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CERTIFICATE O ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUD®UKAT AHAJIM3A Tel : +91 98166 56901-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular‘"1'1\!1'j"f'3vé:\fié%‘él:I 0 mg/ml ]
Ipoaykr: Ketopon™ (keToponak) pacTsop A1 BHYTPUBEHHOIO W BHYTPUMbILLIEYHOIO BBEACHHS, 30 mMr/mn
Batch No / : V220682 Batch Quantity / : 272727ampules /
Cepusa No Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001612493 Date of Analysis / : 02.09.2022
AHanaTHYeCKHI oTueT No JaTa ananunsa
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
Jlata npousBoacTBa I'open no
Analysis performed according ND / Ananu3 nposegen no HJI: JI[1-001365-170222

Page 1 of4/Crp. 1 u34

/
[Tpo3pauHslit i
pacTBop.

CBETJIO-)KECJITbI

1;.00 Test / lokasaTens Results / PesynbTatsl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/ Tlpo3pauHblif OECUBETHBIH WK
CBETJIO-XKENTbIM PacTBOp.

2 Identification /
IMoanuHHOCTH

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
YAEpXKHUBAaHUS OCHOBHBIX NHKOB Ha
XpoMaTorpamme UCTBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
YIep>XUBaHUs OCHOBHBIX ITUKOB Ha
Xpomarorpamme CTaHAAPTHOTO
pacTBopa KeTopoyiaka TpoMeTaMHHa
u HanpokceHa (paznen
«KoJIMueCTBEHHOE ONPEAENEHUEN)

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
yICPXUBAHAA OCHOBHBIX TIMKOB Ha
XpoMaTorpaMme HCTILITYEMOTO
pacTBopa IOJXKHBI COOTBETCTBOBATb
BpeMEHaM YAEpPXKUBaHUA OCHOBHBIX
MUKOB Ha XpoMaTorpamMMe
CTAHAAPTHOIO PacTBOpa KeTopoJiaKa
TpOMETaMHHA W HalpokceHa (pazjen
«KonuuecTBeHHOE ONpeneeHHE»)

3 Clarity / Ilpo3payHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapara He JOJDKHA NPEBBIILAThL
OMMAIECLICHIIMIO 3TalOHa cpaBHeHus L.

4 Color / l1BeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1JiiHE BOIHBI
430 HM.

5 pH 7.28 From 6.9 t0 7.9./016,9 no 7,9.

6 Particulate matter / Mexannueckue BK/IIOUEHUs

Remarks : The Product confirms to ND/
[Tpumeuanue: [lponykt coorBeTcTBYeT Tpeboranusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 02.09.2022

Hara: 02.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: RamaKant [Mposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoautens
[ 1 Amit Kumar .
hes - A—._,‘*:/
Reprint Date / Reprint Date / Reprint Date /

JHara : 02.09.2022

Rosistered Office:

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

CIN: L85195AP1984PLC0CD4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularijections, 30 mg/ml

IIpoaykr: Ketopon" (keToposiak) pacTBOpP A7s1 BHYTPMBEHHOIO W BHYTPHUMBbILLEYHOro BBeAeHUS, 30 mr/mn
Batch No / : V220682 Batch Quantity / : 272727ampules /
Cepus Ne Obbem cepumn 272727 amnyn
Analytical Report No / : 890001612493 Date of Analysis / : 02.09.2022
AHaauTH4ecKMid oTyeT Ne JlaTa ananu3a

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

JlaTa npou3BoACTBA T'omen no

Analysis performed according ND / Ananus nposeaen no H/L: JII1-001365-170222
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6A Visible particles /
BumimMble yacTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUM € TpEOOBAHWAMU.

6B Invisible particles /
HeBuauMeble yacTULIbI:

Impurity B / [Ipumecs B

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

Impurity C / ITpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npeAena KoJIKUeCTBEHHOrO ONpeCIICHUSA

Impurity D / [Tpumecs D

(TTKO = 0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Hwxke npeaena obuapyxenus (N0

Any unspecified impurity /

=0.014 %)

1. Particles> 10 pm/ 24 not more than 6000 per ampoule /
YacTuu pazmMepom > He 6onee 6000 Ha amnyny;
10 Mkm

ii. particles> 25 pm/ 00 not more than 600 per ampoule /
JacTHLL Pa3MEPOM > He 6osiee 600 Ha amnyny.
25 MKM

7 Related substances / PoacTBeHHbIe NIpHMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / nHe 6oxee

0,20 %;

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

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

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

Not more than 0.20 % / He 6onee

H3Baekaemblii 00beM

Envnundsas HeupeHTUULIY- 0.05% 0,20 %.
pOBaHHas MpUMech
Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He Menee HomuHansHoro (1,0 mm)

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTsercTByeT TpeboBaHusIM HJ{

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Hara: 02.09.2022

Hara: 02.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Ran aKaﬂ( IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoaurensb
{ .
o) Amit Kumar
e
mb i AN
Reprint Date / Reprint Date / Reprint Date /

Harta : 02.09.2022

Raaistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon™ (keToponak) pacTBOp A/ BHYTPUBEHHOIO M BHYTPUMbILIEYHOrO BBEAEHNUS, 30 Mr/Ma
Batch No / 1 V220682 Batch Quantity / : 272727ampules / i
Cepus Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001612493 Date of Analysis / : 02.09.2022
AHaJuTHYeCKHi oTyeT No Jarta ananusza

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

JlaTa npoH3BoACTBA Toxen no

Analysis performed according ND / Anaau3s nposegen no H/: JITI-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHsbie <=0.725 EDQ/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpONIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JlomxkeH ObITh
CTepuiabHOCTD (A5 KaXA0H CTEPUIIbHBIM.
15-o0ii cepuu)

11 Assay / KosmuecTBeHHOe 29.50 mg / 29.50 mr From 27.0mg to 33.0mg of

ompenesieHue CisHi3sNO3- C4H11NOs (ketorolac
tromethamine) per 1 mL. /Ot 27,0 Mr
pite] 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMuH) B 1 mJ1.
12 Alcohol content / Itanon 11.38 % From 10.60 % to 12.60 %./
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

ITpumeyanue: [IpoaykT coorBeTcTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

ITonrotosneno: Rama ::mt(J IIposepeHno: Pardeep Kumar | Onobpeno: Menemxep / Pykosonurens
1)) Amit Kumar .

Reprint Date / Reprint Date / Reprint Date /

Jata: 02.09.2022 Jara: 02.09.2022 Jara : 02.09.2022

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

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Natagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularwn\quvé"cl%ib%%?%souﬁ'lgg/lnl

Ilpoaykr: Keropon" (keToponak) pacTBOp /1t BHYTPUBCHHOI'O W BHYTPHMBILIEYHOTO BBEEHHs, 30 Mr/mr
Batch No / 1 V220682 Batch Quantity / : 272727ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001612493 Date of Analysis / : 02.09.2022
AHAJTHTHMYeCKHH oTueT Ne JlaTa anaansza

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

JlaTa npoH3BoJCTBA T'open no

Analysis performed according ND / Anasnns nposeaen mo HJI: JIIT1-001365-170222
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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. /

Ilo 1 wMn B amnoyirsl  u3
CBETO3aLUUTHOIO CTeKNa
kopuuHesoro knacca I (USP). B
BEPXHEIl 4acTW aMITyJibl HaHECEHb
KObLO W TOuka Ans paznoma. Ha
amMnyJy HaKJIEHBAIOT TUKETKY.

ITo 10 amnyn ¢ UHCTpyKUMel no
NPHMEHEHHUIO MOMEILAI0T
B [IBX/amoMuHueBbI# OucTep.

IMo 1 6nuctepy B mauky KapTOHHYIO.

1 mL in class T 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. /

Ilo 1 MI B  aMIyJbl U3
CBETO3ALIUTHOTO CTEKIIa KOPUUHEBOTO
WKW  TEMHO-KOPMYHEBOrO  IIBeTa
knacca I (USP). B BepxHeit yactu
aMIyJbl HaHECEHbl KOJBLO W TOYKA
201t pazfioMa. Ha ammyosty HakieuBatoT

3TUKETKY.
Ilo 10 amnyn ¢ HHCTPYKLMEH Mo
HNPUMEHEHHUIO NOMEIWAoT

B [IBX/antoMuHueBBI# GnUCTED.

[To 1 GnucTepy B nauky KapTOHHYIO;
Ul cTaudoHapoB: no 2, 3, 5
ONHCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
OT cBEeTa MecTe NMpH TeMnepaType He Bbilie 25 °C. He 3aMopaxuBats.

16 Shelf-life / Cpox roanocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeyanue: [IpogykT coorBeTcTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

JHara: 02.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: 1gKant INpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonuTens
= Amit Kumar )
o LAY (S
Reprint Date / Reprint Date / Reprint Date /

Hara: 02.09.2022

Hata : 02.09.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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