Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular yijeetrresdye.cog/ml

 Ilponykr: Ketopon" (KeTopoa1ak) pacTBOP [Uis BHY TPHBEHHOO M BHYTPUMBILIEHHOTO BBEACHNS, 30 Mr/mi |
Batch No / 1 V220803 Batch Quantity / : 272727ampules /

| Cepus Ne O0nbem cepiin 272727 amniyi
Analytical Report No / : 890001620150 Date of Analysis / : 05.10.2022
AnaquTHyeckHuii oryeT No JlaTa apanu3sa

Date of Manufacture / : Sep.2022 Date of Expiry/ : Aug.2025

Jara npou3BoacTBa I'ogen mo

Analysis performed according ND / Ananu3 nposegen no H/I: JI[1-001365-170222

Page 1 of4/ Crp. 1 u3 4

[Tpo3pauHblii GecuBeTHBI pacTBOp.

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

/ Tlpo3pauHblii OecUBETHBIR WAH
CBETJIO-XKENTHL PacTBOD.

2 Identification /
[MopinHHOCTH

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
yIEPXKUBaHUA OCHOBHBIX MUKOB Ha
Xpomarorpamme UCIIBLITYEMOTO
pacTBoOpa COOTBETCTBYIOT BPEMEHAM
yIOep)KUBaHUA OCHOBHBIX MHKOB Ha
Xpomarorpamme CTaHIapTHOTO
pacTBopa KeTopoJyiaka TpoMeTaMyHa
U HanpoKceHa (pasnen
«KONuuecTBEHHOE ONPENENEHHEY)

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) i Bpemena
yIEPXKUBaHUA OCHOBHBIX ITMKOB Ha
XpoMarorpamme UCIBITYEMOTO
pacTBopa [OJDKHBl COOTBETCTBOBATH
BpEMEHaM YIEpPXXHBAHHA OCHOBHbIX
MHKOB Ha XpoMaTrorpamMmMe
CTaHIapTHOrO PacTBOpa KeToposiaka
TpOMETaMKHa M HampoKceHa (pasjed
«KonuyecTBeHHOE ONIpEeNeHUE)

3 Clarity / lIpo3pa4HocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He NO/DKHA NpeBbILIATh
OMaJieCUCHLIMIO 3TalloHa cpaBHEHHMa I

4 Color / LlpeTHOCTHL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIHHE BOJIHBI
430 HMm.

5 pH 7.36 From69t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
IIpumeuanve: [poaykT cooTseTcTBYET TpebGobanusam HJ

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IToarotosnexo: Ankaj Verma

K-

Checked by /
IIposepeno: Naresh Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens
Manoj Kumar ]

Mg reed

Reprint Date /
Jara:05.10.2022

Reprint Date /
Jara: 05.10.2022

Reprint Date /
Jata : 05.10.2022
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOPHUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular wyeedenesidy8.cogim]

IlpoayxT: Ketopon" (keToponak) pacTsop juisi BHyTPUBEHHOTO ¥ BHYTPHUMbILIE4HOrO BBeAeH s, 30 mMr/ma
Batch No / : V220803 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001620150 Date of Analysis / : 05.10.2022
Ananurnuyecknii oruer Ne JlaTa aHamu3a

Date of Manufacture / : Sep.2022 Date of Expiry / ¢ Aug.2025

Jara npou3BoacTBa Togen no

Analysis performed according ND / Ananus npoeegen no HJI: JII1-001365-170222

Page 2 of 4/ Crp. 2 uz 4

6 Particulate matter / Mexannueckne BKAKYEHUS

6A Visible particles /
BuauMblie YacTUllbI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBETCTBMHU ¢ TpeOOBAHUSIMH.

6B Invisible particles /
HeBuaumblie 4acTHLEI:

Any unspecified impurity /

Hioke npesacna obnapyxenns (I10 =0.014 %)

i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTul pasMepom > He 6onee 6000 Ha ammyny;
10 mMxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
Y4acTULl Pa3MEPOM > He 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBenHble npumMecH
Impurity A / [Ipumeces A - 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / Tlpumecs B Not Detected not more than 0.50 % / He OGonee
0,50 %,;
Impurity C / [Hpumecs C Less than LOQ (LOQ = 0.033 %) / Hinxe not more than 0.50 % / He Oonee
npeaena KoJMYCCTBCHHOrO ONnpeacicHs O 50 0/ B
(TIKO =0.033 %) > b .
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He 6omee

0,20 %.

Not more than 0.20 % / He Gonee

H3enexkaemMblii 06bemM

0.06%
EnuHu4vHas HeuaeHTUuUiH- 0,20 %.
pOBaHHas MPUMECh
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) /

He menee HomuuansHoro (1,0 M)

Remarks: The Product confirms to ND/

[Ipumeyanue: Hpoaykr cooteTcTBYET Tpebosanuam HJ

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by /
[MoarororneHo: Ankaj \germa

Checked by /
IMpoeepeno: Naresh Kumar

&

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

Manoj Kumar e @&Q

Reprint Date /
Jata:05.10.2022

Reprint Date /
Jara: 05.10.2022

Reprint Date /
Hara : 05.10.2022
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CEPTHO®HUKAT AHAJIM3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular wyeetmesidys.com'ml

Hpoaykr: Ketopon" (keToposak) pacTBOp jijisi BHYTPHBCHHOIO W BHYTPHUMBILLIEYHOrO BBEACHNS, 30 mr/mn
Batch No / : V220803 |Batch Quantity / : 272727ampules /
|Cepusa Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001620150 Date of Analysis / : 05.10.2022
|AHaJuMTHYECKHH 0TyeT No Hara ananunza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

Jarta npouszBoacTBa Tonen go

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-170222

Page3 of4/Crp.3 13 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbhble <=0.725 EDQ/mr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHBI KeTopoJsiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / Jlomken ObITb
CrepusibHOCTh (A8 KaXA0H COMPLIES CTEPHUIIBHBIM.
15-0ii cepumn)

11 Assay / KonimuecTBeHHOE 29.52 mg/29.52 mr From 27.0mg to 33.0mg of

onpeaesieHUe Ci5H;3sNO3 C4HNOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pate] 33,0 MI C15H13N03'C4H11NO3
(KeTopoJiaka TpOMETaMHH) B 1 ML
12 Alcohol content / ITaHon 11.72 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: [Ipoayxt cooreTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zaknwuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankaj Verma

ﬂ7/

Checked by /
[Tporepeno: Naresh Kumar

v Manoj Kumar

<

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaurensb

Reprint Date /
JaTa:05.10.2022

Reprint Date /
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Reprint Date /
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular wyeedmegdy.cog/ml
| IIpoaykr: Keropon™ (keToposak) pacTBOp )i BHYTPUBEHHOIO H BHYTPUMbIILIEYHOTO BBeACHUS, 30 Mr/ma
Batch No / 1 V220803 Batch Quantity / : 272727ampules /
|Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001620150 Date of Analysis / : 05.10.2022
Ananuruyeckuii otyer Ne Jara ananusa

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

Jarta npousBoacTBa Toxen go

Analysis performed according ND / Ananns nposeaen mo H/: JI[1-001365-170222

Page4 of 4/ C1p. 4u3 4

13 Packaging / Ynakoska

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 wMan B amnyiasl M3
CBETO3alIUTHOTO cTekna
kopuyHeBoro knacca I (USP). ‘B
BEpXHEl 4acTu aMnynbl HaHECEHB!
KONBLO M Touka mjA pasnoma. Ha
aMITyJTy HakJIEUBalOT ITHKETKY.

ITo 10 amnyn ¢ MHCTpYKUHMEHR IO
HPUMEHEHHUIO MOMELLAI0T
B [IBX/antoMuHueBbIi 6nucTep.

ITo 1 6nucTepy B NauKy 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. /

o 1 MJI B aMOyJnl U3
CBETO3ALLMTHOTO CTEKJ1a KOPHYHEBOTO
UIW  TEMHO-KOPWUYHEBOrO  LIBETa
knacca I (USP). B BepxHei#l uacTu
aMMylibi HaHECEHbl KOMbLO M TOYKa
1Jis paznoma. Ha ammyny HaksienBatoT

ITUKETKY.
[Mo 10 amnyn ¢ MHCTPYKLMEH HO
NPUMEHEHUIO MOMEMWA0T

B [IBX/anomunueBblil GnucTep.

Ilo 1 6nucTepy B NayKy KapTOHHYIO;
s CcTaludoHapoB: mo 2, 3, 5
O61UCTEPOB B NAYKY KAPTOHHYO.

14 Labelling / MapkupoBka

According to ND / B cooreéTcTBuM ¢ HJI.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3alumieHsoM
OT CBETa MeCTe npH Temrepatype He Bole 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roaHocTi

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanne: [IpoaykT coorBercTByeT Tpebopanusam HJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[Moaroroeneno: Ankaj Verma

K

Checked by /
IMpoeepeno: Naresh Kumar

-

Approved by: Manager/Executive /
OnobpeHo: Menemxep / py'I{Q]BO,D,HTE.TIb
@ Manoj Kumar y

\l’h L 4

Reprint Date /
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Reprint Date /
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Reprint Date /
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