Or. Reddy's Laboratories |td.
... EForimutation Unit-6
L/ ® Vill. Khol, Nalagarh Road, Baddi,
Dr‘ Reddy S ‘;‘ Distt. Solan, H.P., 173 205, INDIA
Tel 0491981556 56001-02
CERTIFICATE OF ANALYSIS voinadiiedays.com
CEPTUOHUKAT AHAJIM3A

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

Mpoaykr: Ketopon™ (keToponak) pacTBop /i BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEICHHS, 30 Mr/mn
Batch No / : V250106 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepiii 454545 amnyn
Analytical Report No / : 890001790771 Date of Analysis / : 19.02.2025
AnaauTHYecKkHil oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
Jlara mpon3BoacTBa T'onen oo

Analysis performed according ND / Ananu3s npoegen mo HJI: JII1-001365-230124

Page 1 of 5/Crp. 1u3 5

No
Ne
1 Description / Oncanne Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3paunslii 6ecuBETHBIA pacTBOD. color solution. / IIpospauHblii
pacTBOp OT GECUBETHOIO 0 CBETJIO-
JKEJTOro LiBeTa.

Test / IlokazaTesab Results / PesyabTaThl Specification / Hopma

2 Identification / The retention times of the main
IMoanuHHOCTL peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHa
YIOEPKMBAHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM YAEPKHUBAHHMS OCHOBHBIX
MIHKOB Ha XpoMaTorpaMme
CTaHAapTHOro pacrBopa (pasgen
«KoaumgecTBeHHOE ONpelieSIeHHE)

HPLC/B2XX

CooTBETCTBYET

UV- spectrophotometry / Complies as prescribed/ 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®-
CNEKTPEI NOTJIOLIEHHSA
UCIIBITYEMOTO PacTBOpa U pacTBOpa
cTaHaapTHOrO o0pa3na KeToposaka
TpoMeTamuHa B obnact ot 200 mo
400 HM AOXHBl UMETh MAKCHUMYMBI
TMOTTOIIECHHUS TIPH 322+2 HM.

Y®-cnekTpo@oToMeTpHa CooTBeTCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITponykt cooTseTcTBYET Tpebosanuam HJT 3akarodesne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Santoshg [poeepeno:Pardeep Kumar OpobpeHo: Menemxep / PykosouTenb
L

Kumar Maurya Qf,/ Amit Kumar [\/ ;

Reprint Date / Reprint Date / Reprint Date / ¥
Jata: 19.02.2025 Jara: 19.02.2025 Jara: 19.02.2025

B ot o et d Firny: &7
"EgiGierea Office: 8-2-7
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Knol, Nalagarh Road, Baddij,
Distt. Selan, H.P., 173 205, INDA
Telr+81 56166 56001-02

v diteddya.com

?roduct 2/

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

IIpoaykr: Keropon" (keToponak) pacTsop JJisi BHyTPMBEHHOIO W BHYTPUMBILIEYHOTO BBeACHHs, 30 mr/mi
Batch No / : V250106 Batch Quantity / : 454545 ampules/
Cepns Ne Oo0bem cepnn 454545 amiyn
Analytical Report No / : 890001790771 Date of Analysis / : 19.02.2025
AHalHTHYeCKHI oTUeT Ne JlaTa anangu3za

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026

JlaTa mpou3BoacTBa Tomen xo

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-001365-230124

—
No

Test / [TokaszaTennb
Ne

Results / Pe3yabTaThl

Page2 of S/Cip.2u3 5

Specification / Hopma

3 Clarity / Ilpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnavieciieHIMA NMpenapara He
JIOJKHA MPEBLIILATE ONalecleHIHNIO
3TanoHa cpaBHeHus 1.

4 Color / IIBeTHOCTB 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornomeHye OMKHO ObITh HE
6onee 0,20 mpu AJIUHE BOJIHBI
430 HM.

5 pH 7.3 From6.9t07.9./016,9 1o 7,9.

6 Particulate matter / MexaHn4ecKHe BKJIIOYEHHS

6A Visible particles /
Bunymbie 4acTHLEI

Complies / CooTBeTCTBYET

Should correspond to requirements,
/

B cooTBeTCTBUU C TPEOOBAHUSIMHU.

6B Invisible particles /

HeBuaumblie yacTULBL:

i. Particles > 10 pm /
YacTHi pa3MepoM >
10 Mxm

ii. particles > 25 um/
YacTHUL pasMEPOM >
25 MKM

04

00

not more than 6000 per ampoule /
He 6onee 6000 Ha aMITyIy;

not more than 600 per ampoule /
He 6onee 600 Ha amIyay.

7 Related substances / PoancTBeHHble IpuMecH

Remarks : The Product confirms to ND/
IMpumeyanue: [IponaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmwouenune: OJJIOBPEHO

Pesistared Off

Tol: +C

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

[ToaroroeneHo: Santosh IposepeHo:Pardeep Kumar Onobpeno: Menemxep / PykoBoguresns

Kumar Maurya - Amit Kumar e
c«% ‘/V / .

Reprint Date / Reprint Date / Reprint Date / !

Hara: 19.02.2025 Jara: 19.02.2025 Jlara: 19.02.2025

37, Road Mo. 3, Banjara Hills, iycerabad - 500034, Telangana, India
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Dr. Reddy s ‘ .. \./I'HA Knol, Nalagarh Road, Ba 4di,
s Distt. Sclan, H.P., 173 205, IiDIA
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CERTIFICATE OF ANALYSIS W drreddys.corm
CEPTH®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (keToponak) pacTeop [Jisi BHyTPHMBEHHOTO M BHYTPHMbILIEHHOrO BBEACHMSA, 30 Mr/MA
Batch No / : V250106 Batch Quantity / : 454545 ampules/ |
Cepus Ne Oo0nem cepuu 454545 amnyn
Analytical Report No / : 890001790771 Date of Analysis / : 19.02.2025
AHanuTHYeCKHi oTyeT Ne JlaTa aHan3a
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JaTa npon3BoACTBA T'onen 1o
Analysis performed according ND / Auann3 nposeaen mo HJI: JI[1-001365-230124

Page3 of 5/Crp.3u3 5

i.:) Test / IlokasaTennb Results / PesynsTaThl Specification / Hopma
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / ne Gonee
0,20 %;
Impurity B / Ilpumecs B Not detected / He o6HapyKeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ilpumecs C not more than 0.50 % / He Gonee
Below LOD (LOD = 0.010 %) / 0,50 %:;
Hike npeaena o6Hapyxeuus (ITO
=0.010 %)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He OGonee
Hwxe npenena odHapyxenust (I10 0,20 %.
=0.014 %)
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He 6onee
impurity / Eaunnunas Huxe npenena Konwiecme:moro 0,20 %.
HeHAeHTHDHUHPOBAHHAS onpenenenus (ITKO = 0.05%)
npuMech
Total impurities / Cymma 0.1 % Not more than 1.50 % / He Gosee
npumecei 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not Iess than 10.0 ml (collectively
H3Bnekaemblii 00beM measured volume of 10 ampoules) /
He Menee 10,0 M (06BeM,
H3MepeHHBIN Ha OCHOBaHUH
00beIMHEHHOTO COAep)KuMoro LU
aMmITyJ)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorBercTBYeT TpeOoBanusm HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh I[Mposepeno:Pardeep Kumar OnobpeHo: Menemxkep / Pykosoaurens
Kumar Maurya @/ Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / v
Hata: 19.02.2025 Hara: 19.02.2025 Jlatar 19 02,2025
Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tely +61 454900 200, Fa 04200 299¢, Email: malii@drreddys.com
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Dr. Reddy's Laboratories Ltd,
Forrnuiation Unit-6

Vill. Khol, Nalagarh Road, Badidj,
Distt. Salan, H.P, 173 205, i DA

CERTIFICATE OF ANALYSIS wwey. drreddys.com
CEPTU®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToponak) pacTBOp /it BHYTPHBEHHOTO M BHYTPHMBIILIEYHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V250106 Batch Quantity / : 454545 ampules /
Cepun Ne Obbem cepun 454545 ammyn
Analytical Report No / : 890001790771 Date of Analysis / : 19.02.2025
AHaJIMTHYECKH#H oTgeT Ne JlaTa amanauza
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
Harta npou3BoacTBa T'onen go
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-230124

Page 4 of S/ Crp.4u3 5

i.oo Test / [lokazaTennb Results / Pe3ynbTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanabHble /<=0.725 E3/mr Ketorolac Trometamol. / He 6onee
HAOTOKCHHBI 5,8 EB/Mr KETOponaka
TpOMETaMHUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH OBbITH
CTepuabHOCTE (M1 KaxA0H CTEPHIBbHBIM.
15-o0i1 cepun)
11 Assay / KonnuecTBeHHOE 30.02 mg/ 30.02 mr From 27.0 mg to 33.0 mg of
onpejesieHHe C19H24N20g (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CjoH24N2O¢ (keTOponaka
TpoMeTaMoin) B 1 miL
12 Alcohol content / 3Tanon 11.78 % From 10.60 % (v/v) to 13,10 %
(viv)./
Ot 10,60 % (06/06) no 13,10 %
(006/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cutring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10  ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ilo 1 wMnm B amoynsl w3 | carton pack/
CBETO3AIIUTHOrO cTekna TemHo- | [To 1  ™Ma B aMOynsl 3
kopuu”esoro kmacca 1 (USP). B CBETO3AILUTHOIO CTekKla TEMHO-

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr cooTsercTByeT Tpebosanusam HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Santosl [Tpoeepeno:Pardeep Kumar OpnobpeHo: Menemxep / PykoBogutens
Kumar Maurya @\ Amit Kumar v
Reprint Date / Reprint Date / Reprint Date / |

Hara; 19.02.2025 Hara: 19.02.2025 Hara: 19.02.2025

noaa Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formutation Unit-6

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

vww. drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop [t BHYTPHBEHHOIO M BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/mi
Batch No / : V250106 Batch Quantity / : 454545 ampules /
Cepus Ne Ob6bem cepun 454545 amriyn
Analytical Report No / : 890001790771 Date of Analysis / : 19.02.2025
AHanuTHYECKHIH oT4eT No JlaTa agaauia

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JaTa npou3BOACTBA I'onen no

Analysis performed according ND / Auauns nposeaen no HJI: JII1-001365-230124

Page50of5/Crp. 5u3z 5

1;.00 Test / Iloka3aTenb Results / Pe3yabTaThl Specification / Hopma
BEPXHEN YaCTH aMITyJisl HaHeceHbl | KopHuHeBoro mpeta xnacca I (USP).
KOJBLO M TOYka 1 paznoma. Ha | B BepxHeil yacTH aMITy/bl HaHECEHBI
aMIyJly HaKJI€MBalOT ITUKETKY. KOJIBIIO M TOYKa Mg pasioma. Ha
Mo 10 amMmyn c WHCTpYKUMEH 1O | aMIIy/ay HaKJICHBAlOT ITHKETKY.
[IPHUMEHEHHIO noMemmaor | [lo 10 amMmyn ¢ MHCTpyKUHeH Mo
B [IBX/anmoMuHmneBLIi GnucTep. NPUMEHEHHIO B
ITo 1 6nucTepy B nauky kaprounyo. | T[IBX/amomununesriit 6auctep. Ilo
1 6mucTepy B NMadky KapTOHHYIO;
ona  cmayuonapog. mo 2, 3, 5
6J1CTEPOB B IayKy KapTOHHYIO.
14 Labelling / MapkupoBska According to ND / B cootsercTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumieHEOM
XpaHeHue OT CBETa MecTe NMpH TeMmepartype He Beilte 25 °C. He 3amMopaxuBaTh.
16 Shelf-life / Cpok roagnocTn 2 years. / 2 rona.

API name / HaumenoBanue A®C:

Ketorolac Trometamol / Keroponaka TpoMeTamMont

INN / MHH:

Ketorolac / Keroponak

Homep cepuu npon3BoauTelisi

API manufacturer batch number /

ADC:

2KTMO0430724

FP Manufacturer API Batch n

Howmep cepuu cy6cranuuu npoussoautess [JID:

umber /

FERA00483

API Manufacturcd by & coun
IIpoussoanTtenas APC, cTpana

try /

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

Remarks : The Product confirms to ND/
INpumedanue: ITpoaykT cootsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by /

IMoarorosneHo: Santos
Kumar Maurya
s

Checked by /
IporepeHo:Pardeep Kumar

J

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoantens

Amit Kumar /\(_L/

Reprint Date /
Jara: 19.02,2025

Reprint Date /
Hata: 19.02.20235

Reprint Date /
Harta: 19.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 40 4900 2900, Fax: +61 40 4900 2995, Ernail: maii@drreddys.cocm
CIN; L35125AP1934PLLON4AS07
wvhwdrreddys.com




