Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

IIpoaykT: Kertopon™ (keToponak) pacTBOp [ BHYTPMBEHHOrO W BHYTPHMBILIEYHOrO BBEAEHH, 30 Mr/ma
Batch No / : V240827 Batch Quantity / : 454545 ampules /
|Cepuia Ne O6bem cepun 454545 amnyn
Analytical Report No / : 040002778884 Date of Analysis / : 04.01.2025
AHaJluTHYECKHI oTyeT No JlaTa anannsa

Date of Manufacture / : 12/2024 Date of Expiry / : 1172026

JlaTa npon3BoAcTBa I'open g0

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-230124
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ITpo3pauHsblii 6ecuBETHLIA pacTEOD.

1;.‘? Test / IlokasaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / TIIpospayHsiii
pacTBOp OT HECLBETHOTO 10 CRETIO-
HKEJTOrO LIBETA.

2 Identification /
[MopTMHHOCTDL

HPLC / B2XX

Complies as prescribed/

CoOTBETCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / BpemeHa
yIEep)KHBAHUS OCHOBHBIX THKOB Ha
KXpomarorpamme HCTIBITYEMOrO
pacTBOpa JOMKHBI COOTBETCTBOBATh
BpEMEHaM YIEPXUBaHUA OCHOBHBIX
IIKOB Ha Xpomarorpamme
CTaHOapTHOTO pacTBopa (pasgen
«KosnuecTBeHHOE OnpeieNeHHE)

UV- spectrophotometry /

Y@-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. / YP-
CIEKTPBI TIOTJIOIEHNA
UCIBLITYEMOTO PacTBOPa U pacTeopa
CTaHAAapTHOrO oOpasua KeTopoJaka
TpoMeTamuHa B obsacti oT 200 1o
400 HM IOJDKHBI HMETh MaKCHMYMbI
roryoiueHust npu 322+2 HM.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooteTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axarouenune: OJOBPEHO

Hara: 04.01.2025

JHara: 04.01.2025

Prepared by / Checked by / Approved by: Managef/Executive /
[Moarorosneno: Santosh [Mpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoguresns
Kumar Maurya (A P o Abhishek Chauhan

P O P
Reprint Date / Reprint Date / Reprint Date / '

Hara: 04.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxT: Keropon" (keTopoJiak) pacTsOp AJ1s BHYTPHBEHHOIO U BHYTPHMBILIEYHOTO BBENICHHA, 30 mr/mn
Batch No / : V240827 Batch Quantity / : 454545 ampules /
Cepusa Ne O6beM cepHH 454545 amnyn
Analytical Report No / : 040002778884 Date of Analysis / : 04.01.2025

AnasiurHueckuii orger Ne

JlaTa ananau3za

Date of Manufacture / : 12/2024

JlaTa npou3BoACTBA

Date of Expiry / : 11/2026

T'omen g0

Analysis performed according ND / Anaaus nposenen mo HJL: JII1-001365-230124
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No

Test / Iloka3aTesb
Ne

Results / PesynbTaThl Specification / Hopma

3 Clarity / Ilpo3pa4HocThb

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnaJieclieHUMs NpenapaTa He
JIOJKHA NPEBBIILATE ONAJIECLIE HLIUIO
3TajoHa cpaBHeHus 1.

Complies / CooTBETCTBYET

4 Color / IllBeTHOCTDH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornomeHue NOHKHO OBITH HE
6onee 0,20 mpy AJIMHE BOJIHBI
430 um.

5 pH 7= From 6.91t07.9./0t16,9 no 7,9.

6 Particulate matter / MexaHH4ecKHe BKIIOYEHHH

6A Visible particles /
Biiaumbie yacTuubl

Should correspond to requirements.
/

B cOOTBETCTBHUU C TPEOOBAHUAMHU.

Complies / CoOoTBETCTBYET

6B Invisible particles /

HeBunumble 4aCTHLbL:

i. Particles> 10 pm/
UacTHl pasMepoM >
10 MxM

ii. particles>25 pm/

YaCTULL Pa3MEPOM =
25 MKM

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

20 not more than 600 per ampoule /
He 6osee 600 Ha ammyiy.

7 Related substances / PoacTBeHHbIe MpUMeECH

Remarks : The Product confirms to NI/

[Mpumeuanue: [IpoaykT coorBeTcTBYeT TpedopannsM HJI

Conclusion : APPROVED /
3akmouenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh IpoepeHo: Pardeep Kumar | Ono6peno: Menemifep / PykoBoauTeib
Kumar Maurya e . Abhishek Chauhar f(

Reprint Date / Reprint Date / Reprint Date /

Jara: 04.01.2025 Hara: 04.01.2025 Jara: 04.01.2025




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keroposak) pacTeop Ais BHYTPHECHHOIO U BHYTPHMbILICYHOIO BBEACHHS, 30 mr/ma
Batch No / : V240827 Batch Quantity / : 454545 ampules /
Cepus Ne O0bem cepun 454545 amnyn
Analytical Report No / : 040002778884 Date of Analysis / : 04.01.2025
AHaJMTHYeCKHH oTueT No Jara anaansa
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npoH3BoAcTBA T'ogen go
Analysis performed according ND / Ananns nposexen mo HJI: JI[1-001365-230124
Page3of 5/Ctp.3u3 5
1;.? Test / [Toka3aTesb Results / PesynbTaTb! Specification / Hopma
Impurity A / Ilpumech A 0.09 % not more than 0.20 % / He Oojee
0,20 %;
Impurity B / [Tpumecs B not more than 0.50 % / He Oosee
0,50 %;
Not detected / He oOHapyxeHa
o o
Impurity C / I[Ipumecs C Below LOD (LOD = 0.010 %) / not 1’(1;10.1‘6 than 0.50 % / ne OGonee
0,50 %;
Humxe npenena o6Hapysxenus (I10
=0.010 %)
Impurity D / [Ipumecs D not more than 0.20 % / He Oonee
o
Not detected / He obHapyxeHa 0,20 %.
Individual unidentified Not more than 0.20 % / He Oonee
impurity / EnuHHYHas Below BDL (BDL= 0.05 %) / Hinke | 0,20 %.
HeI/IzLeHTM(bI/ILIHpOBaHHaH nopora perucrpauiu (HP =0.05 %)
npuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 10.3 ml/ 10.3 M Not less than 10.0 ml (collectively
H3BaekaemMblii 00bem measured volume of 10 ampoules) /
He menee 10,0 M1 (00bemM,
M3MepEHHBIA Ha OCHOBAHUH
oGbeaMHeHHOrO cogep>xumoro 10
amIyn)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITponykT cooTBeTCTBYET TpeboBaHusm H/T Zakmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneHo: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBogurens
Kumar Maurya (‘% Q‘[/’ Abhishek Chauhan |
Reprint Date / Reprint Date / Reprint Date /
Hata: 04.01.2025 Hara: 04.01.2025 Jara: 04.01.2025
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Keropon™ (keToponak) pacTBop Uls BHYTPHBEHHOTO M BHYTPHMBIIIEYHOTO BBeACHHA, 30 mr/ma
BatchNo / : V240827 Batch Quantity / : 454545 ampules /
Cepuis Ne O6bem cepun 454545 amnyi
Analytical Report No / : 040002778884 Date of Analysis / : 04.01.2025
Anasurudecknii otuet Ne JaTa anannza
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npoH3BoACTBA T"oaen xo
Analysis performed according ND / Ananus nposegen mo HJI: JIIT-001365-230124
- Page 4 of 5/ Ctp. 4 u35
1;.? Test / [loka3zare/ib Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=(0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuajibHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 EQ/Mr KeTopoJaka
TpOMeTaMMHa.
10 Sterility (every 15th batch) / Complies / COOTBETCTBYET Must be sterile. / JlomxeH ObITb
CTepuabLHOCTb (NS Kaxa0H CTEPHILHBIM.
15-0ii cepumn)
11 Assay / KonnyecTBeHHOe 30.07 mg / 30.07 mr From 27.0 mg to 33.0 mg of
onpeaeacHue Ci9H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CioH24N20¢ (keTOpOINaKa
TpoMeTtamou) B 1 M.
12 Alcohol content / ITanon 11.83 % From 10.60 % (v/v) to 13,10 %
wiv)./
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™n B ammynsl u3 | carton pack/
CBETO3AlUTHOTO CTEKJIa TEMHO- [lo 1 w™Mn B aMmoyasl H3
kopuyHesoro kiacca I (USP). B CBETO3alIMTHOTO CTEKJIa TEMHO-
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT coorsercTByeT TpeboanusM HJI 3akyoueHne: OI[OBPE,HO
Prepared by / Checked by / ' i
[MoarororneHo: Santosh [TporepeHo: Pardeep Kumar
Kumar Maurya p
wya (X " I
Reprint Date / Reprint Date / Reprint Date /
Hara: 04.01.2025 Hara: 04.01.2025 Jara: 04.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpodykT: Keropon® (keToponak) pacTBop AJ1sl BHYTPHBEHHOTO W BHYTPHMBILLIEYHOTO BBEIEHHA, 30 mMr/mn
BatchNo / 1 V240827 Batch Quantity / : 454545 ampules /
Ceprif Ne O0bem cepun 454545 amiyn
Analytical Report No / : 040002778884 Date of Analysis / : 04.01.2025
AHaJIiTHYeCKHi oT4eT Ne Jara ananunza
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Jarta lIpon3BoacCTBA T'onen o
Analysis performed according ND / Ananu3 nposesen no HJL: JIT1-001365-230124
Page50f5/Crp. 5u3 5
1;.:) Test / [lokazaTensb Results / PesyabTaThl Specification / Hopma
BEPXHEH 4acCTH amItylibl HaHeCEeHbI KopuuHeBoro uBeTa knacca I (USP).
KONbLIO M TOouka st paznoMa. Ha | B BepxHeit 4acT amilyJibl HAHECEHB!
aMITyJly HAaKNENBAIOT STUKETKY. KOJBIIO W TOYKa Ans pasnoma. Ha
[To 10 aMmyn ¢ HHCTPYKLHEH MO | aMIlyJly HaKIEMBAIOT ITHKETKY.
TIpMEHEHHIO nomeuwator | ITo 10 aMmyn ¢ MHCTpyKuUHeid Mo
B [IBX/antomuHueBbIii G11cTep. MPUMEHEHHUIO B
ITo 1 6auctepy B mauky kapToHHyto. | IIBX/anomunuessiii 6auctep. Ilo
1 6aucTepy B MauKy KapTOHHYIO;
ons  cmayuonapog: mno 2, 3, 5
ONHCTEPOB B NAYKY KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorsercteuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amunenaom
XpaHenue OT CBETA MecTe MU Temmneparype He Boiile 25 °C. He 3aMopaXuBaTh.
16 Shelf-life / Cpok roasocTx 2 years. / 2 rofa.

API name / Haumenosanue A®C:

Ketorolac Trometamol / Ketoponaka TpoMeTamon

INN / MHH:

Ketorolac / KeToponax

API manufacturer batch number /
Homep cepuu npoussoautens A@C:

2KTM0420724

FP Manufacturer API Batch number /
Homep cepun cyGcTaHUUK NPOU3BOAHTE

a1 I'J®:

FERA00482

API Manufactured by & country /
Mpoussoantens AD®C, crpaHa:

Symed Labs Ltd., India /
Catimen JIa6c JItn., Uunus

Remarks : The Product confirms to ND/

[IpuMeuanue:

[ponyxT cooTseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akioueHne: O,IJ,OB}PEHO

Prepared by /

[ToaroTrosneno: Santosh
Kumar Maurya ‘éﬂ

Checked by /
TIporepeno: Pardeep Kumar

Approved by: Manag¢r/Executive /
Onobpeno: Menemkgp / Pyl\'rBOHHTCJ‘lL

Abhishek Clmuhan;Jf

-

Reprint Date /
Jara: 04.01.2025

Reprint Date /
Jarta: 04.01.2025

Reprint Date /
Jara: 04.01.2025




