Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Kertopon® (keToponak) pacTBOp A/ BHYTPMEEHHOIO ¥ BHYTPHMBIIEYHOrO BBEAEHUS, 30 Mr/mi
Batch No / : V240168 Batch Quantity / : 272727 ampules /
Cepuia No O6bem cepHH 272727 amnyn
Analytical Report No / : 890001727110 Date of Analysis / : 28.03.2024
AHaJHTHYecKHIi oTdeT Ne JlaTa ananusa
Date of Manufacture / : 03/2024 Date of Expiry / 1 02/2027
JlaTa NIpOH3BOACTBA Togen no

Analysis performed according ND / Ananu3s nposegen no HJI: JI1-001365-170222

Page1 of S/Crp. 1 m35

[Tpo3pauHblit GecBETHBIN PacTBOP

1;.00 Test / ITokazaTenan Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tpo3pauHblif O€CLBETHBIN WM
CBETJIO-XKENTHIH PacTBOP.

2 Identification /
IToaNMHHOCTHL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
YAEpXKUBAHUS OCHOBHBIX IHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMeHaM
yIepKUBaHUs OCHOBHBIX IHKOB Ha
XpOMaTorpaMme CTaHIapTHOTO
pacTBopa KeTopoJiaka TpOMeTaMHHa
d HanpoKceHa (pazmen
«KonuuecTBeHHOE OTPENETICHUE»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yIOEepXKHUBAHKUS OCHOBHBIX MHKOB Ha
XpoMaTorpamMme MCIIBITYEMOTO
pactBopa IOJDKHBI COOTBETCTBOBATh
BpeMEHaM YIEPXKMBAHUA OCHOBHBIX
MTHKOB Ha XpOMaTorpaMmme
CTaHIApPTHOTO pPAacTBOpa KeTOpoJaka
TpOMETaMHHa M HalpokceHa (paszen
«KOoJMYecTBEHHOE ONPEIEICHHE)

3 Clarity / Ilpo3payHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecLeHIASA
npenapara He J0/DKHA NPeBbILIATh
OMAIECUEHIUIO STAJIOHA CpaBHEH!s 1.

4 Color / IIBeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy JUITHHE BOJHEBI
430 HMm.

5 pH 7.38 From6.91t07.9./0t1 6,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: [poxykT coorBeTcTBYET TpeboBaHuaM H

Conclusion: APPROVED /
3axkmouenue: OTOBPEHO

Hata: 28.03.2024

Hara: 28.03.2024

Prepared by / Checked by / Approved by: Makager/Executive /

[Toarotoenexo: Nitin Sharma ITporepeno: Santosh Kumar OnobpeHo: Menenkep / Pykosonurens
/&l Maurya Abhishek Chauhan \

Reprint Date / Reprint Date / Reprint Date / \

JHara: 28.03.2024

Ragisterad Sifige: §-4-3

+Q1 40 4957 2800,

Tol

CIN: L35 1GEAFIRE4T
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToposnak) pacTBop JUisi BHyTPMBEHHOIO W BHYTPUMBIILIEYHOTO BBeIEHAS, 30 Mr/mn
Batch No / : V240168 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepHH 272727 aMnyn
Analytical Report No / : 890001727110 Date of Analysis / : 28.03.2024
AHajmuTHYecKHiH oTueT No Jata ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npon3BoacTBa I'open no

Analysis performed according ND / Anamm3 nposexen mo HJI: JIT1-001365-170222
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6 Particulate matter / Mexannuyeckue BKIIOYEHUS

6A Visible particles /
Bunumbie 4acTHLEI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH ¢ TpeOOBaHUSMHU.

6B Invisible particles /
HeBHaHMbIe HaCTHIbL:

i. Particles> 10 pm / 20 not more than 6000 per ampoule /
YacTuy pazmMepom > He 6onee 6000 Ha amnymy;
10 MmxM

ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTUll pa3sMepoM > He 6onee 600 Ha aMmyny.
25 MKM

7 Related substances / PoacTBenHble npumecu
Impurity A / Ilpumecs A 0.16% not more than 0.20% / He O6onee

0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) /
Hwxe npenena obuapyxenus (I10
=0.014 %)

not more than 0.50% / He Ooiee
0,50 %;

Impurity C / TIpumecs C

Below LOQ (LOQ = 0.033%) /
Huxe npenesna KONMYeCTBEHHOTO
onpeaenenus (ITKO = 0.033 %)

not more than 0.50 % / He Oomee
0,50 %;

Impurity D / Ipumecs D

Below LOD (LOD = 0.014 %) /
Hwuxe npenena obnapyxenus (I1O
=0.014 %)

not more than 0.20 % / He Oonee
0,20 %.

Any unspecified impurity /
EnuHu4Has HeuaeHTUDHITN-
pOBaHHas MPUMECh

0.06%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
[Tpumeyanwue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Hara: 28.03.2024

Jlara: 28.03.2024

Prepared by / Checked by / Approved by: Mahager/Executive /
ITonrorosneno: Nitin Sharma Ipoeepeno: Santosh Kumar Onobpeno: Menefyep / PykoBoauTeb
\ Maurya Abhishek Chauhan
et _
Reprint Date / Reprint Date / Reprint Date / 3

Hara: 28.03.2024

Ragistered Clfice: 8-1-3¢
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

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

IIpoaykr: Ketopon® (keToposiak) pacTBOp /Ajis BHYTPMBEHHOTO M BHYTPMMBIUIEYHOrO BBeAeHHs, 30 Mr/mn
Batch No / : V240168 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001727110 Date of Analysis / : 28.03.2024
AHaJauTHYecKHi oTyeT Ne JlaTa anaansza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npou3zBoAcTBa T'ogen po

Analysis performed according ND / Ananns nporexen o HJI: JITT-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BiekaemMblit 00LeM

He menee HomunanbsHoro (1,0 M)

9 Bacterial endotoxins /
Bakrepuanabhble
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KeTopoJiaka TpOMeTaMUHa.

10 Sterility (every 15th batch) /
CTepHABHOCTD (AUIsl KaMXI0i
15-o0ii cepun)

NA

Must be sterile. / JlomkeH ObITb
CTEPUJIbHBIM.

11 Assay / KonnuecTBeHHoe

30.27 mg/ 30.27 mr

From 270mg to 33.0mg of

onpejesieHue CisH13NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13N03'C4H11NO3
(keToponaka TpoMeTaMuH) B 1 M.
12 Alcohol content / ITanon 11.95% From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanne: IpoaykT cooTBercTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITogrorosneno: Nitin Sharma

=

Checked by /
IIpoeepeno: Santosh Kumar

Maurya ‘ @f

Approved by: Manager/Executive /
Opnobpeno: Menemrep / PykoBoaurens
Abhishek Chauhan

Reprint Date /
Hata: 28.03.2024

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

Registared Office:

8.2-337, hoad Mo, 3, Banjara Hills, H

Tel, +971 40 49460 2000, Fas: +81 30 4800 ¢

T LE5195ARI004PL

vy drieddys.com

34, Telgngana, india
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: KeTtopon® (xeToposak) pacTBOp [Ulsi BHYTPMBEHHOTO U BHYTPHMBILIEYHOTO BBeAeHHS, 30 Mr/Mn
Batch No / : V240168 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001727110 Date of Analysis / : 28.03.2024
AnajiiTHYecKHi oT4er No JlaTa anann3za
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npou3BoacTBa T'ogen no
Analysis performed according ND / Anasm3s nposegen no HJI: JIIT-001365-170222
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13 Packaging / YnakoBka

PVC/aluminum blister.

1 blisters in a carton pack. /
I[lo 1 wMn B
CBETO3ALIMTHOrO

aMITyJly HaKIE€HBaIOT 3TUKETKY.

NpMEHEHHIO
B IIBX/amoMuHnueBslii OnucTep.

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

ammysel M3

CTeKIa
kopuuHeBoro kmacca I (USP). B
BepXHeil 4acTH amMmy/bl HaHEeCEHBI
KOJIbLIO UM TOuYka Ajid pasnoma. Ha

ITo 10 ammyn ¢ MHCTpyKLHEH no
HOMEIIAIOT

ITo 1 6nucTepy B mavky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point 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 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

ITo 1 wMn B aMmoyidsl U3
CBETO3AIIMTHOrO CTEKJ1a KOPUYHEBOTO
WM TEMHO-KOPMYHEBOTO  [BeTa
kiacca I (USP). B BepxHeit yactu
aMIyJibl HaHeceHbl KONbLO H TOYKa
17t pasnioMa. Ha aMnyny HakJIeHBarOT

STHKETKY.
ITo 10 amnyn ¢ HUHCTpyKLMeH [0
TIPHMEHEHHIO MOMELIAOT

B [IBX/antomuHueBsli 6iuctep.

[To 1 6xucTepy B MauKy KapTOHHYIO;
Ui cTagMoHapoB: mno 2, 3, 5
6JIUCTEPOB B NaUKy KapTOHHYIO.

ITo 1 6nucrepy B Mauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBercTBuu ¢ HJI.

15 Storage conditions /
XpaHeHne

In a place protected from light below 25 °C. Do not freeze. / B 3amunieHHoM
OT cBeTa MecTe Npu Temriepatype He Boitue 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogaocTn

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
IMpumeuanue: [Iponykr coorBercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Nitin Sharma [Mpoeepeno: Santosh Kumar Onobpeno: Menemep / PykoBonurens
E M Abhishek Chauh
\\/ - aurya Qﬁ'_ ishek Chauhan \__ _P/\
Reprint Date / Reprint Date / Reprint Date / ‘
Hara: 28.03.2024 Hata: 28.03.2024 Jata: 28.03.2024
Sepistered Office: 8:2-327, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Taj
Tel; 01 40 4300 28C0, Fax 01 40 48560 , Emgily madl@evreddys

Chil: LER125AP 1A PLENOGS0F

www direddys,com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToposiak) pacTBop i BHYTPHBEHHOTO H BHYTPHUMBILIEYHOTO BBEAEHHS, 30 Mr/m
Batch No / : V240168 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnysn
Analytical Report No / : 890001727110 Date of Analysis / : 28.03.2024
Ananurnuecknii oTuet Ne Jara ananunza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

aTra NpOH3BOACTBA Togen o0

Analysis performed according ND / Anaans nposenen no HJI: JII1-001365-170222
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API name / Haumenopauune AD®C:

Ketorolac tromethamine / Keroposiaka TpoMetaMus

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npouspogutens: ADC:

ABQHO006832

FP Manufacturer API Batch number /

Howmep cepun cyocranunn npoussoautens LJID:

FEQA00569

API Manufactured by & country /
Hpoussoantenr, A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennw'c Jlaboparopuc Jita., Maaus

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT coorsercTByeT TpeGoranusm HJT

Conclusion: APPROVED /
3akmwodyenne: OJJOBPEHO

Hara: 28.03.2024

Jlara: 28.03.2024

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

IoaroroeneHo: Nitin Sharma IIpoeepeno: Santosh Kumar Opnobpeno: MenemKep / PykoBoaurens
) Maurya an Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Mara: 28.03.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 60024, Telangana, india
Tal +91 40 4900 2900, Fax: +91 40 4500 298¢, Email: mail 2 drreddyz.com
CIN: L85185/4P1984PLCO0A507

www drreddys.com




