Dr.Reddy’s Q':'.

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

CEPTUO®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop sl BHyTPMBEHHOIO M BHYTPHMBILIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / : V230303 Batch Quantity / 2 272727ampules /
Cepusn Ne Oobbem cepun 272727 amnyn
Analytical Report No / : 890001660368 Date of Analysis / : 30.04.2023
Ananurudecknii oryer No Hara ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTa npon3BoacTea I'ogen go
Analysis performed according ND / Ananus nposegen mo HJI: JI[1-001365-170222

Page10f4/Crp.1u34

1;.00 Test / ITokazaTens Results / PesyabTaTsi Specification / Hopma

1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHsblii cBeTno-kenThlii | / Ilpo3pauHblif OGecUBETHBIA WK
pacTBop. CBETJIO-XKEJIThIH PacTBOP.

2 Identification /
IMopauHHOCTH

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
YAEPKUBAaHUS OCHOBHBIX MHMKOB Ha
XpoMaTorpamme HCITBITYEMOIO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YIEPXKHBaHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme CTaHIapTHOFO
pacTBOpa KETOpoJyiaka TpoOMeTaMuHa
u HaMpPOKCEHA (paznen
«KonuuecTBeHHOE OnpeieieHUe»)

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
YIepXXUBaHUsS OCHOBHBIX IIMKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBOopa JOJDKHBI COOTBETCTBOBATH
BpPEMEHAM YAEPXKMBAHHS OCHOBHBIX
MTHKOB Ha XpoMmarorpamme
CTaHJApTHOTO pacTBOpa KETOpoJiaka
lpUMCldMﬂll&i H Haupurieyd (p'd.'JLleJl
«KomnmuecTBeHHOE OTIpeieIeHHEN)

3 Clarity / IIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npernapara He J0JDKHA NPEBbILIATH
OMaTIECUEHIIHIO STANOHA CpaBHEH s 1.

4 Color / IIBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu 1nKuHe BOJIHBI
430 HM.

5 pH 7.28 From 6.9t07.9./0t16,9 no 7,9,

Remarks: The Product confirms to ND/
IIpumeuanne: IlpogykT cooTBeTcTBYeT TpeboBauuam HJ

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

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

Ioarororneno: Pardeep Kumar ITposepeno: Himesh Kumar | Ono6peno: Menemxep / PykoBoauTens
(L ::-3’—‘\’3 Manoj Kumar C Vi

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2023 Hata: 30.04.2023 Jara : 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1584PLC0O04507
www.drreddys.ccm




Dr.Reddy’s Q-:-’

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon" (keToposiak) pacTBOp /Jisi BHYTPUBEHHOTO W BHYTPUMbILLEYHOTO BBEIEHHS, 30 Mr/Mn
Batch No / : V230303 Batch Quantity / : 272727ampules/ |
Cepus Ne O6bem cepun 2727277 amnyn
Analytical Report No / : 890001660368 Date of Analysis / : 30.04.2023
AHaanTH4eckHil oTuer Ne Mara anann3a
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npou3BoacTea T'ogen g0
Analysis performed according ND / Anasau3 nposeaen no HJ/I: JII1-001365-170222

Page2 of 4/ C1p. 2 3 4

i.oo Test / [loka3zaTennb Results / Pe3yabTaTtsl Specification / Hopma
6 Particulate matter / MexaHu4ecKue BKJIHOYEHUSA

6A Visible particles /
BunuMelie yacTHLbI

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cOOTBETCTBHH C TPeOOBAHHAMM.

6B Invisible particles /
HeBuaumble yacTHLIbI:

Impurity B / IIpumecs B

Impurity C / Ilpumecs C

Not detected / He o6Hapyxena

Less than LOQ (LOQ =0.033 %) /
Hwke npenena KoaM4eCTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / [pumecs D

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

Any unspecified impurity /

poBaHHas NpHMeCh

EnvavyHad HenpeHTHOHUM-

0.06 %

i. Particles> 10 pm/ 05 not more than 6000 per ampoule /
Yactun pazmepom > He 6onee 6000 Ha ammyny;
10 Mmxm

il. particles > 25 um/ 00 not more than 600 per ampoule /
YacTUL pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoncTBennble npumecu
Impurity A / Ilpumecs A 0.14% not more than 0.20% / He 6oiee

0,20 %;

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

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

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

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

Remarks: The Product confirms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3akimouyenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

S

Checked by /
[Tposepeno: Himesh Kumar

AN

== Manoj Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykosogurens

bt

Reprint Date /
Jara: 30.04.2023

Reprint Date /
Hara: 30.04.2023

Reprint Date /
Jata : 30.04.2023

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: L85195AP1584PLC0O045C7
www.drreddys.com




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laborataries Ltd.
Formulation Unit-6

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

Anagurndecknii oTuer Neo

Jara ananu3za

CEPTHO®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketofol_z;c_:j solution for intravenous and intramuscular injections, 30 mg/ml N
Hpoaykr: Kertopon" (keToponak) pacTBop uUis BHYTPMBEHHOTO W BHYTPUMbILLEYHOrO BBEACHHS!, 30 Mr/mn
Batch No / 1 V230303 Batch Quantity / : 272727ampules /
Cepus Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001660368 Date of Analysis/ : 30.04.2023

Date of Manufacture /
Jara npoussoacTea

: Apr.2023

T'onen oo

Date of Expiry /

: Mar.2026

Analysis performed according ND / Ananu3s nposeaen no HJI: JII1-001365-170222

Page 3 of 4/ Crp. 3 n3 4

NNDO Test / IokasaTenn Results / PesyabTaTsl Specification / Hopma
Total impurities / Cymma 0.20 % 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) /
H3BiexaeMblii 00bem He menee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbHbie <=0.725 EQ/mr tromethamine. / He 6osee 5,8 ED/mr
3HAOTOKCHHBI KeTopoJiaka TpOMeTaMH1Ha.

10 Sterility (every 15th batch) / Must be sterile. / omkeH ObITb
CTepu/IbHOCTD (115 KaXKAOM Complies / CooTBETCTBYET CTEPHUJIbHBIM.
15-oii cepuu)
11 Assay / KonnvecTBennoe 29.61 mg/29.61 mr From 270mg to 33.0mg of
onpene/eHue Ci5H13NO3-C4H; 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MrI C15H13NO3‘C4H11NO3
(kxeToponaka TpOMETaMUH) B 1 ML
12 Alcohol content / dTanon From 10.60 % to 12.60 %. /
11.85% Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanwne: IIpoaykT cooTBeTCTBYET TpeboBanuam HJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
ITonroroeneno: Pardeep Kumar

o

Checked by /
[Mposepenro: Himesh Kumar

[m—— >

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykoronurens
Manoj Kumar

L

Reprint Date /
Hata: 30.04.2023

Reprint Date /
Hara: 30.04.2023

Reprint Date /
Jara : 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, !ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com



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, IND|A
Tel : +91 98166 56001-02

CEPTU®PUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon"“ (keToponak) pacTBOp s BHYTPUBEHHOIO ¥ BHYTPUMBILLEYHOrO BBEAEHHs, 30 Mr/ma
Batch No / : V230303 Batch Quantity / 1 27272 7ampules / l
Cepns Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001660368 Date of Analysis / : 30.04.2023
AHaauTHYECKHH oTyeT No Jlara ananu3za
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npousBoacrea TI'oaen xo
Analysis performed according ND / Ananu3 nposegen no HJI: JIT1-001365-170222
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No

Test / Iloka3zaTenb
Ne

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. /

flo 1 wMn B ammyas U3
CBETO3aLUTHOTO cTexNa
kopuuneBoro kimacca I (USP). B
BEpXHEH 4acTH aMmyibl HaHECEeHBI
KOJBHO M TOYKa 1A pasioma. Ha
aMIIyJly HaKJIEUBAIOT STUKETKY.

IMo 10 amMmyn ¢ WHCTPYKLUHMEH MO
NPUMEHEHUIO NMOMELIAIOT
B [IBX/anoMuHHeRRIH GnucTep.

[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. /

Mo 1 wMan B aMOylsl M3
CBETO3AIIUTHOrO CTEKJIA KOPUYHEBOTO
WIA  TEMHO-KOPUYHEBOTO  IIBETA
xiacca I (USP). B BepxHeilt yacTu
aMIyJibl HaHECEHbI KOMBIO M TOYKa
Juis pasnioMa. Ha ammyny HaKJIEUBalOT

3TUKETKY.
o 10 amnyn ¢ HHCTPYKUMEH [0
NPpUMEHEHUIO MoMeEIarT

B [IBX/anoMuHueBbIl GIHUCTED.

[To 1 6iucTepy B NayKy KapTOHHYIO;
Ul CTallMOHapoB: mo 2, 3, 5
6JIICTEPOB B MaUKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootretctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiineHHOM
OT CBETa MecTe MpH TeMnepatype He Boime 25 °C. He 3aMopaxxuBaTh.

16 Shelf-life / Cpok roaHocTn

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusaM HJ|

Conclusion: APPROVED /
3aknawuyenune: OJOBPEHO

Hara: 30.04.2023

Jlara: 30.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Pardeep Kumar [Tposepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosonurens

i = —— | Manoj Kumar J
Reprint Date / Reprint Date / Reprint Date /

Jara : 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 29060, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




