Se
Dr.Reddy’s ‘.7"

Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa® (keToponak) pacTBop A/ BHYTPMBEHHOTO ¥ BHYTPUMBILIEYHOTO BBEAEHHUS, 30 Mr/mu
Batch No / : V240171 Batch Quantity / 1 272727 ampules /
Cepns Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001727653 Date of Analysis / : 06.04.2024
AHaJHTHYEeCKHIl oTyeT Ne Jara anaimnza

Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2027
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-001365-170222

|
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No

Test / IToxa3zaTennb
Ne

Results / Pe3yabTaTsl

Specification / Hopma

1 Description / Onmcanue

Clear  colorless  solution. /
IMpo3paunslii GeclBeTHBIH pacTBOp

Clear colorless to pale yellow solution.
/ TlpospauHblii OeCUBETHBIN WK
CBETJIO-)KENTHII pacTBOp.

2 Identification /
IMopnunHoCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of Kketorolac tromethamine and
naproxen (Assay section) / Bpemena
YIAEPXKUBAHUA OCHOBHBIX TIHKOB Ha
XpOMaTorpamme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIEPXKUBaHUS OCHOBHBIX IMUKOB Ha
Xpomarorpamme CTAHAAPTHOTO
pacTBOpa KeTopoJiaka TpOMeTaMHHa
U HaIpoKceHa (pazmen
«KonuyecTBEHHOE ONpeEIeHHEN)

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
YIEPKUBAHHS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme HCITBITYEMOTO
pacTBopa NOJDKHBI COOTBETCTBOBATb
BpPEMEHAaM YNIECPXKUBAHUS OCHOBHBIX
MHKOB Ha XpoMaTorpamMmme
CTaHAAPTHOTO PacTBOpa KeTOpojaKa
TPOMETaMHHa M HANpokceHa (pasmen
«KonmyecTBeHHOE ONpeneICHIE»)

3 Clarity / Ilpo3paynocts

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHius
npernapara He JOJDKHA NPeBBINIATh
ONAJIECLEHIUIO 3TAIOHA CPaBHeHus 1.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IHHE BOTHBI
430 HMm.

) pH 7.31 From6.9t07.9./016,9 1o 7.9.

Remarks: The Product confirms to ND/
[Tpumeuanue: [ponykr cootsercteyer Tpebosanmsm HII

Prepared by /
[NlogrorosneHo: Prave?ana

-

Checked by /
ITposepeno: Rama Kant

ot

Conclusion: APPROVED /
3ak/rouyeHnue: OAOBPEHO
Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosogurens
Pavan Kumar Sharma _ﬁ;’/

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Hara: 06.04.2024

Reprint Date /
JHaTa: 06.04.2024

Registered O

ffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A

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

IIpoaykr: Ketopon® (keToposnak) pacTBOp [uisi BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / : V240171 Batch Quantity / + 272727 ampules /
Cepust Ne O0beM cepan 272727 amnyn
Analytical Report No / : 890001727653 Date of Analysis / : 06.04.2024
AnanuTHyecKuil oTyer Ne JaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / 2 0272027
JaTa npoH3BoACTBa TI'ogen o

Analysis performed according ND / Anasnn3 nposexen no HJI: JII1-001365-170222

Page 2 of 5/C1p. 2 u3 5

6 Particulate matter / Mexanudeckye BK/IOYEHUsI
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
Buaumbie yacTHLIBI B coOTBETCTBHHU C TPEOOBAHMAMHU.
6B Invisible particles /
HeBunumele 4acTHLIbL:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTull pasmepom > He Gonee 6000 Ha ammyy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTULl pa3MeEPOM > He 6osiee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHble npuMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumecs B Not detected / He oGHapyxeHa not more than 0.50 % / He Oonee
0,50 %,;
Impurity C / [Tpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OGoiee
Hwxe npenena KOIHIECTBEHHOTO 0,50 %;
onpeaenenus (ITKO = 0.033 %)
: [\
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
0,20 %.
Hwxe npenena obnapysxenus (I10
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 0Oonee
EnunmyHas HeugeHTUhHIH- 0,20 %.
poBaHHas IPUMECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
TITpumeuanne: [ponykt cootseTcTByeT Tpedosanyam HJT 3akmwouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rgha Ipoeepero: Rama Kant Onob6peHo: Menemkep / PykoBogurens
Pavan Kumar Sharma  <{éh—
2 dupd =
Reprint Date / Reprint Date / Reprint Date /
Jara: 06.04.2024 Jara: 06.04.2024 Jata: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIN3A

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

Mpoxykr: Keropon™ (keToponak) pacTsop i BHyTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEACHHUS, 30 MI/MT
Batch No / 1 V240171 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001727653 Date of Analysis / : 06.04.2024
AHanuTn4deckHii oTyer Ne Jara anasuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

JaTta npon3Boacrea Toxen go

Analysis performed according ND / Auwamm3 nposexen o HJI: JIT1-001365-170222

Page3 of S/Crp. 3u3 5

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee |
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3Bnexaemblii 06bem He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuasbHbie <=0.725 E3/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHbDI KeTopoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CrepunbHoCTh (115 KAMXN0ii CTEPHJILHBIM.
15-ofi cepun)

11 Assay / KosimuecTBeHHOE 29.94 mg/ 29.94 mr From 270mg to 33.0mg of

onpeneJieHue CisHi3sNO3 C4H NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 M C[5H13NO3‘C4H||NO3
(keToponaka TpoMeTaMuH) B 1 mil.
12 Alcohol content / ranon 11.93 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: IponykT coorercTeyer Tpedosannsm HJIT

Conclusion: APPROVED /
3axawuenne: OJJIOBPEHO

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

Ilonroroeneno: Pravesh ITpoepeno: Rama Kant Onobpero: Menezkep / Pyjosoautrens
| W Pavan Kumar Sharma _E/?}

Reprint Date / Reprint Date / Reprint Date /

Hata: 06.04.2024 Hara: 06.04.2024 Jara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04A507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INDI1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHATTH3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToposiak) pacTsop ISl BHYTPHBEHHOrO H BHYTPHMBILUEYHOTO BBEACHHS, 30 Mr/mi
Batch No / : V240171 Batch Quantity / : 272727 ampules /
Cepns No O0nem cepHH 272727 amnyn
Analytical Report No / : 890001727653 Date of Analysis / : 06.04.2024
AgannTuiyeckni oruer Ne JlaTa anasd3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jlara npoH3BOACTER T'ogen oo

Analysis performed according ND / Anann3 nposenen no HJI: JI[1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMa B amnoyisl u3 | ina carton pack./
CBETO3aIUTHOTO crekna | I[To 1 Mia B aMmy’asl U3
xopuynesoro kmacca I (USP). B | cBeTo3alMTHOrO CTEKJa KOPHUHEBOIO
BEpXHEH 4YacTH aMIly/bl HAaHECEHsI | WIM  TEMHO-KOPUYHEBOrO  LBETa
KOJIBLIO U Touka 1ng pasnoma. Ha | wiacca I (USP). B Bepxueii yactu
aMITyJTy HaKJIeHBalOT 3TUKETKY. amIyJbl HaHeCEHbl KOJIBLO U TOdYKa
ITo 10 aMmyn ¢ MHCTpyKuued mo | s pasnoma. Ha amiyny HakjIeuBaroT
NPHMEHEHHIO MIOMEIIAIOT | 3TUKETKY.
B [IBX/antoMuHKEBBLI OIHCTED. ITo 10 ammyn ¢ UHCTpYKLMEH 1o
ITo 1 6nucTepy B NauKy KapTOHHYO. NIPUMEHEHHUIO MOMELLAIOT
B [IBX/antoMuHKeBBIH OIUCTED.
ITo 1 6nucTepy B NadyKy KapTOHHYIO;
g cTanMoHapos: mo 2, 3, 5
GNIMCTEPOB B MavyKy KapTOHHYIO.
Ilo 1 6nucTepy B MayKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBercteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aliuiieHHOM
XpaHeHue OT CBETA MeCTe Ipu Temiepatype He Bhiwe 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogHocTu 3 years. / 3 rona.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

[Mpumenanue: IIpogykT cooTreTcTRYST TpeAnRaHuaM HJT Raxnwnuenne: OJTORPEHQ

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

ITonrorosneno: Pravesh a ITporepeno: Rama Kant Ono6peno: Menemxkep / PykoBonutens
@U@- Pavan Kumar Sharma _“Guw-—

Reprint Date / Reprint Date / ' Reprint Date /

Jlata: 06.04.2024 Hata: 06.04.2024 Jara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®PUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keToponiak) pacTBOp [l BHYTPMBEHHOTO M BHYTPUMBIILEYHOrO BBEAeHHS, 30 Mr/mit
Batch No/ : V240171 Batch Quantity / : 272727 ampules /
Cepua Ne O6bem cepuH 272727 amnyn
Analytical Report No / : 890001727653 Date of Analysis / : 06.04.2024
AHaJHTHYCCKHIT 0TUeT Ne JaTa ananunza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npou3BoJcTBA I'ogen oo

Analysis performed according ND / Anasns nposeaen no HJI: JIT1-001365-170222
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API name / HanmenoBanue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npoussoautens ADC:

ABQH006832

FP Manufacturer API Batch number /

Homep cepun cy6eTanuuu npouspogutens [JIdD:

FEQA00569

API Manufactured by & country /
INpoussoautenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepmu'c JlTaGoparopuc JIta., Unausa

Remarks: The Product confirms to ND/
[Tpumeuanue: [Tponykr coorsercTryet TpeboBanram HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Jara: 06.04.2024

Jara: 06.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotorneno: Pravesh Ra [Tpoeepeno: Rama Kant Onobpeno: Menemxep / Pykosoautens

w Pavan Kumar Sharma (fj e
Reprint Date / Reprint Date / Reprint Date /

Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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