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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ilpoaykr: Keropon" (keToponak) pacTeop Ansi BHYTPUBEHHOTO W BHYTPHUMbILLICYHOT0.BBEACHHS, 30 Mr/mn
Batch No / : V230368 Batch Quantity / : 272727ampules /
Cepusn Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001662430 Date of Analysis / : 11.05.2023
AnananuTryeckuii oryer Ne JaTa anasnu3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTta npou3BOACTBA T'onen no
Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-001365-170222
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1}3 Test / [ToxasaTesb Results / PesyabTaTsi Specification / Hopma

1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.
[Tpospaunslii cBeTyo-kenThlii | / IlpospauHbiii OGecUBETHbIN  WiH
pacTBop. CBETJ0-XKENTbII PacTBOP.

2 Identification /
IToa1IMHHOCTBL

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
yIAEPKUBAHUS OCHOBHBIX IMKOB Ha
XpoMaTorpamme UCIIBITYEMOrO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YIAEPKMBAHUA OCHOBHBIX NHUKOB Ha
XpOMaTorpamme CTaHIAPTHOTO
pacTBopa KeTopoJsiaka TpOMeTaMHHa
H HanpoKceHa (pasnen
«KONMMYeCTBEHHOE OTPEICIIEHHEY)

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
YIEPKUBAHUST OCHOBHBIX THMKOB Ha
XpoMaTtorpamMmMe HCIIBITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YNEPXMBAHUS OCHOBHBIX
MHKOB Ha XpOMaTOrpaMMe
CTaHAapTHOTO pacTBOpa KeTOopoJiaka
TpOMETaMHHa M HalpokceHa (paszen
«KonnuecTBeHHOE ONpENeICHUE)

3 Clarity / Ilpo3pauHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHIus
Tpernapara He I0JDKHa NpeBbIllaTh
ONAIECIICHLIMIO 3Tall0Ha CpaBHEeHHUA [.

4 Color / IIBeTHOCTH 0.07 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu IyIMHE BOJHBI
430 =M.

5 pH 7.35 From 6.9t07.9./0T16,9 10 7,9.

6 Particulate matter / MexaHu4yeckue BKJIIOYEHUS

Remarks: The Product confirms to ND/
Ilpnmeuanse: Ilpoaykr coorseTcTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Jara: 11.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
HonroroeneHo: Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / I{ioaonﬁmnb

1 prt <‘—"LT"‘ Mano; Kumar (i,w, f2 2
Reprint Date / M Reprint Date / Reprint Date /

Jara: 11.05.2023

Jlata: 11.05.2023

Registered Dirice: 8-2-33/, Koad No. 3, Banjara Hilis, Hyderabad - 00034, lelangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2939, Email: mail@drreddys,com

CIN: L85155AP1984PLC004507
www.drreddys.com
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CEPTUDPUKAT AHAJIU3A

rITrodu'ct 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Keropon" (keToponak) pacTBop Ajis BHYTPUBEHHOIO U BHYTPHMBILIEYHOTO BBEACHHUS, 30 Mr/mi

Batch No / : V230368 Batch Quantity / 1 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001662430 Date of Analysis / : 11.05.2023
Ananurndeckuit oTuer Ne JlaTa anasusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JlaTa npoH3BoJACTBA T'ogen no
Analysis performed according ND / Asanu3 nposenen o HJ/I: JI[1-001365-170222
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Impurity B / Ilpumecs B

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
o6Hapyxenus (ITO = 0.014 %)

Impurity C / [Tpumecs C

Less than LOQ (LOQ = 0.033 %) /
Hwke npenena KOJIHYECTBEHHOTO

Impurity D / [Tpumecs D

onpenenenus (ITKO = 0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
obnapyxenus (ITO = 0.014 %)

Any unspecified impurity /
EnuHUYHAs HeUNeHTUG LU~
pOBaHHas MpHUMech

Not detected / He obHapyxeHna

1;,:) Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BunuMble yacTulipl B cOoOTBETCTBHH € TPeOOBAHUSIMUL.
6B Invisible particles /
HeBuauMble YacTULbI:
i. Particles > 10 pm/ 04 not more than 6000 per ampoule /
YacTtuu pasmepom > He 6osee 6000 Ha ammnyiny;
10 Mkm
ii. particles > 25 um/ 00 not more than 600 per ampoule /
4acTULl Pa3MEpPOM > He Oosiee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHble npumMecu
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50 % / He 6onee
0,50 %;

not more than 0.50 % / He 6onee
0,50 %;

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

Not more than 0.20 % / He 0Gonee
0,20 %.

Remarks: The Product confirms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTcTByeT Tpeboranusm HJ|

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

Jara: 11.05.2023

Jara: 11.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakapt I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaptens

ﬁ‘.anLQi —= . Manoj Kumar Nowadrl ittt “L
Reprint Date / VT Reprint Date / Reprint Date /

Jarta : 11.05.2023
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500034, Teiangana, India

Tel: +91 40 430C 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon" (keToponak) pacTBOp [UIst BHYyTPUBEHHOTO H BHYTPUMbILIEYHOTO BBEAECHHS, 30 Mr/mit
Batch No / : V230368 Batch Quantity / : 272727ampules /
Cepus Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001662430 Date of Analysis / : 11.05.2023
Ananuradyeckmii oryer Ne JlaTa aHaau3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTa npom3BoacTBa T'onen no
Analysis performed according ND / Ananu3 nposenen no H/I: JIIT-001365-170222

Page30of4/Crp.3u3 4

i? Test / ITokazaTennb Results / PesyapTaThl Specification / Hopma
Total impurities / Cymma 0.15% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3BaexkaeMblii 00bemM He menee HomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHbie <=0.725 ED/mr tromethamine. / He 6onee 5,8 EDQ/mr
IHAOTOKCHHBI KeTopoJlaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JlolbkeH OBITh
CTepuJbHOCTD (A8 Kaxaoii NA CTEPUJIbHBIM.
15-o0ii cepumn)

11 Assay / KonudecTBenHoe 29.63 mg/29.63 mr From 27.0mg to 33.0mg of

onpenejeHue C15H13NOj3: C4HiNOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e) 33,0 MI C15H13NO3'C4H|1NO3
(xeTopomnaxka TPOMETaMuUH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.92 % Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoayxT coorBeTcTBYET TpeboBauusaM HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: Ramakant I[Tposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBomyrens

Qmim}\« cf—" Manoj Kumar Nttt
Reprint Date / A Reprint Date / Reprint Date / I
Jara: 11.05.2023 Hara: 11.05.2023 Jara : 11.05.2023
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AHanuTnYecKHil oTueT Ne

JaTa anannsa

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon" (keToposiak) pacTBOp AJis1 BHYTPMBEHHOTO U BHYTPUMBILIEYHOrO BBEAEHHS, 30 Mr/mn
Batch No / : V230368 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001662430 Date of Analysis / : 11.05.2023

Date of Manufacture /
JlaTa npou3BOACTBA

: Apr.2023

T'omen xo

Date of Expiry /

: Mar.2026

Analysis performed according ND / Ananus nposenen no HJI: JI1-001365-170222

Page 4 of 4/ Crp. 4u3 4

No

Test / [loka3arennb
Ne

Results / PesyabTaTthbl

Specification / Hopma

13 Packaging / YnakoBka

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. /

[To 1 wmn B amoyissl U3
CBETO3AILIUTHOIO cTexia
xopuuHeBoro knacca I (USP). B
BepXHE#l 4YacTH aMIyJibl HaHECCHBb
KONBLIO W TOukKa i pa3noma. Ha
amnyJly HakJeuBalOT 3TUKETKY.

ITo 10 ammyn ¢ MHCTpyKUMeH o
NpUMEHEHHUIO TIOMEIAI0T
B [IBX/antoMuHUeEBbI# OucTep.

[To 1 6nucTepy B Mayky 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. /

IfTo 1 wMn B aMoyns  u3
CBETO3AILUTHOTO CTEKJIa KOPUYHEBOTO
WIH  TEMHO-KODHYHEBOI'O  IBETa
knacéa I (USP). B BepxHe#t uactu
aMITyJbl HaHECEHbI KOJbLO M TOUYKa
JUIs paznoMa. Ha amnyny HaKJieuBaroT

3THUKETKY.
[To 10 amnmyn ¢ UHCTpyKLMe#H o
IPUMEHE HUIO [MOMELLAIOT

B [IBX/antomMuHHueBbIH OIHCTED.

[To 1 6nucTepy B NauKy KapTOHHYO;
I8 cTauMoHapoB: mo 2, 3, 5
6JIMCTEpPOB B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHsoM
OT cBeTa MecTe NpH Temneparype He Boiwe 25 °C. He 3aMOpaXnBaTh.

16 Shelf-life / Cpok roguocTtu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJL

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

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

ITonrorosneno: Ramakant [Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoayrens
MM L= — Manoj Kumar h“ ;u‘;z’:

Reprint Date / M b Reprint Date / Reprint Date / T

Hara: 11.05.2023 Hara: 11.05.2023 Hara : 11.05.2023
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