Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscudawindecettstys, 0nme/ml

Ipoaykr: Keropon" (ketoponak) pacTeop A8 BHYTPUBEHHOIO H BHYTPHMbILLEHYHOTO BBEACHUs, 30 Mr/ma

Batch No / 1 V220702 Batch Quantity / : 2727727ampules /
Cepust Ne O61bem cepHn 272727 amryin
Analytical Report No / : 890001613821 Date of Analysis / : 06.09.2022
AHanuTH4eckuil otuer Ne Jara anaauza

Date of Manufacture / : AUG.2022 Date of Expiry/ : JUL.2025

JlaTa mpou3BoACTBA I'ogen o

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

Page1of4/Crp. 1u3 4

1;.00 Test / [Noka3zaTesb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
ITpozpauHblit cBeTIO-keNThlli | / [lpo3paunbiit GecUBETHBIN WIH
pacTBop. CBETJO-XKEJThbl it pacTBop.

2 Identification /
INopnHHHOCTEL

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
yIAEp)KHUBaHUA OCHOBHBIX MUKOB Ha
XpoMaTorpamme UCMBITYEMOrO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIAEpKHUBaHUS OCHOBHLIX I[HKOB Ha
XpoMaTorpamme CTaHAapPTHOrO
pacTBOpa KeToposiaka TPOMETamHHa
u HalpoKceHa (pazpmen
«KomyecTBeHHOE orpeiene Hue»)

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
YIEPXHUBAaHUS OCHOBHBIX TIMKOB Ha
XpOMaTorpaMmme HCTIBITYEMOTO
pacTBopa [OJIKHBI COOTBETCTBOBATH
BpEMEHaM YIEP)KMBAHUS OCHOBHBIX
TUKOB Ha XpoMaTorpamme
CTAaHZApPTHOrO pacTBOpa KeTopoJiaka
TPOMETaMHHA U HampokceHa (pasmen
«KonnuecTBeHHOE onpeeneHne»)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npemnapara He JOJKHA NPeBbIINATh
OMNaJIECIIEHHIO 3TAJIOHA CpaBHeHUs |,

4 Color / IlBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu miKHe BOJIHBL
430 um.
5 pH 7.31 From 6.9t07.9./0t1 6,9 no 7,9.
6 Particulate matter / Mexanudeckne BKIIOYEHHS

Remarks : The Product confirms to ND/
[Tpumeuanne: [IpoaykT cootBercTByeT TpebGoBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Hara: 06.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Manish Sharma IIposepero: Naresh Kumar OnobpeHo: Menenxkep / Py SOBOIHUTETH
", (M- Manoj K- = .

=t ( _M/ anoj Kumar i]jh?&éi
Reprint Date / Reprint Date / Reprint Date /

Hara: 06.09.2022

Jara : 06.09.2022

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: L85195AP1984PLC0O0N4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawvirgexsdons,cdhmg/ml N
IpoayxrT: Keropon" (keToponak) pacTsop Jist BHYTPUBEHHOTO M BHYTPUMbILIEHHOTO BBEACHUS, 30 MI/mn
Batch No / : V220702 Batch Quantity / : 272727ampules / |
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001613821 Date of Analysis / : 06.09.2022
AHaJUTHYECKHH oTyeT Ne Jara ananusa
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
JaTa npoud3BoAcTBA Tonxen no
[Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222

S
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6A Visible particles /
Buaumele yacTuibl

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cootBetcTBUM € TpeOOBaHKAMM.

6B Invisible particles /
HeBuaumele yacTuLpl:

i. Particles> 10 um / 11 not more than 6000 per ampoule /
YacTtuu pasmepom > He Gonee 6000 Ha amnyny;
10 Mkm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTul pa3MepoM > He Honee 600 Ha ammyny.
25 MKM

7 Related substances / PoacTBennsie npumecn
Impurity A / Ipumecs A 0.14% not more than 0.20 % / He Gonee

Impurity B / Tlpumecs B

Below Limit of Detection (LOD = 0.014 %) /
Hmxe npenena obHapyxenus (110 =
0.014 %)

Impurity C / llpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npenena KoMMYeCTBEHHOrO OnpeacneHns

Impurity D / [Tpumecs D

(IIKO =0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Hixe npenena obHapyxenns (110

Any unspecified impurity /

=0.014 %)

0,20 %;

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

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

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

Not more than 0.20 % / He 6onee

{ H3Bnexkaembiii 00Lem

Enunvdnas HenneHTUGMUH- 0.05% 0,20 %.
pOBaHHasl IPUMECH
Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomunansHoro (1,0 M)

Remarks : The Product confirms to ND/

[Ipumeuanue: Ilponykr cooreercryer Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Manish Sharma [Tposepeno: Naresh Kumar | Onobpeno: Menemkep / Pykosoaurens
D A Manoj Kumar bt E

e U Y il Yy
Reprint Date / Reprint Date / Reprint Date /

Hara: 06.09.2022

Jara: 06.09.2022

Jara : 06.09.2022

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: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramus_cquvm;'iweﬂﬂw,.Gﬁmg/ml -

| Ilpoaykr: Ketopon" (keToposiak) pacTBop st BHYTPHBEHHOTO M BHYTPHMbILIEYHOTO BBEACHHS, 30 Mr/Mn
Batch No / 1 V220702 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001613821 Date of Analysis / : 06.09.2022
AHanuTH4ecKu# oTyer No Hara anaju3za

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

Jara npousBoacTaa Iogen no

Analysis performed according ND / Auanus nposexen no HJI: JIT1-001365-170222

Page 3 of 4/ C1p.3 n3 4 B

9 Bacterial endotoxins /
BakrepuanbHubie
IHAOTOKCHHBI

<=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
<=0.725 E3/Mr tromethamine. / He Gonee 5,8 ED/mr

KETOpOJlaka TpPOMETaMHWHa.

10 Sterility (every 15th batch) /
CTepuabHOCTb (A1 KaxI0i
15-0ii cepun)

Complies / Crepunen Must be sterile. / [lomxkeH ObITH

CTEPUIILHBIM.

11 Assay / KonndyecTBeHHoe

29.49 mg/29.49 mr From 270mg to 33.0mg of

onpegesieHue CisH13NO;-C4H;1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MT C15H13NO3'C4H1[NO3
(keToposaka TpoMeTaMUH) B 1 M.
12 Alcohol content / DTanon 11.16 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

ITpumeuanwue: [poaykT coorretcTayet Tpebosanusam HJJ

Conclusion : APPROVED /
3axmoyenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Ipoepeno: Naresh Kumar OnobpeHo: Menemxep / Pyﬁpﬁomrrem
¥ _ Manoj Kumar bt .
Reprint Date / Reprint Date / Reprint Date /

Hara: 06.09.2022

Jara: 06.09.2022

Hata : 06.09.2022

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIM3A

Distt. Soian, H.P.,, 173 205, INDIA

Tel : 491 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaywnglertitatys, 3Onme/ml

AHanuTHYecKni oTyer Ne

JlaTa anaausa

Ipoaykr: Keropon" (keTopoiiak) pacTBOp Ajisi BHYTPHBEHHOTO M BHYTPMMbILLICUHOIO BBeieHns, 30 Mr/Mi
Batch No / : V220702 Batch Quantity / : 272727ampules / |
Cepus Ne O6bem cepun 2772727 amnyn
Analytical Report No / : 890001613821 Date of Analysis / : 06.09.2022 N

Date of Manufacture /
Jara npou3BoacTBA

: AUG.2022

Toaen go

Date of Expiry /

: JUL.2025

Analysis performed according ND / Auanus nposenen mo HJI: JIT1-001365-170222

Page4 of4/Crp.4u3 4

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 n a

PVC/aluminum blister.

1 blisters in a carton pack. /

ITlo 1 wmn B amnynsl  u3
CBETO3ALLUTHOTO cTeKJa
kopuuyHeBoro knacca I (USP). B
BEpXHEH 4acTW aMIlyjibi HaHEeCEHbI
KOJIBIIO W TOYKa Jns pasnoma., Ha
amnyJly HaKje€HBaKT STHKETKY.

ITo 10 amnyn ¢ uHCTpykuMeilt mo
NpUMEHEHHIO MOMENAoT
B [IBX/antomuHyeBnlii 61aucrep.

ITo 1 6nucTepy B mauky 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. /

ITo 1 wMn B amMoyasl u3
CBETO3ALIUTHOTO CTEKJIa KOPUYHEBOTO
WIX  TEMHO-KOPHUYHEBOro  LBeTa
knacca I (USP). B epxHeil uactu
amIynbl HaHECeHbl KOJMBIO W TOYKa
Juis pasnioMa. Ha ammyny HakjeuBaroT

ITHKETKY.
Ilo 10 amnyn ¢ uHCTpykuueil Mo
PUMEHEHHUIO MOMELIAIT

B IIBX/amoMuHueBsblit Gnuctep.

I[To 1 6nucTepy B nauky KapTOHHYIO;
Insg  crauMoHapoB: mo 2, 3, 5
611CTEPOB B MaYKy KAPTOHHYIO.

14 Labelling / MapxkupoBka

According to ND / B cootBetcTBuu ¢ HJ,.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiteaHoM
OT CBETA MECTE NpU TeMIiepatype He Bolle 25 °C. He 3aMopaxxiBaTh.

16 Shelf-life / Cpok roanocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmrouenue: OJOBPEHO

Prepared by /
[Moarorosneno: Manish Sharma

—

Checked by /
IIposepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menexkep / Pykosoautens
Manoj Kumar

s ré%“_,t

Reprint Date /
Hata: 06.09.2022

1
@/
Reprint Date /

Hara: 06.09.2022

Reprint Date /
Hata : 06.09.2022

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: L85195AP1984PLCO04507
www.drreddys.com



