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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CFEPTUOUKAT AHA TN3A

Product : / Ketorol (K.etorolac) solution for intravenous and inframuacular injeetions, 20 mg/ml

Hpoayr: Keropon™ (keroposiak) pactop s BHYTPMBEHHOTO U BHYTPHMBIIIEUHOTO RRENEHUS, 30) MI/MN
Batch No / : V210618 Batch Quantity / : 2,30,000 ampules /
Cepus Ne _ O6nem cepun 2,30,000 amniyn
Analytical Report No / : 890001532612 Date of Analysis / : 29.06.2021
Awnanuruyeckuii nTaet No Jara anaaina

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npoussoacrea Tomen no
Analysis performed according ND / Ananuz nposesen no HJI: JI-001365-231118 (amend Ne 1 trom
14.01.2020 /n3m.Ne | ot 14.01.2020, amend Ne 2 trom 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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[Ipo3spauHblii, GecLiBeTHBII pacTBOp.

1;.? Test / NokazaTenn Results / PesyabTaTst Specification / Hopma
1 Description / Onucanue Clear colorless solution. /| Clear, colorless to pale yellow

solution. / TIpo3paunbiii, GeCLBETHBIMN
MIIH CBETJIO-XKENThIH pacTBop.

2 Identification /
ITopnuHHOCTE

XpoMarorpamme

«KomnuaecTBEHHOE ONpeeNeHHe»)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the

chromatogram of ketorolac
o st and HuprusL
redvivias sbonlaaTs solulion (Aasgy
section) / BpemeHa ynepxuBadus
OCHOBHBIX MHUKOB Ha
XpoMarorpamme UCTILITYEMOro

pacTBOpa COOTBETCTBYIOT BpeMeHaM
VIOEPXHUBaHUA OCHOBHBIX IIMKOB Ha
pacTBOpa
CTaHAapTHHIX 00pa3LioB KeTopoaka
TPOMETAMKHA ¥ HANpOKCeHa (pazael

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
uotetiuming sid naproxen referance
slaudardy wolubivin (skray Beitlany
BpemeHa yIepXKWBaHUS OCHOBHBIX
IIHKOB Ha Xpomarorpamme
HCIIBITYEMOTO  PacTBopa  JOJDKHEI
COOTBETCTBOBATh BpeMeHaM
YAEPXKHUBAHUS OCHOBHBIX THKOB HA
XpOMaTorpamMme pacTteopa
CTaHJApTHBIX 00pa3LOB KETOpOJaKa
TPOMETaMUHa M HampokceHa (pasnen
«KonnyecTBeHHOE onpeeeHre»)

3 Clarity / Ilpo3paunocts

Complies / CooTBEeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnarecueHuus
npenaparta He J0JKHa IPEBbIIIATh
OManecueHLHIO 3TajoHa CpaBHEeHuU 1.

4 Color / lIseTHOCTD 0.038 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu ITHUHE BOTHEL
430 um

5 pH 7.34 Between 6.9 and 7.9/6,9 — 7,9

Remarks : The Product confirms to ND/
[Tpumeyanue: IponykT cooTBeTCTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
Saxawuenne: OMOBPEHO

Jara: 29.06.2021

Jlata: 29.06.2021

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

IToarorosneno: Santosh Kumar | INposepeno: Om Prakash Onobpeno: Menemxkep / PykoBoaurens
L %

Maurya M W Pawan Kumar

Print Date / Print Date / Print Date /

Hara: 29.06.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon®™ (keToponak) pacTBOp 1Jis BHYTPUBEHHOIO W BHYTPUMbIILEYHOr0 BBeAeH s, 30 Mr/ma
Batch No / : V210618 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepun 2,30,000 amnyn
Analytical Report No / : 890001532612 Date of Analysis / : 29.06.2021
AHamHTHYECKHH oTueT No JlaTa aHaau3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTa npou3Bojacrsa T'ogen o
Analysis performed according ND / Ananns nposenen mo HL: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHnuyeckue BKJIIOYECHHS
6A Visible particles / Complies / CooTBeTcTBYyeT Should correspond to requirements /
BuanMble YaCTHLIBI B cooTBeTCTBHM € TpeOOBAHUAMM
6B Invisible particles /
HeBuaumele 4acTHIbL;
[ Pandles = 10 puy / 8 Wot wute an 6000 pet atupuule /
YacTunpl pasMepoM > He 6onee 6000 Ha ammyiy;
10 MKM
ii. Particles > 25 ym/ 0.3 Mot morc than 600 por ampoule /
HacTHurl pazmepom > He 6onee 600 Ha amnvay,
25 Miem
7 Related substances / PoacTpennnic IpHMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He Goiee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033% Not more than 0.50 % / He OGomee
ess than LOQ (0. 0) 0.50 %
Impurity D / ITpumect D Mot more than 0.20 % / Ile 6omnce
BDL (Disregard Areal841) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnunrmuHas HewaeHTHGUUH- 0.06% 0,20 %
pOBaHHAs NPUMECH

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: Ipoaykr coorBeTcTBYeT TpeboBanusm H/T 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorornexo: Santosh Kumar | Ilporepeno: Om Prakash Onobpeno: Menemxep / PykoBoauresnp
Maurya Pawan Kumar

ry Btuys ool Ao
Print Date / Print Date / Print Date /
Jara: 29.06.2021 ‘ Jara: 29.06.2021 | Hara: 29.06.2021 -

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabuad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: Y1 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: KeTtopos™® (keToponak) pacTBop A/ BHYTPUBEHHOIO H BHYTPHMbILLIEUHOTO BBEAeHUs, 30 Mr/mi
Batch No / : V210618 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6Bem cepuu 2,30,000 amnyn
Analytical Report No / : 890001532612 Date of Analysis / 1 29.06.2021
AnanuTHdeckuii oryer Ne Jlara anaansa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara npon3BoacTBa T'onen 1o

Analysis performed according ND / Anaau3 nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend No 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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Total impurities / Cymma 0.26% Not more than 1.50 % / He Oonee
npumeceit 1,50 %

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL)/
Warnexaemhiii nfihem He Menee HoMuHabHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of kctorolac
BakrepnaabHble <=0.725ED/mr tromethamine / He 6onee 5,8 EQ/Mr
IHTOTOKCHHBI KETOpOJiaka TpOMETaMHHA

10 Sterility / CTepuibHOCTD Complies / CrepuneH Should be sterile / CtepuneH

11 Assay / KonuuecTBeHHOE onpeaeienye
a) Ketorolac tromethamine / 30.29 mg/30.29 mMr From 27.0mg to 33.0mg of |

KEIOPIHKA 1 POMETIMAH C sl MO, CHTT MO, (ltotorolag
tromethamine) per 1 mL / Ot 27,0 Mr
no 33,0Mr  CisHpNQy CyHiNO,
(keToponaka TpoMeTaMuH) R 1 M

b) Sodium chloride / Harpus 4 34 mg/mT./ 4 34 mrimn Retween 4.2 mg/ml., and 4.5 mg/mL/
XJIOpUA Ot 4,2 mr/mn o 4,5 Mr/ma
12 Alcohol content / ITaHoa 11.68% Between 10.60 % and 12.60 % /
Or 10,60 % mo 12,60 %

Remarks : The Product confirms to

ITpumeyanue: ITpoaykT cooTBeTcTByeT TpeboBanusam HJT

ND/

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya Wiy C

Checked by /

[Tposepeno: Om Prakash

=

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Pawan Kumar ?

Print Date /
Jata: 29.06.2021

Print Date /

Hara: 29.06.2021

Print Date /
Jata: 29.06.2021

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

CIN: L85195AP1984PLC004507
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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon™ (keToponiak) pacTBop /15 BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BREAEHHMS, 30 MI/M
Batch No / : V210618 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Ob6bem cepuu 2,30,000 ammyn
Analytical Report No / : 890001532612 Date of Analysis / : 29.06.2021
Anajaurnyeckuii orger Ne Jara anaansa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jara nponsBoacrsa T'ogen mo

Analysis performed according ND / Ananus nposenen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3M.Ne 1 o1 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoska 1 mL in class I amber glass ampoules 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
I'VC/alwninum blister. 1 blisters in a carton pack;

1 blisters in a carfon pack For in-patient facilitier; 2, 3, 3 hlinters
tn m a carton pack.

IMo 1| M3 B aMOyisl W3 TEMHOrO

vierid wideed I (USP), B pepxuen 110 | MIT B aMITyNBI A3 TEMHOTO CTEKJIA

HacTh ammyNbl HaHEeCeHb! Konblo U | kacca I (USP). B Bepxmelt wactu
TOYKa I pasnomd. Ha amnynmy | aMnynsl HaHeceHsl KONBUO W TOYKA

HaKJIEMBalOT 3THKETKY. 1uLa pasnioma. Ha amnyny Hakieusaror
Io 10 ammyn ¢ MHCTpYKLME#H 1O | ITHKETKY.

TMIPAMEHEHNK) noMeniamT | TTa 10 ammyn e awetpyrmeit no
B [IBX/amomMunueBsIit Guctep. TIPUMEHEHHIO MOMEILAI0T

ITo 1 6nuctepy B nauky kaptounyio. | B [IBX/amomunueBbiii 6ucTep.

Ilo | onucTepy B Hauky KApTOHHYIO;
I cralMoHapoe: mo 2, 3, 5
O/I1MCTEPOB B NMAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka According to ND / B cootserctuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auumeHHoM
XpaHeHue OT CBETA MECTE MpHU TeMIepaType He Beimie 25 °C. He 3aMopaxxuBarth.

16 Shelf-life / Cpow rogHOCTH 3 vears / 3 rana.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I[Tpumeuanue: [IpogykT cooTBeTCTBYET TpeboBanmsam HJT 3axmogenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxrorosneno: Santosh Kumar | [Nposepeno: Om Prakash Onobpeno: Menemxep / PykoBoauresis
Maurya 0 WL Pawan Kumar

Gt oot

Print Date / Print Date / Print Date /
Mara: 29.06.2021 Hara: 29.06.2021 Hara: 29.06.2021
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