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CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon" (keToponak) pacTBOp U1 BHYTPMBEHHOTO M BHYTPUMBIIIEYHOrO BBEACHHS, 30 Mr/ma
BatchNo / : V250016 Batch Quantity / : 454545 ampules /
CepHsi Ne O6bemM ceprH 454545 amnyn
Analytical Report No / : 040002785570 Date of Analysis / : 16.01.2025
AHaJIiTHYEeCKHH oTueT Ne JlaTa aHaau3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa NpoH3BOACTBA T'ogen go
Analysis performed according ND / Ananus npoBejes ino HJI: JI1-001365-230124

Pagelof S/Crp.1m35

No
No
1 Description / Onucanne Clear  colorless solution. / | Clear colorless to slightly vyellow
ITpo3pauHbiit HecuBETHBIH PacTBOP. color solution. / TIpospaunbrii
pacTBOp OT GECLBETHOIO 10 CBETNO-
JKeEJITOro LBeTa.

Test / ITokasaTennb Results / PesyabTaThl Specification / Hopma

2 Identification / The retention times of the main
IloanuHHOCTH peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHna
yIepXHUBaHUA OCHOBHBIX MUKOB Ha
XpoMaTorpaMmme UCMBITYEMOI0
pacTBOpa JOMKHBI COOTBETCTBOBAT
BpeMEeHaM Y/ACPKUBAHUS OCHOBHBIX
ITHKOB Ha XpoMartorpamMmme
CTaHmapTHOro pactBopa (pasgen
«KonuuecTBeHHOE ONpeenecHue»)

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. / YVO-
CTIEKTPRI MOTAQIIEHAA
HCIIBITYEMOI0 pacTBoOpa U pacTBOpa
CTaHAapTHOro ofpa3la KeToposaka
TpoMeTaMHHa B o6nactu ot 200 mo
400 HM NOJIKHBI UMETh MAaKCHMYMBbI
MOTJIOIIEHHS TIpU 32242 HM.

Y@-cnekTpooTOMETPHS CoOTBETCTBYET

Remarks : The Product confirms to ND/ ;| Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBeTcTBYET Tpeboanuam HJ Zakawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toprorosneno: Santosh . [Iposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBogurens
Kumar Maurya ‘ﬁ(‘ 4 Abhishek Chauhan j]

= [— Lf":’

Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IHpoAdykr: Kertopon™ (keToponak) pacTBOp /sl BHYTPUBEHHOTO M BHYTPHMbILIEYHOro BBeieHds, 30 mr/ma
BatchNo / : V250016 Batch Quantity / : 454545 ampules /
Cepsi Ne O6bem cepHH 454545 amnyn
Analytical Report No / : 040002785570 Date of Analysis / : 16.01.2025
AnaJInrudecKHii oTyeT Ne JlaTa anmaau3za
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2026
Jara nponssojacrea Toxen oo
Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-230124

Page2 of S/Crp. 2 u3S

i.? Test / [loka3zaTeinb Results / Pe3yabTaThl Specification / Hopma
3 Clarity / Ilpo3payHocTb Complies / CooTBeTCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnaneciieHuys npernapara He
JOJDKHA TIPEBBILLATh ONANECLIE HLHIO
9TaJloHa cpaBHeHus L.
4 | Color/ IlBeTHOCTDL 0.03 Absorbance should be not more
than 0.20 at 430 nm. /
[TorolweHHe AOMKHO ObITh HE
oonee 0,20 npu 1IHHE BOJIHBI
430 aM.
5 pH 7.2 From6.9t07.9./016,9 10 7.,9.
6 Particulate matter / MexaHn4eckHe BKIIOYEHUSs
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
BuniMeie 4acTULEL /
B coOTBETCTBHH C TPEOOBAHUAMM.
6B Invisible particles /
HeBuaumble yacTHLIBL:
1. Particles> 10 pm/ 86 not more than 6000 per ampoule /
YacTui pa3Mepom > He 6onee 6000 Ha amnyiny;
10 MxM
ii. particles > 25 pm/ 14 not more than 600 per ampoule /
YacTUl] pa3MepoM > He 6onee 600 Ha ammyiy.
25 MKM
T Related substances / PoacTeennbie npumMecu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTBeTCTBYET TpeboBanusm HJL 3akmoyenne: OJTOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorornero: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Menemiep / ’KOB{J,EI.HTCI!I:
Kumar Maurya 1; r Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2025 Jara: 16.01.2025 Jara: 16.01.2025
Registerod Gifice: §-2-337, Read No. 3, Banjarn Hills, Hyderabad - 500034, Te langanz, Indiu
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CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToponak) pacTBOp /il BHYTPUBEHHOTO ¥ BHYTPHMbILIEYHOr0 BBeAeHHs, 30 Mr/ma |
BatchNo / : V250016 Batch Quantity / : 454545 ampules /
Cepuas Ne O6bem cepun 454545 amnyn
Analytical Report No / : 040002785570 Date of Analysis / : 16.01.2025
AnajnradyeckHii oTuet No JlaTa aHajamuza
Date of Manufacture / : 1272024 Date of Expiry / : 11/2026
JlaTa npon3BoacTea T'ogen no

Analysis performed according ND / Anaaun3s nposenen mo HJI: JI1-001365-230124

Page3 of 5/Crp.3u35

1}00 Test / [TokazaTenb Results / PesyabTaThl Specification / Hopma
Impurity A / I[TpumMecs A 0.09 % not more than 0.20 % / He Gosee
0,20 %;
| Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / not leore than 0.50 % / He Gonee
Hwxe npeaena obnapyxenus (11O 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C not more than 0.50 % / He Gonee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hixe npenena obnapyxenus (10
=0.010 %)
Impurity D / Tlpumecs D not more than 0.20 % / He OGosee
Below LOD (LOD = 0.014 %) / 020 %.
Hwxe npenena o6napyxenus (T10 i
=0.014 %)
?ndivifiua/l unidentified Below LOQ (LOQ = 0.050 %) / Not {)nore than 0.20 % / He Oonee
impurity / EaunuiHas Huxe npesena KOJIHYECTBEHHOTO 0,20 %.
e T CHTH A IVp OBHHAN onpeeners (ITKO = 0.050 %)
npuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Oonee
npumeceit 1,50 %.
8 Extractable volume / 10.4 ml/ 10.4 mn Not less than 10.0 ml (collectively
H3Bnexaemblii 06bem measured volume of 10 ampoules) /
He menee 10,0 mn (06bem,
M3MepeHHbI Ha OCHOBAHHU
00BbeAMHEHHOTO cofepkumoro 10
ammyn)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanwe: IIpoaykr cooTBeTCTBYET TpeboBanusaM HJ Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Santosh TIIpoeepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykopoautesns
Kumar Maurya %// { Abhishek Chauhan
1 ="t =
Reprint Date / Reprint Date / Reprint Date /
Jlata: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025
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CERTIFICATE OF ANALYSIS
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CEPTUDPHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| poldyxr: Ketopon® (keToponak) pacTBOp IS BHYTPHBEHHOTO U BHYTPHMBIIIEYHOr0 BBEAEHHS, 30 Mr/Mn
BatchNo / : V250016 Batch Quantity / : 454545 ampules /
Cepss Ne O06bem cepuu 454545 ammyn
Analytical Report No / : 040002785570 Date of Analysis / : 16.01.2025
AnaJIMTHYecKHii oTdeT No Jara anayiu3a

Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026

Jara npousBoacTsa Togen po

Analysis performed according ND / Ananus nposegen mo HJI: JI[1-001365-230124

Page4 of 5/Crp. 4u3 5

NN? Test / IlokasaTeanb Results / PesyabTarthbl Specification / Hopma
9 Bacterial endotoxins / <=(.725 EU/mg Not more than 5.8 EU/mg of
BakTepnanbHblie /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
3HIOTOKCHHBI 5,8 ED/mr KETOpoJiaKa
TpOMETaMHHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITb
CTepHibHOCTD (ISl KaXKAOH CTEPIWIBHBIM.
15-0ii cepun)
11 Assay / KosiinuyecTBeHHOe 30.17 mg / 30.17 mr From 27.0 mg to 33.0 mg of
ompeaeeHHe Ci19H24N20g (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CoH24N20¢ (keTOpONaKa
TpomeTamoJ) B 1 mit.
12 Alcohol content / ITaHos 11.76 % From 10.60 % (v/v) to 13,10 %
(vivy./
Ot 10,60 % (06/06) no 13,10 %
(06/00).
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
[lo 1 w™Mn B amoyinsl w3 | carton pack/
CBETO3Al[MTHOTO CTE€KJIa TEMHO- Ilo 1 w™Mn B aMmoynael U3
KOpHYHeBoro kjiacca I (USP). B CBETO3AIUTHOTO CTeKJa TEMHO-

Remarks : The Product confirms to ND/
[Tpumeyanue: IIpoaykT cootseTcTBYeT TpeGoBanusm HJL

Conclusion : APPROVED /
3axiouenne: OJOBPEHO
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Prepared by / Checked by / Approved by: Manager/Exgcutive /
[loproroenero: Santosh [posepeso: Pardeep Kumar | Ono6peno: Meneukep / PykoBosuTeb
Kumar Maurya é%/ f Abhishek Chauhan '
Reprint Date / Reprint Date / Reprint Date /
Hata: 16.01.2025 Jara: 16.01.2025 JlaTa: 16.01.2025

Rapisterod Office, §8-2-337 Hills, Hyderabad - 500034, Telangana, tndia

cem




B PR a3
FOrinuiadds

®o - i /:;?‘;" { - :
Dr. Reddy’s Q'... “"iH Khol, i‘\'aia?ar’r; Road, Baddli,

/3205, IND A

CERTIFICATE OF ANALYSIS it
CEPTHO®UKAT AHAJIM3A L

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Ketopon™ (keroposiak) pacTBOp [Jisi BHYTPUBEHHOTO U BHYTPUMBIILEYHOrO BBEACHNS, 30 Mr/mn |
Batch No / : V250016 Batch Quantity / : 454545 ampules /
Cepun Ne Oo6bem cepuu 454545 amnyn
Analytical Report No / : 040002785570 Date of Analysis / : 16.01.2025
Anaaurndecknii oryer Ne JlaTa anaansa

Date of Manufacture / 1 1272024 Date of Expiry / : 1172026

JlaTa npousBogcTBa I'onen no

Analysis performed according ND / Auasu3z nposexen no HJI: JIT1-001365-230124

Page Sof 5/Cip.5u3 5

i.oo Test / ITokazaTens Results / Pe3yabTaTsl Specification / Hopma
BEPXHEW 4acTH aMmiysbl HaHeceHbl | KOpUyHeBoro Lpeta kiacca I (USP).
KOIIbLO M Touka mia pasnoMa. Ha | B BepXHeil 4acTH amITyJIbl HAHECEHbI
aMIIyJTy HaKJi€UBaIOT ITUKETKY. KOMbO W TOYKa Jula pasnoma. Ha
[To 10 amnyn ¢ HHCTpYKUHeH MO | aMIlyly HaKNEeHBAlOT STHKETKY.
NpUMEHEHHIO riomewtator | Ilo 10 ammyn ¢ uMHCTpyKuue#t no
B [IBX/anioMuHueBsIi GnnCTED. NPUMEHEHHIO B
ITo 1 6nucTepy B nauky kaproHHyo. | [IBX/amtoMusueseiit 6nucrep. Ilo
1 6aucTepy B Mauyky KapTOHHYHO;
ons  cmayuoHapos: mno 2, 3.5
6JHCTEPOB B IAUKY KAPTOHHYIO.
14 Labelling / Mapkupogka According to ND / B coorBerctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
Xpanenue OT cBeTa MecTe TIpH TeMmepatype He Bolle 25 °C. He 3aMopaxuBats.
16 Shelf-life / Cpok roanoctu 2 years. / 2 roga.
API name / Haumenopanne A®C: Ketorolac Trometamol / KeToponaka TpomMeTaMon
INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number /
Homep cepuu npoussoantens ADC: 2KTMO0420724
FP Manufacturer API Batch number /
Homep cepun cyGeTanunu npoussogurtens IJID: FERA00482
API Munufuetured by S country / S_\:med EaBAH:1dvindia
IIpouseoaurear A®C, ctpaHa: Catimen Jlabe JItn., Hnnua

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBaHusaM HJ{ 3akmouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToenexo: Santosh @ [Tposepeno: Pardeep Kumar | Onobpeno: Menewkep / Pykoronurens
Kumar Maurya P Abhishek Chauhan
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