Dr.Reddy’s Q':'.

CERTIFICATLE OF ANALYSIS

CEPTH®HKAT AHAJII3A

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 FHEAEEEN6 8 ml
Hpoaykr: Ketopon™ (ketoponak) pacTsop Ajis BHYTPHBEHHOTO W BHY TPUMBILLIEYHOTO BBCACHHS, 30 mr/ma |
Batch No / 1 V220572 Batch Quantity / : 272727ampules /
Cepusi Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001606299 Date of Analysis / : 31.07.2022
AHajnTHYecKHnii oTyeT Ne Jlata anajgusa

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

Jdara npou3BoacTBa Topen o

Analysis performed according ND / Ananus nposesen mo HJL: JITT-001365-170222

Page 1 of4/Crp.1m34

1;,2 Test / [lokazaTennb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Mpo3pauHbiii 6eclBeTHBIH pacTBOD.

/ Tlpo3pausblii GeCLBETHBIN WK
CBETJIO-XEJTbIH pacTBOp.

2 Identification /
IToATMHHOCTDL

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
yIoep)XuBaHusi OCHOBHBIX NHKOB Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHAM
yIOEepKUBaHUA OCHOBHBIX NUKOB Ha
XpOMAaTOrpamMmme CTaHIAPTHOTO
pacTBopa KeTOpoJiaka TPOMETaMHHA
u HanpoKceHa (pazmen
«KosmuecTBeHHOE ONpefeNeHUE)

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
yAEPKUBaHHSI OCHOBHBIX THMKOB Ha
XpOMaTorpaMme HCOBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBAThH
BpEMEHaM YIEPKMUBAHUA OCHOBHBIX
MKOB Ha xpomarorpamMmme
CT@HAAPTHOTO PacTBOPa KETOpOJaKa
TpOMeTaMHHa U HaNpoKceHa (paziesn
«KonuyecTBEHHOE ONpeaeneHHe)

3 Clarity / IIpo3pauHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuyst
npenapara He J0JDKHA NPEBbIATh
onagecleHIMIO ATATOHA cpaBHeHuUA L.

4 Color / LIBeTHOCTH 0.06 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JIMHE BOJIHbBI
430 uMm.

5 pH 7.32 From 6.9t07.9./0716,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeyanue: [IpofyKT cOOTBETCTBYET Tpebosaruam HJT

Conclusion : APPROVED /
Baxmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

Se—

Checked by /
[poeepeno: Himesh Kumar

—) ——
(ﬂ__-‘- .

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauresb
Manoj Kumar

wl

Reprint Date /
Jara: 31.07.2022

Reprint Date /
Hara: 31.07.2022

Reprint Date /
Hara : 31.07.2022

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 Laboratories Ltd.

®o
Dl’. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Sofan, H.P,, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular YR EAETEE 6 FE ml
| Hpoaykr: Keropon' (KeToponak) pacTBop As BHYTPHBEHHOTO ¥ BHYTPHMbILIEYHOrO BBEACHHA, 30 mr/ma
Batch No/ 1 V220572 Batch Quantity / : 272727ampules / '
Cepus Ne O06bem cepun 272727 amnyi
Analytical Report No / : 890001606299 Date of Analysis / : 31.07.2022
AHanutuyeckuii oryet Ne JlaTa aHau3a
Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
JlaTa npoH3BOACTBA T'ogen no
Analysis performed according ND / Ananns nposeen no HJI: JIM-001365-170222
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6 Particulate matter / Mexanuueckue BKJIOYEHHUHA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuaymMbie 4acTHb! B cooTBeTCTBUH C TpeOGOBaHUAMH.

6B Invisible particles /
HesuavMble YacTHULbL:

i. Particles > 10 pm/ 97 not more than 6000 per ampoule /
YacTul pasMepoM > ne 6onee 6000 Ha amny.ry;
10 MKM
ii. particles>25 pm/ 04 not more than 600 per ampoule /
YyacTUl pa3MepoM > "e 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTeeHHble IpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumecs B Not detected / He oGnapyxena not more than 0.50 % / He OGonee
0,50 %;
Impurity C / TTpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / He Gosee

npejena KoaUUECTBEHHOrO ONpee/IeHU
(IKO = 0.033 %)

Impurity D / IIpumecs D not more than 0.20% / nHe OGonee

Below Limit of Detection (LOD = 0.014 %)/ | 0,20 %.
Huxe npeacna oGuapyxenus (IO =

0,50 %;

Any unspecified impurity / 0.014%) Not more than 0.20 % / He 6onee
EmvnunuHas HenaeHTuduum- 0,20 %.
pOBaHHas IPUMEChH 0.06%
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6oinee
npumMecei 1,50 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt cootBeTcTBYeT Tpebosanuam HII Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Pardeep Kumar Tposepeno: Himesh Kumar | Onobpeno: Meneuiep / Pykosoaurenb
)I ___)_,/,::—;_ Manoj Kumar ",’
— e < ~ -H.}_} graes ;
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2022 Hata: 31.07.2022 Mara : 31.07.2022
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Dr. Reddy's Laboratories Ltd.

[ X
DI'. Reddy,s "... Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

. = Distt. Solan, H.P., 173 205, INDIA
CEPTHOGHKAT AHAJIM3A Tel : +91 98166 56001-02

|_Pr0duct e/l Ketorol (Ketorolac) solution for intravenous and intramuscular Hyjeedoagdays eamyml

Tpoaykr: Keropon" (keToponak) pacTBop MUl BHYTPHBEHHOIO M BHYTPUMBbILICYHOTO BECACHHA, 30 mr/mn
Batch No / 1 V220572 Batch Quantity / : 272727ampules /
Cepus Ne OoBem cepin 272727 amnyn
Analytical Report No / : 890001606299 Date of Analysis / : 31.07.2022
AHaJIUTHYECKH# oT4YeT No Jara ananmnza

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

Jlata mpouM3BOACTBA T'onen po

Analysis performed according ND / Ananus npoBeies mo H/I: JII1-001365-170222
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K Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BiexaemMblii 00bemM He mMeHee HoMuHanbHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepnanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHHBI KeTopoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunex Must be sterile. / JlomxeH ObiTb
CTepuIbHOCTL (A8 KaXKA0M CTEpUIILHBIM.
15-oii cepun)

11 Assay / KoauuecTBeHnoe 31.08mg /31.08mr From 27.0mg to 33.0mg of

onpenejieHne C1sHi3NO3 C4H ;1 NO; (ketorolac

tromethamine) per 1 mL. / OT 27,0 Mr
A0 33,0 Mr C15H13NO3‘C4H| [NO3
(keTopoJiaka TpoMeTaMKH) B 1 M1

12 Alcohol content / DTanon 11.48 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

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

[Tpumeuanue: [pogyKT COOTBETCTBYET tpeboBanuam HJ Zaxnawuenne: OJJOBPEHO

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

[NoarorosseHo: Pargeep Kumar [Tposepeno: Himesh Kumar | Ono6peno: Menerokep / Pykogoautens
=l — _\:‘_““— i Manoj Kumar \‘ - Lli«

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2022 Hara: 31.07.2022 Jara : 31.07.2022
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Dr.Reddy’s ":'.'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTN3A

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 intramuscularitecticaddsn e/ ml
| Opoaykr: Keroposn' (keToponiak) pacTeop ANst BHYTPHBEHHOTO M BHYTPHMbBILUEYHOrO BECACHNA, 30 mr/mn
Batch No / 1 V220572 Batch Quantity / : 272727ampules /
Cepusa Ne Oo6beM cepiu 272727 amnyn
Analytical Report No / : 890001606299 Date of Analysis / : 31.07.2022
AHanuTHYEeCKHA oTueT Ne Jlara aHaau3sa

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

JlaTa npoussojcraa T'onen g0

Analysis performed according ND / Auann3 nposejies 1o HJ1: JI[1-001365-170222
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Packaging / Ynaxkosia

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 wMn B aMnoynbl w3
CBETO3aIIMTHOIO CTeKJa
xopuudesoro xnacca I (USP). B
BepXHel 4acTW aMMyNbl HaHECEHbl
KOMBbLO W TOuka ANs pasnoma. Ha
ammy.y HakJIEUBarOT 3TUKETKY.

[To 10 amnyn ¢ MHCTPYKLHMEH MO
NPUMEHEHHUIO NOMELIAIOT
B IIBX/amomuHKeBbIH 6aHCTED.

ITo 1 6aucTepy B NauyKy 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. /

Ilo 1 wMn B aMOynsl M3
CBETO3ALUTHOTO CTEKJIa KOPUYHEBOTO
WM TEMHO-KODUYHEBOrO  lIBETa
knacca I (USP). B BepxHekl uactu
aMMyJibl HaHECEHbl KOMbLO M TOYKa
ans pasnoma. Ha aMmnyily HaKJIenBaioT
ITUKETKY.

o 10 ammyn ¢ MHCTPYKUMEH MO
ApPUMEHEHUIO NOMELLAI0T
B [IBX/antoMuHueBbiii GnucTep.

ITo 1 6nucTepy B MaUKy KapTOHHYIO;
Als  cTauuoHapo: mo 2, 3, 5
GAKUCTEPOB B NAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctuu ¢ HJL.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuirieHHoM
OT CBETa MecTe Npu Temmeparype He Boiiue 25 °C. He 3amopaxusarts.

16 Shelf-life / Cpox roanocTn

3 years. / 3 roza.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipogykt cooteTcTBYeT Tpebosanusm HJ

Conclusion : APPROVED /
3axmoyenune: OJTIOBPEHO

Prepared by /
[Moarorosneno: Pardeep Kumar

Checked by /
[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Manoj Kumar

Reprint Date /
Jara: 31.07.2022

Reprint Date /
Jara: 31.07.2022

Reprint Date /
Jlara : 31.07.2022
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