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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml i
IIpoayrr: Ketopon” (keToponak) pacTBop Anisi BHYTPUBEHHORO M BHYTPUMBbILIEYHOTO BBEAEHUS, 30 Mr/Mn
Batch No / 1 V220509 Batch Quantity / : 272727ampules /
|Cepusi Ne Ob6bem cepuu 272727 amnyn
Analytical Report No / : 890001605700 Date of Analysis / : 28.07.2022
AHnanuTuyeckuii oryer Ne Jara anannza
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
Jlata npousBojacTea I"osen no
Analysis performed according ND / Ananus nposenen mo HJI: JI[1-001365-170222

Page 1 of4/Crp.1u3 4

§.00 Test / ITokazaTenn Results / PesyabraTst Specification / Hopma
1 Description / Onucaunne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Tpo3paunslit 6ecLiBeTHbIH pacTBOD.

/ Tlpo3payHblii GecUBETHBIA WM
CBETIO-XENThIH pacTBOp.

2 Identification /
IoannHHOCTH

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
YIEPKUBAHUSA OCHOBHBIX NMUKOB Ha
Xpomarorpamme UCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
YIEP)KUBAHUA OCHOBHBIX IHKOB Ha
Xpomarorpamme CTaHJapTHOrO
pacTBOpa KeTOpojaka TPOMETaMuHa
%} HanpoKceHa (pasnen
«KonM4ecTBEHHOE ONpeaeneH e )

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
YIOEPXXHUBAHHA OCHOBHBIX ITHKOB Ha
XpomarorpaMme HCOBITYEMOTO
pacTBOpa JOJDKHBl COOTBETCTBOBATH
BpPEMEHaM YHEpXUBAHHUS OCHOBHBIX
NIUKOB Ha XpoMaTorpamme
CTaHAAPTHOTO pacTBOpa KeTOpoJiaka
TpOMEeTaMMHa W HanpokceHa (pasien
«Konu4ecTBeHHOE ONpeaeneHUEY)

3 Clarity / Ilpo3payHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He J0JDKHA NPEeBbILIATh
onajleCUEHLMIO STalloHa CpaBHEHuM 1.

4 Color / LIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
Ilc 6once 0,20 mpw JUTMHC BOJHBI
430 HM.

5 pH 7.31 From 6.9t07.9./016,9 mo 7,9.

Remarks : The Product confirms to ND/
[Ipumeuanue: Iponykr coorsercTyer TpeboBanuam HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

f

Checked by /
ITpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoaurens

= Amit Kumar b .
\ A \f
/

Reprint Date /
Hata: 28.07.2022

Reprint Date /
Hara: 28.07.2022

Reprint Date /
JHara : 28.07.2022

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: L85155AP1884PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJII3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6 .
Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56C01-02

= wunee drreddys.com o
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
poaykr: Ketopon" (ketoponak) PACTROP 171 BUNTPHECHHOTO M BHN TPHMbILIEYHOIO BBeACHNA. 30 Mr/mn

Batch No / : V220509 Batch Quantity / 1 272727ampules /

Cepus Ne O6bem cepun 272727 amnyn

Analytical Report No / : 890001605700 Date of Analysis / : 28.07.2022

AHanuTH4ecknii oTyer No Jarta apannza

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

Jarta npoussoacrea I'osen no

HJ: JIT1-001365-170222

\iﬂalysis performed according ND / Anaans npogesen mo
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6 Particulate matter / Mexanuyeckue BKIIOYeHUs
6A Visible particles / Complies / CoorsetcTByer Should correspond to requirements. /
Buaumsie yactuupi B cooTseTcTBUM ¢ TpeGoBaHMAMY.
6B Invisible particles /
HeBuaumsie yactuup::
i. Particles > 10 pm / 16 not more than 6000 per ampoule /
Yactuu pasmepom > He 6onee 6000 Ha ammyany;
10 Mkm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
JaCTHL pasMepoMm > He 6onee 600 Ha ammy.ty.
25 Mkm
7 Related substances / PoncTeennbie npumecH
Impurity A / Ipumecs A 0.16% not more than 0.20 % / ue Gonee
0,20 %,;
Impurity B / Ipumecs B Not detected / He oGHapysena | 1ot more than 0.50 % / ne Gonee
0,50 %,;
: Less than LOQ (LOQ = 0.033 %) / H
Impurity C / Npumecs C anZeﬂznkonlge(ﬂBS_‘Horo Onpe;ene:):: not more than 0.50 % / ue 6onee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ipumecs D not more than 0.20 % / He 6onee
Below Limit of Detection (LOD = 0.014 %) / 0,20 %.
Hunxe npenena o6uapyxenns (10 =
- = - 0.014 %)
Any unspecified impurity / Not more than 0.20% / He 6onee
Enuuuynas Hennenruduuu- , 0,20 %.
pOBaHHaA MpUMech e
Total impurities / Cymma 0.33% Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3siekaemsblii 06bem He menee Homuuanssoro (1,0 M)

Remarks : The Product confirms to ND/

Ipumeuanne; IMpoaykr COOTBETCTBYET TpeboraHuam HJ|

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO

Prepared by /
Ionrororneno: Pardeep Kumar

Checked by /
[IposepeHo: Himesh Kumar

— - s ¥

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaures
Amit Kumar S

e

T-,._
b

Reprint Date /

Hara: 28.07.2022

Reprint Date /

Hara: 28.07.2022

Reprint Date /
MHara : 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Tel : +91 98166 56C01-02
www.drreddys.com

AHanuTHyeckuif oryet Ne

Jara ananusza

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tpoayxr: Ketopon” (keToposiak) pacTBOP [UIs BHYTPHBEHHOTO W BHYTPUMBILLECYHOrO BBEACHUS, 30 Mr/m
Batch No / 1 V220509 Batch Quantity / 1 272727ampules /
Cepunsa Ne O0bem cepun 272727 amnyan
Analytical Report No / : 890001605700 Date of Analysis / : 28.07.2022

Date of Manufacture /
JlaTta npousBoacTea

: JUL.2022

T'ogen go

Date of Expiry /

: JUN.2025

Analysis performed according ND / Ananus nposegen no HJI: JIT1-001365-170222

—
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTtepuanbHhbie <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
HAOTOKCHHBI KEeTOpoJiaka TpOMETaMHHa.

10 Sterility (every 15th batch) / Complies / Ctepusien Must be sterile. / Jlomken ObiTh

CTepuiibHOCTD (AJ151 KAXAOI
15-oii cepun)

CTEPUIIbHBIM.

11 Assay / KonnyecTBenHoe
onpeaesjieHHe

29.71mg / 29.71mr

From 270mg to 33.0mg of
C1sHi3NO;-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13NO3‘C4H||NO3
(xeToponaka TpoMeTamuH) B 1 miL.

12 Alcohol content / dTanon

11.75 %

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

Remarks : The Product confirms to ND/
[Tpumenanue; [ponykT coorBercTByet TpeGoBanusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by /
[Toarororneno: Pardeep Kumar

N

Checked by /
Ipoeepeno: Himesh Kumar

. ]

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosoaurens

Amit Kumar

Ao

Reprint Date /
Jara: 28.07.2022

Reprint Date /
Hara: 28.07.2022

Reprint Date /
Hara : 28.07.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




@0
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56C01-02
www.d ['I'L_:dd\{S.COm

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

Hpoaykr: Keropon™ (keToponak) pactBop ans BHYTPUBEHHOTO M BHYTPUMbILIEUHOTO BBEAEHHUS, 30 Mr/Mn
Batch No / : V220509 Batch Quantity / : 272727ampules /
Cepus Ne Oobem cepuu 272727 amnyn
Analytical Report No / : 890001605700 Date of Analysis / 1 28.07.2022
AHAJIHNTHYECKHH oTUeT No JlaTa ananu3sa

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

Jara npousBoacraa I'onen go

Analysis performed according ND / Anasu3 nposenen nmo HJI: JIT1-001365-170222

Page 4 of 4/ Crp.4n3 4

13 Packaging / Ynakogxka

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. /

[To 1 wMn B amnoynsl u3
CBETO3aIUUTHOIO cTeKJa
kopuyHesoro knacca I (USP). B
BepXHeH 4acTH aMIlysibl HaHeCEHbI
KOJBLO M TOuka Ans pasioma. Ha
aMIyJTy HaKJIEHBAIOT ITHKETKY.

ITo 10 ammyn ¢ WHCTpykuuei mno
MPUMEHEHHUIO NOMELIAoT
B [IBX/amomuHueBbI# 6aucTep.

[To 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. /

Mo 1 wMn B amnyinsl u3
CBETO3aIUTHOrO CTEKNa KOPUUHEBOrO
WIM  TEMHO-KOPUYHEBOrO  LIBETa
knacca 1 (USP). B BepxHelt uactu
amIysbl HaHeCceHbl KOJNbLO W TOYKa
Ist paznoMa. Ha amnyny HakjienBatoT

ITUKETKY.
ITo 10 ammyn ¢ uHCTpyKuMe#l no
NPUMEHEHHIO NOMEILAIoT

B [IBX/anioMuHueBblit Guctep.

ITo 1 6iucTepy B nauky KapTOHHYIO;
Jng  cTauMoHapoB: mo 2, 3, 5
OJIMCTEPOB B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuieHHOM
OT CBETa MeCTe NpHU Temneparype He Boiiue 25 °C. He 3aMopaxuBaTs.

16 Shelf-life / Cpok roanocTu

3 years. / 3 roja.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
[TonrorosneHo: Pardeep Kumar

4

Checked by /
ITposepeHo: Himesh Kumar

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

(:’_J/_‘J Amit Kumar Vo

Reprint Date /
Hara: 28.07.2022

Reprint Date /
Hara: 28.07.2022

Reprint Date /
Jara : 28.07.2022

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: L85195AP1284PLCO04507
www.drreddys.com




