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CERTIFICATE OF ANALYSIS direddys.com

CEPTUP®PUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposak) pacTBop 11 BHYTPHMBEHHOTO M BHYTPHUMBILIEHHOTO BBeJeHHs, 30 mr/mn
Batch No / : V250023 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepun 454545 ammyn
Analytical Report No / : 890001787640 Date of Analysis / : 04.02.2025
AHannTHYeckHii oTyeT Ne JMaTta ananu3za
Date of Manufacture / : 01/2025 Date of Expiry / ¢ 12/2026
JlaTa npou3Boacraa TI'ogen 10
Analysis performed according ND / Anann3 nposegen mo HJI: JI[1-001365-230124

Pagel1 of 5/Crp.1u3 5

HoanuuHocTh

HPLC / B3XX

Complies as prescribed/

N . .
N“O Test / Iloka3aTesb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless solution. / | Clear colorless to slightly yellow
[Ipo3pauHblii 6ECIBETHBIN PacTBOP. color solution. / TIpo3paunerii
pacTBOp OT BECIBETHOTO 110 CBETNO-
HKEJITOTO LBETA.
2 Identification / 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
YAEpXKWBaHUs OCHOBHBLIX ITHKOB Ha
XpoMaTorpamme UCOBITYEMOTO
pacTBOpa NOMKHBI COOTBETCTBOBATH
BpeMeHaM YIEp>KUBaHUS OCHOBHBIX
MHUKOB Ha XpoMarorpaMme
CTaHAapTHOro pacTBopa (paszmen
«KonuuecTBeHHOE onpeneneHue»)

COOTBETCTRYET

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. / YO-
CIIEKTPBI NOTJIOLICHUA
HCTIBITYEMOTO PacTBOpa U pacTaopa
CTaHAapTHOro obpa3lia KeTopojaka
TpoMeTaMuHa B obnactu ot 200 1o
400 HM HOMKHBI UMETh MaKCUMYMBI
MOJIOIIEHUs MpH 32242 HM.

UV- spectrophotometry / Complies as prescribed/

Yd-cnektpodoTomeTpus CoO0TBETCTBYET

Remarks : The Product confirms to NID/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr coorseTcTBYeT TpeboBanuam HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Yogesh ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoautenb
Chauhan / P Amit Kumar R
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I 7 -
Reprint Date /\/ Reprint Date / Reprint Date /
Jara: 05.02.2025 Hara: 05.02.2025 Hara: 05.02.2025
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Wil hol, Nalagaih Road, Baddi,
Distt. Soinn, WP, 172 205, IND1A
56 56001-62
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CEPTUPHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Keropon™ (keToposak) pacTBOp JUisi BHYTPHBEHHOTO W BHYTPUMBILIEHHOTO BBeAekHs, 30 mr/mi
Batch No / : V250023 Batch Quantity / : 454545 ampules /
Cepun Ne O6nem cepun 454545 amnyn
Analytical Report No / : 890001787640 Date of Analysis / : 04.02.2025

AHaJIHTHYeCKHH oT4yeT No

JlaTa anannsza

Date of Manufacture / : 01/2025
Jara npoH3BoacTea

Date of Expiry / : 12/2026
T'onen oo

Analysis performed according ND / Anaans npopened no HJI: JII1-001365-230124

Page2of 5/C1p. 2 3 5

1;.00 Test / Iloka3zaTennb Results / Pe3yabTaTthl Specification / Hopma
3 Clarity / IlpospauHocTb Complies / CooTBeTCTBYET The opalescence of the sample

should not exceed opalescence of
reference suspension I. /
OnanecueHLus npenapara He
JOJKHA TIPEBBILATH ONajlecle HUKIO
3TanoHa cpaBHeHHs .

4 Color / IIBeTHOCTD 0.07 Absorbance should be not more
than 0.20 at 430 nm. /
[Tornomenue NOMKHO ObITh HE
6onee 0,20 npu JUTHHE BOJIHEI
430 uMm.
5 pH 7.2 From6.9t07.9./016,9 no 7.,9.
6 Particulate matter / MexaHnueckHe BKJIIOYEHHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements.
BuauMble 4acTHLBI /

B coOTBeTCTBUU € TPeOOBAHUAMH.

6B Invisible particles /

HepuauMble 4aCTULBL:

i. Particles > 10 pm/
YacTtui pasmMepom >
10 MkM

ii. particles > 25 pm/
YacTHL pasMepoM >
25 MKM

04 not more than 6000 per ampoule /
He Gonee 6000 Ha ammyny;

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

7 Related substances / PoacTBeHHbIe NpHMecH

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

legistered Officer B-2-137, B

Tl +91 40 4900 297

INpumeyanue: [TpoaykT coorBeTcTBYeT TpebopaHusM HJI Zaxawuenune: OJIOBPEHO
Prepared by / i Checked by / Approved by: Manager/Executive /
IMonroTosneHo: Yggesh [Mposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
Chauhan P Amit Kumar L—

|d!': r N \
Reprint Date/ - Reprint Date / Reprint Date /
Jara: 05.02.2025 Jlarta: 05.02.2025 Jara: 05.02.2025
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3 Emails mald@drreddva.com
] 50
voswdrreddys.con

W T elancane, India

Baniars

56




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. ¥hol, Nalagarh Road, Badai,
Distt. Scia P, 173 205, tMDiA

Tel +01 03166 56001-02
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CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacTBop AJiss BHYTPUBEHHOTO U BHYTPUMBILIEHUHOTO BBeleHHs, 30 mr/ma
Batch No / : V250023 Batch Quantity / : 454545 ampules /
Cepus No O6BeM cepun 454545 ammyn
Analytical Report No / : 890001787640 Date of Analysis / : 04.02.2025
AHaMHTHYeCKHH oT4eT Ne JlaTa amaamn3a
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JaTa npou3BoacTea Togen oo
Analysis performed according ND / Anain3 npoBegen mo HJ/E: JII1-001365-230124

Page3 of S/ Crp. 3 w5

iﬂo Test / Ilokaszarenb Results / PesyabTaTsl Specification / Hopma
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gosee
Himxe mpenena obHapyxeHus (I10 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / ne Gonee
Hmxe mpenena obnapyxenus (I10 0,50 %:
=0.010 %)
Impurity D / [Tpumecs D not more than 0.20 % / He Gonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Huxe npexnena o6napyxenns (I10 ’
=0.014 %)
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He Gonee
impurity / Enunuynas Huxe npenena KONTHIECTBEHHOTO 0,20 %.
HEMAEHTHGHLMPOBaHHASA onpenenenus ([TKO = 0.05%)
[IPUMECH
Total impurities / Cymma 0.1% Not more than 1.50 % / He OGonee
npumeceit 1,50 %.
8 Extractable volume / 103 ml/ 10.3 mn Not less than 10.0 ml (collectively
H3BsekaeMblii 06beM measured volume of 10 ampoules) /
He menee 10,0 mn (o6beM,
U3MEPEHHBI Ha OCHOBaHUH
00BbEeJMHEHHOTO coAep>xumoro 10
amIyn)

Remarks : The Product confirms to ND/
IIpumeuanmue: IlpoaykT cooTBeTcTBYET TpeboBanuaM HJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

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

[NoarorosneHo: Yogesh ITpoBepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBonurens
1 [

Chauhan :;‘f{ / Qﬁ,: Amit Kumar /\(\/

Reprint Date / Reprint Date / Reprint Date /

Jara: 05.02.2025 JHata: 05.02.2025 Hara: 05.02.2025

Repiziernd Office:
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winndireddys,com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories t.td
Formulation Unit-6
Vill. #hot, Malazarh Road, Badicl,

Disti. Scian, H.P, 173 205, INDiA

CEPTUD®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keroposiak) pacTBop s BHYTPUBEHHOIrO 1 BHYTPUMBbILIEUHOTO BBeJEHHS, 30 Mr/mn
Batch No / 1 V250023 Batch Quantity / 1 454545 ampules /
CepHs Ne O6beM cepun 454545 amnyn
Analytical Report No / : 890001787640 Date of Analysis / : 04.02.2025
AHasiInTHYeCKHi oTueT Ne JlaTa anajau3a
Date of Manufacture / : 0172025 Date of Expiry / : 12/2026
Hata npoussoacrea I'onen 1o
Analysis performed according ND / Anaan3 mposeaen mo HJI: JI[1-001365-230124

Page 4 of 5/Crp. 4m3 5

i? Test / [TokasaTenb Results / PesynbTaThi Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
bakTepuanbHbie /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 ED/Mr KETOpofaka
TpOMETaMHUHa.
10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / JlomkeH O6bITh
CTepuabLHOCTL (A1 KAKAOI CTEPUIILHBIM.
15-oii cepun)
11 Assay / KosnuecTBeHHOe 30.25 mg/30.25 mr From 27.0 mg to 33.0 mg of
onpeeaeHue C1oH24N-Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr Ci9H24N20¢ (keTOpONaKa
TpomeTamon) B 1 ML
12 Alcohol content / 3TaHoi 11.76 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/06) mno 13,10 %
(06/06).
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
[Tlo 1 wMn B ammoynsl w3 | carton pack/
CBETO3AI[MTHOrO cTekna TeMHo- | [Jo 1 Mnm B ammoyiael  u3

Remarks : The Product confirms to ND/
[Npumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[ToarorosneHo: Yogesh
Chauhan ff 7

~
/
.

4

X

Checked by /
Ilposepeno: Pardeep Kumar

el

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonurenb
Amit Kumar

/7
[>

Repistorad Office; 8-2-
il 491 00 4800 2

Reprint Date / g Reprint Date / Reprint Date / !
Jata: 05.02.2025 Jara: 05.02.2025 Hara: 05.02.2025
ad - 500024, Telangang, India
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CERTIFICATE OF ANALYSIS WL Lays.Com

CEPTU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponakx) pacTBop Julsi BHyTPUBEHHOIO M BHYTPUMbIIIEYHOTO BBEAEHHS, 30 Mr/ma
Batch No / : V250023 Batch Quantity / : 454545 ampules /
Cepusa Ne Oo6bem cepun 454545 amnyn
Analytical Report No / : 890001787640 Date of Analysis / : 04.02.2025
AHaJluTHYeCKHi 0TYeT No Jlara ananusa
Date of Manufacture / : 0172025 Date of Expiry / : 12/2026
JlaTa npou3BoacTBa TI'onen mo
Analysis performed according ND / Anauu3s nposenes no HJL: JI[1-001365-230124

PageSof S/ Crp.Sus S

iﬂo Test / ITokazaTennb Results / PesyabTaTsi Specification / Hopma
kopnyHeBoro knacca I (USP). B CBETO3Al{UTHOTO CTEKJIa TEeMHO-
BepXHeil YacTW aMMyibl HaHeceHbl | KOpUuHeBoro ugera kKiacca I (USP).
KOJIBII0O M TOUKa /Ui passnoMa. Ha | B BepxHeil vacTH aMIyJbl HAHECEHBI
aMITyJly HaKJIEUBAKOT ITHKETKY. KONBLIO M TO4YKa A pasioma. Ha
[To 10 amnyn ¢ MHCTpYKUMEH MO | ammyly HaKkJIEHBAIOT STUKETKY.
NPHUMEHEHHUIO nomeutaror | Ilo 10 ammyn ¢ MHCTpyKUMeil mo
B [IBX/anomunueBblii 6aucrep. NPUMEHEHHIO B
Mo 1 6nuctepy B mauxy kapToHHyw. | [IBX/amomunuesmit Onuctep. Ilo
1 6nucTepy B NA4Ky KapTOHHYIO;
ons  cmayuonapog: mno 2, 3,5
OJIMCTEPOB B MAYKy KAPTOHHYIO.
14 Labelling / Mapkuposka According to ND / B cootserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
XpaHeHnue OT cBeTa MecTe Ipu Temneparype He Beiwe 25 °C. He 3aMopaxuBarts.
16 Shelf-life / Cpok roanoctH 2 years. / 2 roza.
API name / Haumenosanue A®QC: Ketorolac Trometamol / KeToponaka TpomeTramon
INN /MHH: Ketorolac / Keroponax
API manufacturer batch number /
Homep cepun nponssoanrtens APC: 2KTMO0420724
FP Manufacturer API Batch number /
Homep cepun cy6etanumun npoussoautens I'JID: FERA00482
API Manufactured by & country / S}:med Labs Ltd., India,/
Ipouspoautens A®C, crpana: Caiimen JIabe JIta., HHaus

Remarks : The T'roduct confirms to WD/ Conclusion : APTROVED /
IIpumeuanue: Ilponykt coorsercTByeT TpeboBanusam HJI 3axnouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosaeHo: Ybgesh Iporepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Chauhan 0 p Amit Kumar L
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Reprint Date / Reprint Date / Reprint Date /
Jara: 05.02.2025 Jara: 05.02.2025 Jlata: 05.02.2025
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