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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/mi
| IIpoaykr: KeTtopoa" (keToponak) pacTBop Ajisl BHyTPUBEHHOIO M BHYTPUMBILLIEYHOTO BBEAEHHS, 30 Mr/Ma
Batch No / : V230036 Batch Quantity / : 272727ampules /
Cepust Ne O01em cepun 272727 amnyn
Analytical Report No / : 890001642553 Date of Analysis / : 27.01.2023
AHanurnyeckuii orgyer No Jlara ananusa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jlara npon3BoacTBA I'onen xo

Analysis performed according ND / Anasnz npoeegen nmo H/: JII1-001365-170222

Page 1 of4/Crp. 1 u3 4

N . .
.N? Test / [lokazaTtensb Results / Pe3yjabTaThl Specification / Hopma
1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
ITpozpaunsrii cemo-xkentolid | / [lpospauHbiii OecuUBETHBIH MK
pacTBop. CBETI0-XKENThIH pacTROp.

2 Identification /
IMopsiMHHOCTEL

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
YASpKUBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpamme HCOBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIepXKUBaHUsT OCHOBHEIX MHKOB Ha
XpomaTorpamme CTaH/IapPTHOTO
pacTBopa KeTopoJiaka TpOMeTaMUHa
7§ HATIpOKCEHa (paznen
«KonuuecTBeHHOE OMpeeNieHue»)

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
YIOCPKUBAHUS OCHOBHBIX IHKOB Ha
XpoMaTorpamme HCIOBITYEMOTO
pacTBOpa IOJKHBI COOTBETCTBOBAaTb
BpPEMEHaM YICP)KUBAHUS OCHOBHBIX
TIHKOB Ha XpomarorpamMmme
CTaHAapTHOTO PacTBOpa KeTopoJiaka
TpOMETaMHHa W HamnpoKceHa (pa3zen
«KonuuecTBeHHOE ONpeAeneHue»)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHOus
npenapara He JO/DKHA NPeBbIILATh
OTANECIIEHIUIO 3TAI0OHA CpaBHeHus [.

4 Color / LIpeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJIHBI
430 um.

5 pH 7.34 From6.9t07.9./0T16,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: ponykr coorBercTByeT Tpebopanusy HJI

Conclusion: APPROVED /
3axmouenue: QJJOBPEHO

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

Ilonrorosneno: Ankaj Verma IIpoeepeno: Naresh Kumar Onobpeno: Menemxep / Pykoeoauresb
ZK/ i/{- Pavan Kumar Sharma :F‘/”T_,/ -

Reprint Date / Reprint Date / Reprint Date /

Hara:27.01.2023 Jara: 27.01.2023 Hara : 27.01.2023

icterad Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
T +91 30 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopon™ (keTopoJiak) pacTBOp s BHYTPMBEHHOTO M BHYTPHUMBILIEHHOTO BBEACHNUS, 30 Mr/mu
Batch No/ : V230036 Batch Quantity / : 272727ampules /
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001642553 Date of Analysis / : 27.01.2023
AHaTUTHYECKHH oTyeT Ne Jlara ananmnza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npousBoacrTea Fonen 1o

Analysis performed according ND / Ananun3 nposenen o HJI: JIT1-001365-170222

Page2 of4/Crp. 2 u3 4

6 Particulate matter / Mexanuueckmne BKAKOYEHHURA

6A Visible particles /
Burayumbie vacTuupl

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHY ¢ TpeOOBAHUSMM.

6B Invisible particles /
HeBuauMble YacTULbI:

i. Particles> 10 pum / 07 not more than 6000 per ampoule /
YacTuu pazmepom > He 6onee 6000 Ha ammnyny;
10 MKkM
il. particles > 25 um/ 00 not more than 600 per ampoule /
4aCTHL, Pa3MEPOM > He donee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTeeHHble mpiMecu
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %;
Impurity B / TIpumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hixe npeacna odnapyacenns (IO = 0.014 %) 0.50 %:
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Huce not more than 0.50 % / He Oonee
npeaena KONMUYCCTBCHHOTO ONPEIACNCHMS 0 50 (y .
(IIKO = 0.033 %) > 0
Impurity D / Tlpumecs D not more than 0.20 % / He Gonee

Below Limit of Detection (LOD = 0.014 %) /
Hipxe npenena o6Hapy»xenns ([10 =0.014 %)

0,20 %.

Any unspecified impurity /
Enmnn4Has HeuneHTuhHLu-
pOBaHHas NIPUMECH

|

0.05%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
Ilpumeuanue: IlponykT cooreercTByeT TpeGoBanusm HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Noarororneno: Ankaj Verma Ilpoeepeno: Naresh Kumar OnobpeHo: MeHnemkep / PyjkoBoanTe b
ﬁ )~ Pavan Kumar Sharma J;/,/
4 e
— e
Reprint Date / Reprint Date / Reprint Date /
Hara:27.01.2023 Hara: 27.01.2023 Jara : 27.01.2023
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AHannuTHyeckui oryer Ne

CEPTHOPHUKAT AHAJIM3A
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykT: Keropoa” (keToposiak) pacTsop Ansi BHYTPMBEHHOTO 1 BHVTPIMBILIEYHOTO BBEACHUA, 30 Mr/mn
Batch No / : V230036 Batch Quantity / 1 272727ampules /
Cepust Ne O0bem cepun 2727277 amnyn
Analytical Report No / : 890001642553 Date of Analysis / : 27.01.2023

Jara ananusza

Date of Manufacture /
JaTa npousBoacrea

: Jan.2023

Ioaen no

Date of Expiry /

: Dec.2025

Analysis performed according ND / Ananns nposenen no HJI: JI[1-001365-170222

Page3 of4/Crp.3n3 4

Total impurities / Cymma 0.21% Not more than 1.50% / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /

H3Bnekaemblit 06beM

He menee HomitanbHoro (1,0 mi)

9 Bacterial endotoxins /
bakrepuanbHble
3HAOTOKCHHbBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 E3/Mr
KeTopoyiaka TpoMeTaMHHa.

10 Sterility (every 15th batch) /

Must be sterile. / JlomkeH ObITb

CTepuabHOCTb (1015 KAXKAOH COMPLIES CTEPUIILHBIM.
15-0ii cepun)
11 Assay / KoauuecrBennoe 29.58 mg /29.58 Mr From 270mg to 33.0mg of
onpeaeneHmne CisH13NO3- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mmr C15H|3NO3'C4H|1NO3
(keToponaka TpoMeTaMHH) B 1 ML,
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /

11.75 %

Ot 10,60 % 10 12,60 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: Ilponykr cooreercTeyeT Tpebosanusam HJJ

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankaj Verma Ipoeepeno: Naresh Kumar Onobpeno: Menemxkep / Pyxosoaurens
g v Pavan Kumar Sharma "F’:' =
= =
Reprint Date / Reprint Date / Reprint Date /
Hara:27.01.2023 MHara: 27.01.2023 Hara : 27.01.2023

iegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHUDPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon" (ketoponak) pacTsop s BHYTPUBEHHOIO M BHYTPUMBILIEYHOTO. BBEAEHHS, 30 MI/MiT
Batch No / : V230036 Batch Quantity / : 272727ampules /
|Cepus Ne O6wem cepun 272727 ammyn
Analytical Report No / : 890001642553 Date of Analysis / : 27.01.2023
AdaguTu4yeckuii oTyet Ne Jara anaausza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025 ]
JaTa npousBoacTsa Tonen no

Analysis performed according ND / Ananus nposenen o HJI: JITTI-001365-170222

Page4 of 4/ Crp. 4 uz 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. /

ITo 1 wMn B aMmMOoyldsl u3
CBETO3alUTHOTO cTexsa
kopuyHesoro kiacca I (USP). B
BEPXHEil YacTH aMITysbl HaHECEeHbI
KONBLUO M TOYKa AN pa3inomMa. Ha
aMIly/ly HaKJEUBAIOT STHKETKY.

ITo 10 ammynm ¢ UHCTpyKLHe#H Mo
APHUMEHEHHIO HNOMELLAI0T
B [IBX/antoMunueBs1ii GnucTep.

ITo 1 6nucTepy B Nauxy 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. /

flo 1 wmMn B  aMOyldsl W3
CBCTO3aLIUTHOTO CTEKJa KOPUYHEBOTO
WIH  TEMHO-KOPHYHEBOrO  LIBETa
knacca I (USP). B BepxHeil uyactu
aMIyflbl HaHECEHbl KOJbLO U TOYKa
Juis pasnioMa. Ha amnyny HakyienBaioT

ITHKETKY.
I[To 10 amnyn c WHCTpYKUHEH IO
TIPUMEHEHUIO NOMEILA0T

B [IBX/antomMunuessblii GnucTep.

ITo 1 6aucTepy B NauKy KapTOHHYIO;
Ul craudoHapo: mo 2, 3, S
ONHMCTEPOB B MAYKY KaPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootBetcTBHU ¢ H/I.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aumuinessom
OT CBETa MECTe IIpH TemnepaType He Bollle 25 °C. He 3aMopakxuBarts.

16 Shelf-life / Cpox roanocru

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ipumeyanue: IIpoaykT cootBeTcTBYeT TpebosaHuam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
ITonrororneno: Ankaj Verma

Checked by /

IIpoBepeno: Naresh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoanTes
i Pavan Kumar Sharma ,{E/ =2

2

Reprint Date /
Jara:27.01.2023

Reprint Date /
Hara: 27.01.2023

Reprint Date /
Hara : 27.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




