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Product : /

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

AnaJliTUu4eckHii oTuet Ne

JlaTa anaanza

IIpoAdykT: Ketopon® (xeToposnak) pacTBop [Uisi BHyTPAUBEHHOTO H BHYTPUMBIIIEUHOr0 BBeAeHHs, 30 mr/mn
BatchNo / : V240469 Batch Quantity / : 272727 ampules /
Cep#a Ne Oo0BeM cepHH 272727 amnyn
Analytical Report No / : 890001748224 Date of Analysis / : 15.07.2024

Date of Manufacture /
Jara nponssoacTea

: 06/2024

T'open oo

Date of Expiry /

: 05/2027

Analysis performed according ND / Ananu3s nposenen mo HJI: JII1-001365-170222

Pagel1of5/Crp.1m35

[Mpo3paunslii GecLBETHEIH pacTBOP.

JJI;I.‘? Test / IlokazaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHelii OecUBETHBI WU
CBETIIO-XKENTHIH pacTBop.

2 Identification /
IMoanuHHOCTL

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) / Bpemena
YIEp*UBaHUS OCHOBHBIX ITHKOB Ha
XpoMaTtorpaMme HCOBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIEpKMBaHHUsI OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme CTaHAAPTHOTO
pacTBOpa KeTopoJjlaka TPOMETaMHHA
u HanpoKceHa (paznen
«KonuuecTBEHHOE OTIpEeNIeHUEN)

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
YOCP)KHBaHUA OCHOBHBIX ITMKOB Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa JOMKHbI COOTBETCTBOBATH
BpEMEeHaM YIEp>KUBAHHA OCHOBHbBIX
NIMKOB Ha XpoMaTorpaMmme
CTaHIapTHOTO pacTBOpa KeTopojaka
TpoOMeTaMHHa W HampokceHa (pa3nen
«KonuuecTBeHHOE OTIpelelIeHUE)

3 Clarity / IlpozpauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / Onanecuenuus
npenapara He J0JDKHa NpeBbILIaTh
OMajIeCLeHLIMIO 9TAIOHa cpaBHEHUA 1.

4 Color / LIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1iuHE BOJIHBI
430 Hm.

5 pH 7.34 From6.9t07.9./0t16,9 no 7.9.

Remarks : The Product confirms to ND/
IIpumeyuanne: [IpogykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouyenue: ONOBPEHO

Prepared by /
IToarororiaeno: Rama Kzlatr

> il

Checked by /

Approved by: Manager/Executive /

[TporepeHo: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBonutesnsb
Amit Kumar S

Reprint Date / '

Reprint Date /

Jara: 15.07.2024

Jara: 15.07.2024

Reprint Date /
Hara: 15.07.2024

Registered Office: 8-2-337, Road Mo, 3, Banijara Hills, Hyderabad - 560034, Talzangzans, Indin
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Erpail- mail@d raelcys,com

CIN: LR51854P1834PLCODAS0CT
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keTopoiak) pacTBOp il BHYTPHBEHHOI'O W BHYTPUMBIILIEYHOrO BBeAeHH s, 30 Mr/mi
Batch No / : V240469 Batch Quantity / : 272727 ampules /
|Cepns Ne Oo0bem cepuu 272727 amnyn
Analytical Report No / : 890001748224 Date of Analysis / : 15.07.2024
AHaJINTHYeCKHH oT4eT No HaTta anannsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBa I'ogen xo
Analysis performed according ND / Ananu3s nposeaen no HJI: JII1-001365-170222
Page2 of 5/Crp. 2 m3 5
J;{f Test / [lokazatesb Results / Pe3yabTaThl Specification / Hopma
6 Particulate matter / Mexanuueckue BK/IIOYEHHS
6A Visible particles / Complies / CooTBeTCTRYET Should correspond to requirements. /
BuauMble 4acTHLbI B co0oTBETCTBHHE C TpeOOBAIIMAMML.
6B Invisible particles /
HeBuaumble 4acTHLBL:
i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTHi pazmepoMm > He Gonee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHULl pa3MepPoOM > He 6osee 600 Ha amIyIly.
25 MKM
7 Related substances / PoacTBeHHbIE€ NPUMECH
Impurity A / ITpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD =0.014 %) / not more than 0.50% / He Oonee
Huxe npenena obHapyxenus (I[10 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He Oonee
Huxe npenena KOIU4ECTBEHHOIO 0,50 %;
onpepenenus (ITKO = 0.033%)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %)/ not more than 0.20 % / He OGonee
Hwxe npenena obHapyxenus (I10 0,20 %.
=0.014 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr cooTBeTcTBYET TpeboBanusam HJI 3axaouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tomrorosneno: Rama Kant [Mposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBonurens
Amit Kumar / R
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 15.07.2024 Jara: 15.07.2024 Jara: 15.07.2024
Registered Offica: 8-2-337, Road No 3, Banjara Hills, Hyderabad - S0GD24, Telangana, hdia
Tel: +91 40 4900 2900, Fax: 901

#0140 2 99, Emgil: mail@«drreddys.con
CIN: 5
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Product : /

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

AHajanTuyeckuii oryer No

Jdara ananausa

ITpoaykr: Keropon® (keToponak) pacTBop sl BHyTPHBEHHOIO M BHYTPUMBILIEYHOrO BBEACHHS, 30 Mr/m
Batch No / : V240469 Batch Quantity / : 272727 ampules /
Cepusa Ne O6weM cepun 272727 amnyn
Analytical Report No / : 890001748224 Date of Analysis / : 15.07.2024

Date of Manufacture /
Jara npoH3BoacTBA

: 06/2024

T'ogen oo

Date of Expiry /

: 05/2027

Analysis performed according ND / Anaiuz nposegen nmo HJL: JIT1-001365-170222

Page3of 5/Crp.3m3 5

J;)O Test / Iloka3zaTenn Results / PesyabTaThb! Specification / Hopma
Any unspecified impurity / 0.05% Not more than 0.20% / He 6onee
EnvHuyHas HenpeHTUuULK- 0,20 %.
pOBaHHas MPUMeECh
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3zBiekaemblii 00beM He menee nomuHansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuasibHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/mr
IHIOTOKCHHBI KETOpoNaka TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxkeH OBITh
CTepuIbHOCTL (AU KAXKAOi CTEPUITBHBIM.
15-0i1 cepuu)

1;‘00 Test / [lokazaTenb Results / PesyabTaTel Specification / Hopma
11 Assay / KonnuectBeHHOe 30.36 mg /30.36 mr From 27.0mg to 33.0mg of
onpeneneHue CisH1i3sNO3- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mmr
pi (o) 33,0 Mr C15H13NO3'C4H11NO3
(keToposiaka TPOMETaMHH) B 1 M.
12 Alcohol content / Tanon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorBercTBYeT TpeboBanuam HJL 3axnouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Rama Kant 'k\ [Ipoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
Amit Kumar
Ruod o =
Reprint Date / ' Reprint Date / Reprint Date/
Jara: 15.07.2024 Hara: 15.07.2024 JHara: 15.07.2024

Registerad Qffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telanzana, Indin
Tel: +81 40 49C0 2500, Fax: +61 40 4900 2249, Ermail mall@drreddys.com
CIN: L35195AP1984PLL0045GT
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Product : /

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

AHanuTHyecKui oTyeT No

Jara anaauza

IIpoaykr: Ketopon® (keToponak) pacTBop Ui BHYTPHBEHHOIO H BHYTPUMBILIEYHOTO BBeEHHUS, 30 Mr/mMn
Batch No / : V240469 Batch Quantity / : 272727 ampules/ |
Cepus Ne Oo6BbeM cepuH 272727 amnyn
Analytical Report No / : 890001748224 Date of Analysis / : 15.07.2024

Date of Manufacture /

: 06/2024

T'ogen no

Date of Expiry /

: 05/2027

JaTta npon3BoacTBa

Analysis performed according ND / AuaJyns nposenen mo HJL: JITI1-001365-170222

Page4 of 5/Crp. 4n35

No

Test / [loka3aTean
Ne

Results / PesyabTaThl

Specification / Hopma

13 Packaging / YnaxoBka

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
PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 w™Mn B aMOoynel U3
CBETO3AIIUTHOI'O CTEKJIa
kopuuHeBoro knacca I (USP). B
BEPXHEN YacTH aMilyjibl HaHECEHBI
KONBIIO W TOYKa AJNs pasnoma. Ha
aMIysy HaKkJIeHBalOT STHKETKY.

ITo 10 ammyn ¢ HHCTpYKLHMEH ©O
NpHMEHEHUIO MOMELLAIOT
B [IBX/anroMuHueBsl1it 611CTED.

ITo 1 6nucTepy B nNavKky 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. /

Ilo 1 wMa B aMmMOoyJasl M3
CBETO3aITHOTO CTEKIIa KOPUYHEBOTO
WX TEMHO-KOPHYHEBOTO  LBETa
knacca I (USP). B BepxHel uacTH
aMIyJibl HaHeceHbl KOJBLO M TOYKa
1is paziioMa. Ha amny iy HaksieuBaroT
STHKETKY.

[To 10 ammyn ¢ MHCTpyKLMeH [0
MPUMEHEHHIO NOMELLAIOT
B [1BX/antoMuHuEBBINA ONMHCTED.

[o 1 6nucTepy B MauKy KapTOHHYIO;
Uis  cTandoHapos: mo 2, 3, 5
OHcTepoB B NAYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooterctBun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MecTe NpH TeMnepaType He Bolle 25 °C. He 3aMopaxuBats.

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
Approved by: Manager/Executive /
Opnobpeno: Meunemxep / PykoBogurens

Amit Kumar /&(/ e
] - -

Reprint Date / )
Jlata: 15.07.2024

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYET Tpebosanusam HJL

Prepared by / Checked by /
IMoarororneso: Rama Kant [Tpoeepeno: Pardeep Kumar

Qi L

Reprint Date /
Hara: 15.07.2024

Reprint Date /
Jara: 15.07.2024

Registerad Office: 8-2-337, Road No 2, Banjara Hills, Hyderab=ad - 5000354, Telanaans, Indin
Tel: 91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drraddyscom
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacTBOp Uit BHYTPMBEHHOTO M BHYTPHMAILIEYHOTrO BBeAEHHUS, 30 mMr/mn
Batch No / : V240469 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepuu 272727 amnyn
Analytical Report No / : 890001748224 Date of Analysis / : 15.07.2024
AHanHTHYeCKHH oTyeT No JlaTa aHaJIn3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoAcTRa I'omen go
Analysis performed according ND / Anasu3 nposenen mo HJI: JI[1-001365-170222
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No

Test / Iloka3zaTennb
No

Results / PesynbTaThl

Specification / Hopma

16 Shelf-life / Cpok ropnoctu

3 years. / 3 rona.

API name / HaumenoBanue AOC:

Ketorolac tromethamine / Ketoponiaka TpomMeTaMiH

INN / MHH:

Ketorolac / KeropoJiak

API manufacturer batch number /
Howmep cepuu npoussoauresisi AQC:

ABQHO006833

FP Manufacturer API Batch number /

Homep cepum cybecTaHunn npoussoautest I'JId:

FEQA00570

API Manufactured by & country /
Ilpouseoaurtens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu'c JlJaboparopuc JIta., UHaus

Remarks : The Product confirms to ND/

[Mpumeuanue: [Ipogykrt coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axnawuenne: OJOBPEHO

Prepared by / Checked by /

[Toarorosneno: Rama Kant

[TpoeepeHo: Pardeep Kumar

;,_;\L/ 5

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBoaurens
Amit Kumar C e

|
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Reprint Date /
Hara: 15.07.2024

Reprint Date /

JlaTa: 15.07.2024

T

Reprint Date /
Jara: 15.07.2024




