Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

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

IIpoxyKT: Ketopon" (keToponak) pacTeOp juls BHYTPHBEHHOTO ¥ BHYTPHMbIIETHOTO peegenns, 30 mr/mn
Batch No / : V221084 Batch Quantity / : 272727ampules /
Cepust Ne O6beM cepuu 272727 amriyq
Analytical Report No / : 890001639456 Date of Analysis / : 10.01.2023
AHanHTHYECKHI oTueT Ne Jara anainza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

Hata mpou3BOICTBA Topen g0

Analysis performed according ND / Ana/iu3 nposejes no HJI;: JII1-001365-170222

Page 10f4/Crp. 1 u3 4

N . .
.N':) Test / [lokasaTenb Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHslii ceeTio-kenThiit | / Tlpospaunbifi  OeclBETHBIN 1
pacTBop. CBETIIO-KENThIH PacTBOP.

2 Identification /
[HoaJIMHHOCTH

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
yIEpKUBAHUs OCHOBHbLIX MHUKOB HA
XpomaTorpaMme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yaepXKHBAHHUSI OCHOBHBIX NMHKOB HA
XpoMaTorpamMme CTaHAapTHOIO
pacTBOpa KeTopojaka TPOMeTaMuHa
" HapOoKCeHa (paznen
«KONMYEeCTREHHOE OTpeIeTIeHHEY)

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
YIEP/KHBAHHA OCHOBHBIX THKOB Ha
XpOMaTorpamMmme HCTBITYEMOTO
pacTBOpa /O/KHbI COOTBETCTBOBATH
BpEMEHaM YAEPXKMBAHMA OCHOBHbIX
[IMKOB Ha XpOMaTOrpamMme
CTaHAapPTHOrO pacTBOpa KETOpOJaKa
TpOMeTaMnHa W HanpokceHa (paszen
«Kos1H4ecTBEeHHOE OTIPENEIIEHIE)

3 Clarity / IIpo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OmanecueHiis
mpenapara He J0JKHA MPEBbILATh
onaeCLEHIHIO 3TaNoHa cpaBHeHus L,

4 Color / lIBeTHOCTBL 0.04 Not more than 0.20 at 430 nm. /
He Gosiee 0,20 npy JJIMHE ROMHKI
430 Hm.

5 pH 7.36 From 6.9 t0 7.9./ 01 6,9 00 7.9.

Remarks: The Product confirms to ND/
IMpumeuanne: [IpoayKT COOTBETCTBYCT tpebosanmam HJI

Conclusion; APPROVED /
Baxmouenue: OJJOBPEHO

Hata:10.01.2023

Jara: 10.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Naresh Kumar IIposepeno: Himesh Kumar | Ono6peto: Menemiep / Pykosoaurens
Amit Kumar C \—
£3 =3 = >
Reprint Date / Reprint Date / Reprint Date /

Jata : 10.01.2023

Registered Office: 8-

2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1934PLCO04507
www.drreddys.com
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Product : /

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

Hpoaykr: Ketopon® (keToponak) pacTsop Jiis BHYTPUBEHHOO H BHYTPHMBILICHHOTO BBeAeHHA, 30 Mr/mi
Batch No / 1 V221084 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001639456 Date of Analysis / : 10.01.2023
AnagnTHdecKuii oTyet Ne Jara anannza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

JlaTa npoH3BOACTBA T'ogen oo

Analysis performed according ND / Anaans nposexen no H/I: JI[1-001365-170222
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6 Particulate matter / MexaHH4YecKHE BKIIOYEHHNST
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumble 4acTHLbI B cooteeTcTBUH C TpeOOBAHUSAMU.
6B Invisible particles /
HeBuaumbie 4aCTULIBL:
i. Particles> 10 pm/ 31 not more than 6000 per ampoule /
YacTuu pazmMepom > He 6onee 6000 Ha aMmylLy,;
10 MM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHI] pa3MepOM > He 6osee 600 Ha amrnyny.
25 MKM
7 Related substances / PoacTBeHHbIe NpUMECH
Impurity A / ITpumecs A 0.14% not more than 0.20% / He Oonee
0,20 %,
Impurity B / Ilpumecs B Not detected / He o6Hapyxena not more than 0.50 % / He OGonee
0,50 %;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Huke not more than 0.50 % / He OoJjee
npeaena KoJH4ECTBCHHOTO onpeacncHus 0 50 0/ .
(ITKO =0.033 %) Y70 1
- = =
Impurity D / ITpumecs D Below Limit of Detection (LOD = 0.014 %) / not r:lore than 0.20 % / He Oonee
Hke npenena obHapysxkeHtis (IT0 = 0.014 %) 0,20 %.
l

Remarks: The Product confirms to ND/
[pumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJT

Con

Zakmwouenne: OJJOBPEHO

clusion: APPROVED /

Prepared by / Checked by / Approved by: Manager/Executive /
I[ToarotosneHo: Naresh Kumar ITposepeno: Himesh Kumar | Omo6peno: Menemkep / Pykosoautess
~——, | Amit Kumar -
My /e\ e
Reprint Date / Reprint Date / Reprint Date /
Jlara:10.01.2023 Jara: 10.01.2023 Jara: 10.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IlpoxyKT: Keropon™ (keToponak) pacTBOp Ul BHYTPHBEHHOO K BHYTPHMBILIEYHOTO BBejIeH s, 30 mr/mi
Batch No / 1 V221084 Batch Quantity / : 272727ampules /
Cepust Ne O0BLeM cepun 272727 ammyn
Analytical Report No / : 890001639456 Date of Analysis / : 10.01.2023
AnanuTnueckuii oTaer No JaTa anananza

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

Jlata npoH3BOACTBA Iopen a0

Analysis performed according ND / Ana/iu3 o

poreaen mo HJI: JIN-001365-170222

Page 3 0of4/Crp. 3 u3z 4

Any unspecified impurity /
EAMHHYHAs HeHASHTUDHLIN-
poBaHHas MPUMECh

Less than LOQ (LOQ = 0.050 %) / Himice
npeacna KOJMUCCTBEHHOrO OMPECICHIS
(TIKO = 0.050 %)

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

| Total impurities / Cymma 0.14% Not more than 1.50 % / He 6osee
NMpUMeCeH 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mx Not less than label claim (1.0 mL) /

H3paexaemblii 00beM

He meHee HoMUHaNMbHOTO (1,0 M)

9 Bacterial endotoxins /
BbakTepnanbHbie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=().725 EQ/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpOJaka TPOMETAMHHA.

10 Sterility (every 15th batch) /
CTepuILHOCTD (A5 KAKIOH
15-0ii cepHH)

COMPLIES

Must be sterile. / JlomkeH ObITb
CTEpPHIBHBIM.

11 Assay / KonudecTBeHHoe 29.44 mg / 29.44 mr From 27.0mg to 33.0mg of
onpejeJieHue C1sH;3sNO3 CsH INOs (ketorolac
tromethamine) per 1 mL. / OT 27,0 mr
o 33,0 mr C15H|3N03'C4H| |NO3
(xkeToponaka TpoMeTamuH) B 1 M.
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /

11.45 %

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
[puveyanue; TIpoyKT COOTBETCTBYET tpeGosanuam HJI

Conclusion: APPROVED /
Baxstouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MToxnrorosneno: Naresh Kumar [posepeno: Himesh Kumar Opobpeno: Menemkep / PykoBoaurenb
@( ——~. | Amit Kumar ‘f;& N
2 : A
Reprint Date / Reprint Date / Reprint Date /
Hara:10.01.2023 Jata: 10.01.2023 Mara : 10.01.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Distt. Solan, H.P,, 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: KeTopon® (keToponiak) pacTEOp JUIsl BHYTPHMBEHHOTO M BHYTPHMbILICYHOrO BBEICHHA, 30 Mr/mn
Batch No / : V221084 Batch Quantity / : 272727ampules /
Cepns Ne O6beM cepian 272727 amnyn
Analytical Report No / : 890001639456 Date of Analysis / : 10.01.2023
AHanuTHdeckuii orger Ne Jara anann3za
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa npon3BoOACTBA T'ogen o
Analysis performed according ND / Ananus nposenen no HJI: JITI-001365-170222
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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. /

[Tlo 1 wMn1 B aMmOydasl U3
CBETO3ALUTHOTO cTeKna
xopuuHesoro kmacca I (USP). B
BepXHel 4acTW ammyllbl HaHECEHbI
KONBLUO M TOuYKa Ajisi pazfoma. Ha
aMIyJly HaKkJeUBarOT ITUKETKY.

Mo 10 amMmyn ¢ HHCTPYKLHEH IO
MPUMEHEHHIO MOMEIIAIOT
B [IBX/amoMHUHIeBbIH O1MCTED.

ITo 1 6nucTepy B MauKy KapTOHHYO.

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. /

[lo 1 wMn B aMIyJisl n3
CBETO3ALIMTHOTO CTEKJIa KOPUUHEBOIO
UNH  TEMHO-KOPUYHEBOIMO  LBETa
xnacca 1 (USP). B BepxHel uvacTu
aMIyJibl HAHECEHbl KOMbLO M TOYKa
11 pasiioma. Ha ammynty HakJiensaroT
ITHUKETKY.

IMo 10 ammynm c HHCTpyKUHeH 1o
NpUMEHEHHUIO nomeulaT
B [IBX/aoMHIHHEBbIH OnUCTED.

ITo 1 6nucTepy B Na4Ky KaPTOHHYIO;
s crauuoHapoe: mno 2, 3, 5
GAMCTEPOB B NAYKY KAPTOHHYHO.

14 Labelling / MapkupoBka

According to ND / B cootseTcreunu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aliLIeHHOM
OT cBeTa MecTe mpH Temmneparype He Bbille 25 °C. He 3amMopaxuBaTh,

16 Shelf-life / Cpok roanocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpumeuanue: [Ipoaykr coorserctyet Tpebopannam HJI

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
[Toarotosneno: Naresh Kumar

L

Checked by /
[Mpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: MeHenxep / Pykosoauternb

Amit Kumar P__; N—
= et

Reprint Date /
Jara:10.01.2023

Reprint Date /
Hara: 10.01.2023

Reprint Date /
Mara : 10.01.2023
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