHBIM.

10 Sterility (every 15th batch) /
CTepUaLHOCTD (A5 KaxKA0ii
15-oii cepun)

Sterile / Ctepunen

From 27.0 mg to 33.0 mg of
C1oH24N204 (Ketorolac

11 Assay / KonnuecTBeHHOE 30.42 mg/30.42 mr

onpeae/ieHie

Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mMr C9H24N>Og (keTOpOJIaKa
TpoMeTamoln) B 1 MIL.

12 Alcohol content / Iranon 11.60 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).

13 Packaging / YnakoBka

1 mL in class I light-shielding dark

amber glass ampoules (USP). A cut
ring and point in the upper part of
ampoule. A label ic attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack /

[Mlo 1 Mn B ammoyasl U3
CBETO3AIUTHOTO CTEKJIa TEMHO-

1 mL in class I (USP) light-shielding
dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a
carton pack /

Jlo 1 w™Ma B aMOylsl U3

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMTpumeuanue: IIpoaykt cootBeTcTBYeT Tpebobanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managér/Executive /
Ioarotornexo: Pravesh Rana | ITposepeno: Santosh Kumar | Onobpeno: Mesem ép / PygoBoautens

/f Maurya Abhishek Chauhany / 7
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.01.2025 Hara: 28.01.2025 Hara: 28.01.2025

Registered Cifice: 3-Z-227, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india

Tei: +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com

CIN: L85135AP1954PLCO04507
wwwy.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUD®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrt: Ketopon® (keToposak) pacTBOp Ul BHyTPUBEHHOIO M BHYTPUMbILIEHHOTO BBeAeHMA, 30 mr/mu
Batch No / : V250022 Batch Quantity / : 454545 ampules /
Cepus Ne O6beM cepun 454545 ammyn
Analytical Report No / : 890001787559 Date of Analysis / : 28.01.2025
AHaauTH4YecKHil oTueT Ne JlaTa anaausa

Date of Manufacture / : 0172025 Date of Expiry / : 12/2026
JaTa npoM3BoACTBA T'omen no
Analysis performed according ND / Ananu3 nposeaen no HJI: JIT1-001365-230124

Page Sof 5/ Crp. 5u3 5

No

Test / Iloxa3zaTennb
No

Results / PesyabTaThl

Specification / Hopma

xopuuHeBoro knacca 1 (USP). B
BEpXHell 4acTH amnyibl HaHECEHBI
KOJBLIO M TOYka Ang pasioma. Ha
aMIyJy HaKJIeNBaioT STHKETKY.

ITo 10 amMmyn ¢ HWHCTpYKUMUEH mo
NPUMEHEHHIO MOMELIAIOT
B [IBX/antoMunmeRBslii OnucTep.

ITo 1 6nuctepy B NauKy KapTOHHYIO.

CBETO3AIUTHOrO CTEKJIIA TEMHO-
xopuuHeBoro upeTa kinacca I (USP).
B BepxHeii 4acTH amIyJibl HAHECEeHbI
KONbIIO W TO4Yka AJid pasnoma. Ha
aMIyJy HaKJeHBalOT THKETKY.

Ilo 10 ammyn ¢ HMHCTpYKUHEH MO
TIPUMEHEHHIO B
[IBX/antomMuHueBblid Onucrep. Ilo
1 6nucTepy B Madyky KapTOHHYIO;
ons  cmayuorapog. mo 2, 3, 5
OJMCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBKka

According to ND / B cootBetcTBru ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3anuiieHHom
OT CBeTa MeCTe NpH TeMmrepatype He Bbiile 25 °C. He 3aMopaxxuBaTh.

16 Shelf-life / Cpok rogHocTn

2 years. / 2 ropa.

API name / Haumenosaune A®C:

Ketorolac Trometamol / Ketopostaka TpoMeTaMos

INN / MHH:

Ketorolac / Ketopomnak

API manufacturer batch number /

Homep cepum npoussoantenss ADC:

2KTM0420724, 2KTM0430724

FP Manufacturer API Batch number /
Homep cepun cybctanuuu npouspoautens I'JIdD:

FERA00482, FERA00483

Ipoussoaurtear AP®C, cTpaHa:

API Manufactured by & country /

Symed Labs Ltd., India /
Caiimen JIa6c JItn., Muaua

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpomykr coorBeTcTBYET TpeboBanusam H/I

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /

-

Checked by /
IToarotoeneno: PraveshyRana | IIpoepeno: Santosh Kumar

/ Maurya %\

e

Approved by: Manager/Executive /
OpnoGpeno: Menemxkep / PyKkoBoaHTe b
Abhishek Chauhan /

Reprint Date /
Jlarta: 28.01.2025

Reprint Date /
Hara: 28.01.2025

Reprint Date / 7
Hara: 28.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIN: L85135AP1984PLCO04507
wawvydrreddys.com




