Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular o685 dY8 6807 ml
IIpoaykT: Ketopoa™ (ketoponiak) pacTBop Ans BHYTPUBEHHOTO H BHYTPHMBILLEYHOTO BBEACHHA, 30 Mr/a
Batch No / : V220680 Batch Quantity / 1 272727 ampules /
Cepusi Ne O6bem cepuu 272727 amnya
Analytical Report No / : 890001612359 Date of Analysis / : 31.08.2022
AHanuTn4yeckuii oryer No Jlara ananu3za
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
JlaTta npou3BOACTBA I'ogen go -

Analysis performed according ND / Ananus nposenen mo H/A: JII1-001365-170222

Page 1 of4/Crp.1u3z 4

/
IIpo3payHblif 7}
pacTeop.

CBETJIO-XKEJThI

i.:) Test / ITokasaTesb Results / PesyabTaThi Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/ TlpospauHblii OGeCUBETHBIH WAU
CBETJIO-XKEJITbIH pacTBop.

2 Identification /
IMopnuHHOCTHL

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) / BpemeHa
yAEpXHUBaHUA OCHOBHBIX MUKOB Ha
XpoMmatorpamme UCILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIOEPXKUBAHUA OCHOBHbBIX THUKOB Ha
Xpomarorpamme CTaHJApTHOTO
pacTBopa KeToposiaka TpOMETaMMHa
u HarpoKceHa (pa3zmen
«KonuuecTseHHOE OnpeaeneHHe»)

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) / BpemeHa
yIEpKHUBAHUS OCHOBHBIX THMKOB Ha
XpoMaTtorpamme MCTIBLITYEMOTO
pacTBOpa OOMKHLI COOTBETCTBOBATH
BpeMeHaM YIEep>XHBAaHHsS OCHOBHBIX
NUKOB Ha XpomaTtorpamme
CTaHJAPTHOrO pacTBOpa KeToponaka
TpoMeTamMKHa W HanpokceHa {paszen
«KonuuecTBeHHOE OTIPEaETIEHNEN)

3 Clarity / Ilpo3paunocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npenapara He J0JDKHA [pEBbIILIATh
OTIAJIECLIEHIMIO 3TANIOHA CpaBHEHHUA I.

4 Color / LiBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuye BOJIHBL
430 HM.

5 pH 7.31 From6.9t07.9./0t16,9 no 7.9.

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykr coorBercTByeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3axnrwuenune: OJOBPEHO

Jara: 31.08.2022

MHara: 31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ionroroeneno: Naresh Kumar [poeepeno: Pardeep Kumar | OnoGpeHo: Menemskep / Pykosonurens
j ) Abhishek Chauhan |
(99 e L \
Reprint Date / Reprint Date / Reprint Date /

Jara : 31.08.2022

Keglistered Urfice: 8-2-32/, load No. 3, Banyjara Hills, Hyderabad - 500034, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTH®IKAT AHAJIM3A Tel : +91 98166 56001-02
rProduct H K etorol (Ketorolac) solution for intravenous and intramuscular %‘ﬁ’é’&ﬁg@gdﬁ'ﬁq@ml
| Opoxykr: Keropon" (keToponak) pacTsop Ajis BHYTPUBEHHOTO U BHYTPUMBILLIEYHOTO BBeACHMS, 30 Mr/ma
Batch No / : V220680 Batch Quantity / 1 272727 ampules /
Cepus Ne - O6bem cepun 272727 amnyn
Analytical Report No / : 890001612359 Date of Analysis / : 31.08.2022

AHanuTuyeckuii oryer No

JlaTa ananusza

Jdata npou3BOACTBA

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

T'open mo

Analysis performed according ND / Anann3 nposeaen mo HJI: JIT1-001365-170222

Page2 of 4/ Crp. 2 uz 4

6 Particulate matter / MexaHn4eckHe BKJIIOYEHHSI

6A Visible particles /
BuauMbie yacTulibl

Complies / CooTBETCTBYET Should correspond to requirements. /
B cooTBeTcTBUM € TPEOOBAHUAMM.

6B Invisible particles /

HeBuaumble yacTypbl:

i. Particles> 10 pm/
Yactuu pasmepom >
10 Mxm

ii. particles > 25 pm/
4acTHL pa3MepoM >

40 not more than 6000 per ampoule /
He 6onee 6000 Ha amnyny;

01 not more than 600 per ampoule /
He 6onee 600 Ha amnyny.

EnunuyHas HenaeHTHQHLIK-
pOBaHHAs NPUMECDH

25 MKM
7 Related substances / PoacTBeHHbIe MPUMeECH

Impurity A / [Tpumecs A 0.14% not more than 0.20 % / He Oonee

0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD =0.014 %)/ | not more than 0.50 % / He Gonee

Huxe npeaena obuapyxeHus (110 = 0.50 %:

0.014 %) i ?
Impurity C / ITpumecs C not more than 0.50 % / He O6oiee

Less than LOQ (LOQ = 0.033 %) / Huxe 0.50 %:

npeaena KONMM4eCTBEHHOQ ONnpeaCICHUA 2 95

= o,

Impurity D / Ilpumecs D GIROSOTESYe) not more than 0.20 % / He 6onee

Below Limit of Detection (LOD = 0,20 %.

0.014 %) / Huxxe npenena obuapyxenus ([10
. - - =0.014 %

Any unspecified impurity / 4 Not more than 0.20 % / He 6onee

Less than LOQ (LOQ = 0.050 %) / Hwxe 0,20 %.
npeniena KoNHYECTBEHHOTO ONpPeASCHUA
(ITKO = 0.050 %)

H3snekaemMblii 06nLeM

Total impurities / CymMMa 0.14% 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) /

He Menee nomunansHoro (1,0 mm)

b

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Ipoaykr coorBeTcTBYeT TpebopaHusaM HJ| 3axnwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroneHo: Naresl}Kumar

IMpoeepeno: Pardeep Kumar | Onobpeno: Menemikep/ PYI\'L\BDJIHTEHB

ﬁ Abhishek Chauhan

Reprint Date /
Jara: 31.08.2022

Reprint Date / Reprint Date /
Jarta: 31.08.2022 JaTa : 31.08.2022

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: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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 W#¢d66§ Y6 ¢85 ml N
Mpoaykr: KeTopon™ (keToponak) pacTBop Ajist BHYTPUBEHHOTO 1 BHYTPUMbILIEUHOTO BBEAEHHS, 30 Mr/ma
Batch No / : V220680 Batch Quantity / : 272727 ampules /
|Cepusn Ne - Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001612359 Date of Analysis / : 31.08.2022
AHanuTHYeCKHN oTUeT Ne JlaTa apajan3a
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
Jara npousBoacTBa I'onen mo
Analysis performed according ND / Anaan3 nposegen mo HJ: JI[1-001365-170222
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K Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 EB/mr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHBI KeTOpoNnaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / [omkeH ObITb
CTepuIbLHOCTD (A8 KaxAO0M CTEPUNBLHLIM.
15-o0i1 cepun)
11 Assay / KosinyecTBeHHOE 30.28 mg /30.28 mr From 27.0mg to 33.0mg of
onpenenaeHue CisHi3NO3- C4H | (NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
J0 33,0 MmMr C15H13N03‘C4H11NO3
(xetoponaka TpoMeTamHH) B 1 ML
12 Alcohol content / ITaHoun 11.25 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

Ipumeuanue: IIponykr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakawuenune: ONOBPEHO

Prepared by /
IMoaroroeneno: Naresh Kumar

i

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep
Abhishek Chauhan

K’ii)ifmmenb

| Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jlara : 31.08.2022

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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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularWyy¥eaaagdy8 Gam ml
IpoaykT: Ketopon" (keToponak) pacTBOP U1 BHYTPHBEHHOIO M BHYTPUMbILIEYHOrO BBeAeHUs, 30 Mr/mMn |
Batch No / : V220680 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001612359 Date of Analysis / : 31.08.2022
AnaguTuuyeckuii oryer Ne JlaTa ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
JaTta npou3BoacTBA Togen oo
Analysis performed according ND / Ananuns nposeaen mo HJX: JITI1-001365-170222

Page40f4/Crp. 4134

13 Packaging / YnakoBka

1 mL in class T 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. /

Illo 1 wMn B aMnylsl U3
CBETO3ALLMTHOTO creKia
xopuuHeBoro kmacca I (USP). B
BEpXHel 4acTu aMIlyjbl HaHECEHBI
KOJIbIO M TOuKa Juisi pasnoma. Ha
amIyny HakJeuBarT STHKETKY.

Ilo 10 ammyn ¢ HHCTpPYKLMEH No
NPHMEHEHUIO NOMeLIaloT
B [IBX/antoMuHueBBIH GnHCTED.

o 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. /

fMlo 1 w~Mn B aMmOoyasl U3
CBETO3aLIMTHOrO CTEKNIa KOPMYHEBOTO
WM TEMHO-KOPUYHEBOIO  LiBETa
knacca I (USP). B BepxHeil wactu
aMIIyJibl HaHECEHbI KOMbLO M TOYKa
st paznoma. Ha amnyny HaxyienBaroT
ITUKETKY.

[lo 10 amnyn ¢ MHCTpyKLMEH IO
HNPUMEHEHHIO NOMELIAIT
g [IBX/antomunueBblit 6aucTep.

ITo 1 6nmucTepy B NauKy KapTOHHYIO;
IUIA  crauMoHapoB: mno 2, 3, 5
OJMCTEPOB B TaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiupiieHHOM
OT CBEeTa MeCTe NpH TeMmnepatype He Bbiile 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanoctn

3 years. / 3 roga.

Remarks : The Product confirms to ND/
[Tpumeuanue: [Tpoaykt coorBercTByeT TpeboBanuam H/I

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IToarotosneno: Naresh Kumar
(M
>

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoBoaurens
Abhishek Chauhan &

Reprint Date /
Jlara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jara : 31.08.2022

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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