Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

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

[poayrT: KeTopon™ (keToponak) pacTBop s BHYTPHBEHHOTO W BHYTPHMbILEYHOrO BEEMeHus. 30 Mr/mn
Batch No / 1 V230301 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001660364 Date of Analysis / : 29.04.2023
AHATMTHYECKHH oTUeT Ne JaTa ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npon3BoacTBA I'open 1o

Analysis performed according ND / Anannz nposeaen no HJI: JII1-001365-170222

Page1 of4/Crp. 1u3 4

i‘? Test / Iloka3aTenb Results / Pe3yabraTsi Specification / Hopma

1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.
ITpo3pauHsrii cBeTa0-kenThiil | / Ilpospaunbiii GecUBETHbIN uaM
pactsop. CBETJIO-XKENTBIH PacTBop.

2 Identification /
IMoanuuHoCTL

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
yIepKUBaHUS OCHOBHBIX NUKOB Ha
Xpomarorpamme HCIIBITYEMOTO
' pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIEP)KUBAaHUA OCHOBHLIX IMHKOB Ha
XpoMarorpamme CTaHJapTHOTO
pacTBOpa KeTopojlaka TPOMeTaMHHa
U HalpoKCceHa (pasnen
«KoJIMyeCTBEHHOE OTpeaeeHHEN)

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
YIOEP)KHUBAHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa MOJDKHBI COOTBETCTBOBATDH
BPEMEHAM YACpP)XHUBAHUSI OCHOBHEBIX
[IMKOB Ha XpoMaTorpamme
CTaHZApPTHOTO pacTBOpa KeTOpoJaka
TPOMETaMHHA M HampoKceHa (pasmes
«KonmyecTBEHHOE ONpeneIeHUe»)

3 Clarity / Ilpo3pa4yHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JO/DKHA NPEBLIIATh
ONANTECUCHIIMIO 3TANOHA CPaBHEHMUA 1.

4 Color / llBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [uTHHE BOJIHBI
430 umM.

5 pH 7.32 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
IIpumeuanne: IMpoaykr coorBercTByeT TpeboBanusm HJT

Conclusion: APPROVED /
3axarouenue: ONOBPEHO

Prepared by /
IMoarorosneno: Shivani

Checked by /
poeepeno; Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menenxep / Pykoeoaurens
o Manoj Kumar e

L
Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Hara : 29.04.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
IIpoaykr: Kertopon"™ (keToposak) pacTBOp A/ist BHYTPHBEHHOIO M BHYTPHMbILLEYHOrO BBEAEHHUS, 30 Mr/Ma
Batch No / : V230301 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001660364 Date of Analysis / : 29.04.2023
AHaJIUTHYECKHH oTUYeT N2 Jata anaiu3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTa nponsBoacTsa T'ogen no
Analysis performed according ND / Anaan3s nposeaen mo HJI: JII1-001365-170222
Page 2 of 4/ Crp. 2 u3 4
i.g Test / IlokazaTtennb Results / PesynbTaTsl Specification / Hopma
6 Particulate matter / MexaHuuecKkue BKIIIOUEHNSsI
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuauMble YacTULIBI B cooTBeTCcTBMM C TpeOOBAHUAMU.
6B Invisible particles /
HeBuauMble YacTHIIBI:
i. Particles> 10 pm/ 04 not more than 6000 per ampoule /
Yactun pasmepom > He 6onee 6000 Ha ammyny;
10 mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
JacTHL pa3MEpOM > He 6onee 600 Ha ammyny.
25 MM
7 Related substances / PojcTBeHHbIE IpUMecH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
] o,
Impurity B / [Ipumecs B Not detected / He o6HapyxeHa not m?re than 0.50 % / me 6Gonee
0,50 %;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Goinee
Humxe npenena KonuuecTBEHHOTO | 0,50 %;
onpenenenus (ITIKO = 0.033 %)
Impurity D / TIpumecs D Below Limit of Detection (LOD = not more than 0.20 % / ne 6Gonee
0.014 %) / Huwxe npenena 0,20 %.
obuapyxenus (I10O = 0.014 %)
Any unspecified impurity / 0.05 % Not more than 0.20 % / He Gonee
EnuuugHas HeuneHTUOUIN- 0,20 %.
pOBaHHas IPUMECH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanue: IIpoaykT coorBeTcTBYET Tpebosanusm HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToeneno: Shivani ITposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosoauresns
— . Manoj Kumar -
] Tl
Reprint Date / Reprint Date / Reprint Date /
Jarta: 29.04.2023 Jara: 29.04.2023 JlaTa : 29.04.2023
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CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToponak) pacTBOp /Ul BHYTPMBEHHOIO. M BHYTPHMBILIEYHOTO BBeAeH s, 30 Mr/mn
Batch No / : V230301 Batch Quantity / : 272727ampules /
Cepns Ne O6Bem cepin 272727 amnyn
Analytical Report No / : 890001660364 Date of Analysis / : 29.04.2023
AHanuTHvecKui oTyer Ne JaTta ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npousBojcTBa T'onen no

Analysis performed according ND / Auanns nposeaen mo HJI: JII1-001365-170222

Page3 of4/Crp.3m3 4

i‘? Test / Ilokazarennb Results / PesyabTaTel Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 06bem He meHee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 EB/mr tromethamine. / He 6onee 5,8 EQ/mr
HIOTOKCHHBI KETOoposiaKa TpOMETaMHKHa.

10 Sterility (every 15th batch) /
CrepnabHOCTD (U151 KaKA0i
15-oii cepun)

NA

Must be sterile. / JlomxeH ObITh
CTEPUJILHBIM.

11 Assay / KoanuecTBeHHoOe 29.85 mg/29.85 mr From 27.0mg to 33.0mg of
onpefesieHUe CisH;3NO3 C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 MI C15H13NO3‘C4H11N03
(keTopoNiaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.84 % .

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [TponykT cootBeTcTBYET TpeboBanuam H/I

Conclusion: APPROVED /
Bakawuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Shivani

A

Checked by /
[posepeno: Himesh Kumar

N

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

Manoj Kumar QMH

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jlarta: 29.04.2023

Reprint Date /
Hara : 29.04.2023
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CEPTUDOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon"™ (keToponax) pacTBOp AJisi BHYTPUBEHHOrO M BHYTPUMBILIEYHOrO BBEAEHHUS, 30 Mr/Ma
Batch No / : V230301 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001660364 Date of Analysis / : 29.04.2023
AHanuTHYeCKHIl oT4eT No JlaTa ananmsa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jata npoM3BoacCTBa I'onen no
Analysis performed according ND / Anaan3 nposenen no HJI: JII1-001365-170222

Page4 of4/Crp. 4u3z 4

—
No

No Test / [loka3zaTenb

Results / PesyabTaThl

Specification / Hopma

13 Packaging / Ynakoeka

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. /

[lo 1 wMn B amnynn U3
CBETO3AIUTHOTO cTexna
xopuyHeBoro knacca I (USP). B
BEpXHEd YacTH aMITyJibl HaHECEHBI
KOJIBLIO M TO4Yka Ui pasznioma. Ha
aMITyJTy HaKJIEUBaIOT ITUKETKY.

[To 10 ammyn ¢ MHCTpyKUMeH Io
NPUMEHEHHIO NOMEIAoT
B [IBX/anoMuHMeBbIit 6nUCTED.

Ilo 1 6aucTepy B mauky KapTOHHY1O.

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 aMmoynsl U3
CBETO3ALIUTHOTO CTEKIIa KOPHYHEBOIO
WIM  TEMHO-KODUYHEBOTO  LIBETa
kmacca I (USP). B BepxHel uactu
aMIyJIbl HaHeCeHbl KOMBLO M TOUYKa
Juis paszioMa. Ha aMIyJly HakJeuBaroT

3TUKETKY.
ITo 10 amnyn ¢ HHCTpyKLHEH IO
NPUMEHEHUIO NOMELIAOT

B [IBX/anmoMuHueBbIi GaMcTep.

ITo 1 GnucTepy B Na4Ky KapTOHHYIO;
Ul cTauuoHapoB: mo 2, 3, 5
OJHCTEPOB B Ma4yKy KaPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuinieHHoM
OT CBETa MecCTe MpH TeMIieparype He Bbile 25 °C. He 3aMopakuBath.

16 Shelf-life / Cpok roanocTu

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
IMpumeuanue: IpoaykT coorBetrcTByeT TpeboBanusaM HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Shivani

A

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBogurens
Manoj Kumar )

gttt

Reprint Date /
Jara: 29.04.2023

Reprint Date /
Jata: 29.04.2023

Reprint Date /
JHara : 29.04.2023
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