Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHO®HMKAT AHAJIH3A

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

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

ITpoayKT: Keropon" (keToponak) pacTeop s BHYTPUBCHHOTO ¥ BHYTPUMBILIEYHOTO BBEACHUA, 30 mr/mn
Batch No / : V230139 Batch Quantity / . 272727ampules /
Cepus Ne O6bem cepun 272727 amriyn
Analytical Report No / : 890001648002 Date of Analysis / : 27.02.2023
AHanuTHYECKHii 0TyeT Ne Jara apanusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npoH3BOACTBA Togen Ao

Analysis performed according ND / Ananus NpoBe/eH 110 H: JITT-001365-170222

Page10of4/Crp.1 uz 4

| No
No Test / TlokasaTeb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. /| Clear colorless to pale yellow solution.

Ipo3padHbIi CBETJIO-KENThIH

pacTsop.

/ Tlpospauplif GecUBETHBIM WM
CBETJIO-XKEAThIN pacTBOp.

2 Identification /
IMoaIMHHOCTDL

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
yIlep)KUBaHHs OCHOBHBIX MHUKOB Ha
XpoMmarorpamme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIlep)KUBaHH OCHOBHBIX MHKOB Ha
XpoMmarorpamme CTaHOapTHOIO
pacTBOpa KeTopoJjaka TPOMETaMHH
7t HANpOKCeHa (pazaen
«KoNMIeCTBEHHOE ONpENIENCHHEY)

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
yIepKMBaHUsA OCHOBHBIX ITIMKOB Ha
XpoMaTorpamme HCIBITYEMOIo
pacTBOpa HOJKHBI COOTBETCTBOBATH
BpEMEHaM YIePXKMBAHUA OCHOBHBIX
NHKOB Ha XpoMaTorpamMmme
CTAHZAPTHOrO PacTBOpPA KETOPOJIAKA
TPOMETAMHHA N HAMPOKCCHA (pazznen
«KonuuecTseHHOE ONpeneneHne?)

3 Clarity / [Ipo3payHoCTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuisa
npernapara He IOJKHA NPeBbIIaTh
OMaNecLeHLIO STAOHA cpaBHeHHA L.

4 Color / IIBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy JTHHE BOJIHBI
430 HM.
5 pH 7.51 From 6.9 to 7.9./ O1 6,9 mo 7.9.

Remarks: The Product confirms to ND/
Tpumesanue: [TpOAYKT COOTBETCTBYET tpeGosanuam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenero: Naresh Kumar INposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBonuTeNE
/] N 5 ____ | Abhishek Chauhan 4 (
\d-":"/ "
Reprint Date / Reprint Date / Reprint Date /
Jata: 27.02.2023 Jara: 27.02.2023 Jara : 27.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde

rabad - 500034, Telangana, India

Tel: +41 40 490U 290U, 1 ax: 101 401800 2329, Civail: mail@drraddye,com

CIN: L85195AP1984PLC004507
www.drreddys.com
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AHanuTH4YecKH# oTuer Ne

Hara ananunsa

CEPTUOPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon” (keToposak) pacTsop Anst BHYTPHBEHHOIO U BHYTPHMBILIEHHOTO BBEACHHH, 30 mr/ma
Batch No / 1 V230139 Batch Quantity / : 272727ampules /
|Cepusi No O0bem cepun 272727 amiiya
Analytical Report No / : 390001648002 Date of Analysis / : 27.02.2023

Date of Manufacture /
JarTa npon3BoacTBa

: Feb.2023

Toxen g0

Date of Expiry /

: Jan.2026

Analysis performed according ND / Ananns nposejen no HJL: JIT1-001365-170222

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / Mexannuyeckne BKJIKOYEHUS

6A Visible particles /
Buanmelie 4acTHLb

Complies / COOTBETCTBYET

Should correspond to requirements. /
B c00OTBETCTBMH C TPEOOBAHMAMH.

6B Invisible particles /
HeBuaumeie 4aCcTHLIBL:

i. Particles> 10 um/ 05 not more than 6000 per ampoule /
YacTull pasMepoM > "e 6onee 6000 Ha ammyiy;
10 Mmxm

ii. particles>25 um/ 00 not more than 600 per ampoule /
YaCTHUL pa3sMepoM = He 6onee 600 Ha amIyy.
25 MKM

7 Related substances / Poacrsennbie npumecu
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Oonee

Impurity B / Ilpumecs B

Impurity C / IIpumecs C

Impurity D / Ilpumecs D

Any unspecified impurity /
EnuHHYHas HeMIeHTUULIU-
pOBaHHas IpUMECh

Not detected / He o0Hapy»xeHa

Less than LOQ (LOQ = 0.033 %) /
Huwke npenena KOJIHYECTBEHHOTO
onpenenenns ([TKO = 0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Hixe npenena
oGuapyxenns (ITO = 0.014 %)

0.05%

0,20 %;

not more than 0.50 % / He Oojee
0,50 %;

not more than 0.50 % / He Oonee
0,50 %,;

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

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

Remarks: The Product confirms to ND/
[pumeuanue: ITpoaykt cooTBeTcTBYeT Tpebosanusm HJI

Conclusion: APPROVED /
akawuenune: OJOBPEHO

Prepared by /
IMoarorosneno: Naresh Kumar

v

-

Checked by /

Approved by: Manager/Executive /

INpoeepeno: Himesh Kumar | Onobpeno: Menemwsep / Pykosoanresns
= S _—,| Abhishek Chauhan g {

Reprint Date /
Jara: 27.02.2023

Reprint Date /
Hara: 27.02.2023

e

Reprint Date /
Jara : 27.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

MpoaykT: Keropon' (KeToponak) pacteop Juls BHYTPHBEHHOTO ¥ BHYTPUMBILICHHOTO BBCACHNS, 30 mr/mn
Batch No / : V230139 Batch Quantity / : 272727ampules /
Cepna Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001648002 Date of Analysis / : 27.02.2023
AHanuTH4yecKHii oTueT No Hara ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara npousBojcraa I'ogen 1o

Analysis performed according ND / Ananus nposenen no HIL: JITT-001365-170222

Page3 of4/Crp.3u3 4

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

U3sBnekaeMblii 00bem

He menee HomiHansHoro (1.0 mi)

9 Bacterial endotoxins /
BakTepuaibHble
IHAO0TOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KeTopoJiaka TPOMETaMUHA.

10 Sterility (every 15th batch) /
CTeprIbHOCTE (418 Kax0i

15-oii cepun)

NA

Must be sterile. / JlomkeH OBITh
CTEPHUIILHBIM.

11 Assay / KonuyecTeennoe
onpeneeHne

29.63 mg / 29.63 Mr

From 27.0mg to 33.0mg of
CsHi3sNOs- C4H1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MI C15H13NO3'C4H|1NO3
(keTopoJsiaka TPOMETaMKH) B 1 mil.

12 Alcohol content / Tanon

11.67 %

From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/

Mpumeuanue: IIpomykT cooTseTcTByeT Tpebosanusm HJI

Conclusion: Al_’PROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Naresh Kumar
M.

.{/

Checked by /
Hposepe}to: Himesh Kumar

e ™ e

Approved by: Manager/Executive /
Opobpeno: Meunemxdp / Pyxosoaurensb
Abhishek Chauhan

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Mara: 27.02.2023

Reprint Date /
Jara : 27.02.2023

Registerad 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: L85195AP1984PLCO045C7
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Tponyxr: Keropon ' (ketoponak) pacTeOp i BHYTPHBEHHOIO H BHYTPHMBbILIEUHOTO BBEeHHS, 30 Mr/mn
Batch No / : V230139 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001648002 Date of Analysis / : 27.02.2023
AHanuTHUECKHH oTyeT Ne Jara agaausa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JaTa npoH3BOACTBA Toaen 1o

Analysis performed according ND / Anamis nposeaen 1no

HJI; JIT1-001365-170222

Page4 of4/Crp. 4 n3 4

13 Packaging / YnakoBka

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. /

Tlo 1 wMn B aMnyiasl u3
CBETO3AIHWTHOTO cTeKIa
xopuunesoro kaacca I (USP). B
BEpXHEW UYACTH aMMYINL! HaHECEHbI
KOABLO W TOUKa Aad pasnoma. Ha
aMITyJly HaKJIEMBAIOT STHKETKY.

Ilo 10 aMmyn ¢ MHCTPYKUMEH MO
NpUMEHEHUIO MOMEIAIOT
B [IBX/antoMuHKEBBIH OIHCTED.

Tlo 1 6nucrepy B [auyKy 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 wMn B aMmOoyiasl  u3
CBETORAILUTHOTO CTEKJ1a KOPUIHEBOTO
Wiu  TeMHO-KOPUYHEBOrO  11BeTa
wracca 1 (USP). B Bepxue# uactH
aMITyJibl HAHECEHbl KOJBLO K TOHKa
s pasnoma. Ha ammyJy HakJienBaroT
ITHKETKY.

[To 10 ammyn ¢ WHCTPYKLMe# 1o
NMPUMEHEHHUIO MOMELIAO0T
B [IBX/amoMuHneBEIH 6UCTeD.

[To 1 6nucTepy B MMauKy KapTOHHYIO;
anA  craupoHapo: no 2, 3, 5
GIMCTEPOR B TIAHKY KAPTOHHYIO.

14 Labelling / MapxupoBKa

According to ND / B cootsercteuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3al1uilieHHOM
OT CBETA MECTE TIpM TeMIepaType He Bblile 25 2C. He 3aMOpaXxHBaTh.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 ropa.

Remarks: The Product confiis o WD/
[pumesanne: [IpOAYKT COOTBETCTBYET tpeGosaHuam HJL

Conclusinn® APPROVED/
Zaxmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotoeneno: Naresh Kumar TIpoeepeHo: Himesh Kumar | Onobpeno: MeHemxe / PykoBOOMTEIb
v Qj’/":) Abhishek Chauhan
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Reprint Date / Reprint Date / Reprint Date /

Jarta: 27.02.2023

Jara: 27.02.2023

Jara : 27.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




